
Copyright © JMP Statistical Discovery LLC. All rights reserved.

Comparing Medical Queries with 
Interactive Graphics using JMP 
Clinical

Rebecca Lyzinski, Senior Software Developer

Chris Kirchberg, Principal Systems Engineer



Copyright © JMP Statistical Discovery LLC. All rights reserved.

Introduction
• Introduction to medical queries

• Types of medical queries

• Format of medical queries and merging with study data

• FDA Standard Tables and Figures

• Medical query specific figures and tables

• JMP Clinical reports and interactive features

• Algorithmic OCMQs
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Medical Queries
• Medical queries are groupings of 

adverse events into medical 
conditions

• Provides a standard way to assist 
with identifying safety issues

• Narrow medical queries

– Specific terms that provide high probability 
the condition occurred

• Broad medical queries

– Less specific

– Provides reasonable assurance the condition 
occurred

(Advanced Premarket Safety Analytics Workshop, 2022)

https://healthpolicy.duke.edu/sites/default/files/2022-09/Advancing%20Premarket%20Safety%20Analytics%20Final%20Slide%20Deck.pdf


Copyright © JMP Statistical Discovery LLC. All rights reserved.

Types of Medical Queries
• 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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Standardised MedDRA Queries
• Merge smq_list and smq_content by SMQ Code
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Standardised MedDRA Queries
• Next merge with pt and llt files as applicable
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FDA Medical Queries – Consolidated List Tab
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FDA Medical Queries – OCMQ Comments Tab
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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: Two Treatment Groups
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Forest Plots: 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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JMP Clinical
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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 Patterns
Adverse Events (AE)

• Function input of a scope or term, some with a window and other AEs within 
the window

• Examples:

• Hyperglycemia Criteria: Any PT from Hyperglycemia OCMQ Narrow

• Hypoglycemia Criteria: Any Hypoglycemia OCMQ Narrow Term

• Hypersensitivity Criteria: Category B adverse event and Category C adverse event within 7 days

• Muscle Injury Criteria: [PT Myalgia + PT Muscular Weakness + (PT Myoglobin Urine Present OR 
PT Chromaturia)] with start date within 7 days
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Algorithmic OCMQ Patterns
Laboratory Findings (LB)

• Function input of test name, comparator, result, units, post-baseline/change 
from baseline, fasting, occurrences

• Hyperglycemia Criteria Examples:

• Fasting Plasma Glucose ≥126 mg/dL

• ≥2 Plasma Glucoses >180 mg/dL

• Post Baseline HbA1c ≥6.5%

• HbA1c Increase ≥0.3% with Post Baseline HbA1c ≥5.7%

• Change from Baseline Fasting Plasma Glucose ≥20 mg/dL with Post Baseline FPG >100 mg/dL



Copyright © JMP Statistical Discovery LLC. All rights reserved.

Algorithmic OCMQ Plots
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Algorithmic OCMQ Tables
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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 

• Advanced Premarket Safety Analytics Workshop 
https://healthpolicy.duke.edu/sites/default/files/2022-
09/Advancing%20Premarket%20Safety%20Analytics%20Final%20Slide%2
0Deck.pdf

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

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

Rebecca Lyzinski, Rebecca.Lyzinski@jmp.com
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