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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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Introduction and Background

FDA Medical Query (FMQ):

• Standardized groupings of related preferred terms (PTs)

• One PT can appear in one or more than one FMQ (up to a maximum of 8); 
One FMQ can include multiple PTs

• Categorized as either narrow or broad

• To facilitate safety signal detection
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Introduction and Background

FMQ related analysis:

Over 30% (19 of 60 ) of the mockups 
in “Standard Safety Tables and 
Figures” are related to FMQs.

• Mostly arranged by SOC and FMQ 

• Some display PT terms within FMQ
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Introduction and Background
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Mockup for FMQ related analysis (from ST&F IG):

FDA-2022-N-1961-0046_attachment_1.pdf

https://www.regulations.gov/document/FDA-2022-N-1961-0046
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Introduction and Background
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Mockup for FMQ related analysis (from ST&F IG):

FDA-2022-N-1961-0046_attachment_1.pdf

https://www.regulations.gov/document/FDA-2022-N-1961-0046
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Methods for Creating FMQ Analysis Dataset

FDA FMQ master file (Consolidated_List tab):

Launched 104 FMQs, 11712 FMQ-PT Combinations
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FDA-2022-N-1961-0001_attachment_1.xlsm

https://www.regulations.gov/document/FDA-2022-N-1961-0001
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Methods for Creating FMQ Analysis Dataset

Transposed FMQ (TFMQ): Transpose FMQ data into one record for each PT. Each 

PT can be associated with up to 8 FMQs and their respective Classifications.
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Methods for Creating FMQ Analysis Dataset

Method 1:

Directly add FMQNAM and FMQCLASS to the existing ADAE. 

Multiple records are created per AE if a PT can be assigned to multiple FMQs.
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Variable Label Description

FMQNAM FDA Medical 

Query Name

Merge the current ADAE with the TFMQ dataset by 

PT. FMQNAM is derived from the FMQs 

(TFMQ.FMQx, x=1 to 8) in TFMQ dataset. If a record 

(PT) can be mapped to x FMQs, then x records will be 

created.

FMQCLASS FDA Medical 

Query Class

"BROAD" or "NARROW"

FMQ-related Variables in ADAE
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Methods for Creating FMQ Analysis Dataset

Method 1:
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Methods for Creating FMQ Analysis Dataset

Method 1:

Directly add FMQNAM and FMQCLASS to the existing ADAE. 

Multiple records are created per AE if a PT can be assigned to multiple FMQs.
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• Simple, no additional dataset

• Analysis ready

• Additional records in ADAE. 

• Traceability: The number of 

records in ADAE may not 

match those in AE. 

• Potential issues with 

existing AE reporting tools.
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Methods for Creating FMQ Analysis Dataset

Method 2:

ADAEFMQ dataset with FMQNAM and FMQCLASS. 

No changes to ADAE.
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Variable Label Description

FMQNAM FDA Medical 

Query Name

Merge ADAE with the TFMQ dataset by PT. 

FMQNAM is derived from the FMQs (TFMQ.FMQx, 

x=1 to 8) in TFMQ dataset. If a record (PT) can be 

mapped to x FMQs, then x records will be created. 

FMQCLASS FDA Medical 

Query Class

"BROAD" or "NARROW"

ASEQ Analysis 

Sequence Number

Sort by dataset keys and increment for each record.

FMQ-related Variables in ADAEFMQ
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Methods for Creating FMQ Analysis Dataset

Method 2:
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Method 2:

 

Methods for Creating FMQ Analysis Dataset

• Multiple records are created per AE if a PT can be assigned to multiple FMQs.

• May not include all AE records. AE records with no matching PT in the TFMQ can be 
removed. At a minimum, records with FMQNAM ne NULL should be included. 

• Sponsor may choose to retain or drop variables from ADAE.
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Methods for Creating FMQ Analysis Dataset

Method 2:

ADAEFMQ dataset with FMQNAM and FMQCLASS. 

No changes to ADAE.
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• No changes to the ADAE, 

ensuring compatibility with 

existing tools.

• Ready for analysis

• Additional dataset
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Methods for Creating FMQ Analysis Dataset

Method 3:

Using the same approach as Standardized MedDRA Query (SMQ), add FMQ-related 

variables to the existing ADAE. 

Using sam
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Variable Label Description

FMQzzzNM FDA Medical 

Query zzz 

Name

It would be left blank for terms not included in the FMQ. 

Consequently, this variable could be blank for all records 

if no terms within the study were included in the FMQ. 

The zzz is derived from the table of contents tab of the 

FMQ Excel data file, ranging from 001 to 104. 

FMQzzzCS FDA Medical 

Query zzz 

Class

"BROAD" or "NARROW"

FMQ-related Variables in ADAE
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Methods for Creating FMQ Analysis Dataset

Method 3:
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Methods for Creating FMQ Analysis Dataset

Method 3:

Using the same approach as SMQ, add FMQ-related variables to the existing ADAE.
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• No changes to the original 

ADAE records. Just add new 

variables as SMQ.

• Ensuring compatibility with 

existing tools.

• Complexity: 208 FMQ-

related variables are added

• Very challenging to map 

FMQ to those 208 variables

• Not ready for analysis

• Low readability

• Low traceability
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Methods for Creating FMQ Analysis Dataset

Method 4:

Builds on method 1: ADAE +

ADAEFMQ: Variables transposed from FMQ-related variables in ADAE. 
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Variable Label Description

FMQNAM FDA Medical 

Query Name

Transpose FMQzzzNM from ADAE.

FMQCLASS FDA Medical 

Query Class

Transpose FMQzzzCS from ADAE.

"BROAD" or "NARROW"

FMQ-related Variables in ADAEFMQ
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Methods for Creating FMQ Analysis Dataset

Method 4:
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Methods for Creating FMQ Analysis Dataset

Method 4:

Builds on method 1: ADAE +

ADAEFMQ: Variables transposed from FMQ-related variables in ADAE. 
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• No changes to the original 

ADAE records. Just add new 

variables as SMQ.

• Ensuring compatibility with 

existing tools.

• Ready for analysis

• Complexity: 208 FMQ-

related variables are added

• Very challenging to map 

FMQ to those 208 variables

• Low readability

• Low traceability

• Additional dataset



Summary and Recommendation
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Summary and Recommendation
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Method Description

1 ADAE: Add two variables (FMQNAM and FMQCLASS), presenting all FMQ 

information in rows. Multiple records per AE if a PT can be mapped to multiple FMQs.

May introduce problems with existing AE reporting tools.

2 ADAE (No update) + ADAEFMQ

Use ADAE as source and add two variables (FMQNAM and FMQCLASS). May have 
multiple records per AE. May not include all AE records. Sponsor may choose to retain 
or drop variables from ADAE. Mapping FMQ in a separate dataset provides sponsor 

with flexibility and does not touch current ADAE and the related report programs.

Recommended for its balance of compatibility and analysis readiness!

3 One ADAE dataset with all FMQ information as variables: Add 208 FMQ variables 

(FMQzzzNM, FMQzzzCS)

Data complexity, unreadiness for analysis, difficulty in dataset creation, low readability 
and traceability

4 ADAE (same as Method 1) + ADAEFMQ

Analysis-ready, but still faces challenges as in Method 3.
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