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Introduction

• U.S. Food and Drug Administration (FDA) released a draft guidance on standard 
safety tables and figures (ST&F) in August 2022, which includes 19 of them related 
to FDA Medical Queries (FMQs). 

• The FMQs are standardized groupings of related Medical Dictionary for Regulatory 
Activities (MedDRA) preferred terms (PTs). 
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• Algorithmic FMQs (ALGFMQs) are an important step 

forward in signal detection, as these include data from:

➢ Adverse Event
➢ Laboratory

➢ Concomitant Medications 
➢ Medical History

➢ Temporal relationships 



Introduction 

• Four algorithmic FMQs* have been developed:

• Rhabdomyolysis and other muscle injury 

• Hypoglycemia 

• Hyperglycemia 

• Hypersensitivity 

*Algorithmic FMQs are still in development and will be updated as more experience is gained by 
using them in NDA/BLA safety evaluations.
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Introduction
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• Mockup of Rhabdomyolysis and Other Muscle Injury

➢ 4 Algorithmic FMQ Criteria

➢ Count participants per criterion and calculate risk difference 



Introduction
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• Mockup of Hypoglycemia

➢ Subgroup analysis

✓ No History of Diabetes
✓ History of Diabetes

➢ 4 Algorithmic FMQ Criteria



Introduction
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• Mockup of Hyperglycemia

➢ Subgroup analysis

✓ No History of Diabetes
✓ History of Diabetes

➢ 7 Algorithmic FMQ Criteria



Introduction
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• Mockup of Hypersensitivity

➢ 4 Algorithmic FMQ Criteria



Proposal for the ALGFMQ Analysis Dataset



Proposal for the ALGFMQ Analysis Dataset

Proposal 1: Specification 
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BDS I Key variables:

• PARAM: ALGFMQ criterion 

• PARCAT1: ALGFMQ

• PARAMCD: assigned value

• AVALC: Set to ‘Yes’

End 
with 
solid fill



Proposal for the ALGFMQ Analysis Dataset

Proposal 1: Value-level Metadata 
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Proposal for the ALGFMQ Analysis Dataset

Proposal 1: Sample Dataset
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Intermediate records to enhance traceability



Proposal for the ALGFMQ Analysis Dataset

Proposal 1:

Each ALGFMQ criterion is set as a PARAM. PARAM is the target analysis variable. 

16CDISC 2024 China Interchange | #ClearDataClearImpact

• Clear value-level metadata

• Traceability

• Not analysis ready



Proposal for the ALGFMQ Analysis Dataset

Proposal 2: Specification 
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BDS II Key variables:

• PARAM: ALGFMQ 

• PARAMCD: assigned value

• AVALC: ALGFMQ criterion 

• AVAL: assigned numeric value

End 
with 
solid fill



Proposal for the ALGFMQ Analysis Dataset

Proposal 2: Value-level Metadata 
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Proposal for the ALGFMQ Analysis Dataset

Proposal 2: Sample Dataset
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Proposal for the ALGFMQ Analysis Dataset

Proposal 2:

Each ALGFMQ criterion is set as an AVALC. AVALC is the target analysis variable. 
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• Analysis ready • Specification hard to read



Proposal 3: Specification 
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OCCDS Key variables:

• ATERM: ALGFMQ criterion 

• ACAT1: ALGFMQ

• ASPID, ARELID, SRCVALUE, 

SRCVAR, SRCDOM, SRCSEQ: 
created for traceability

Proposal for the ALGFMQ Analysis Dataset

End 
with 
solid fill



Proposal for the ALGFMQ Analysis Dataset

Proposal 3: Value-level Metadata 
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Proposal for the ALGFMQ Analysis Dataset
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Proposal 3: Sample Dataset



Proposal for the ALGFMQ Analysis Dataset

Proposal 3:

Each ALGFMQ criterion is set as an ATERM. ATERM is the target analysis 
variable. 
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• Analysis ready

• Traceability

• Clear value-level metadata



Proposal for the ALGFMQ Analysis Dataset

Programming of Dataset

Designing characteristics:

• Use frame to read source datasets 
and create attribute generally.

• Create 4 independent sub-macro to 
update each ALGFMQ easily; 
Develop new sub-macro to add new 
ALGFMQ in future.

• Load sub-macro flexibly as needed. 
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Summary



Summary
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Proposal Description

1 Each ALGFMQ criterion is set as a PARAM. PARAM is the target analysis variable. 

Value-level metadata is clear. Traceability can be achieved. However, the dataset is 
not analysis-ready.

2 Each ALGFMQ criterion is set as an AVALC. AVALC is the target analysis variable. 

The dataset is analysis-ready. But Value-level metadata is hard to read. Compared 
to the others, traceability is complex.

3 Each ALGFMQ criterion is set as an ATERM. ATERM is the target analysis 

variable. The dataset is analysis-ready. Value-level metadata is clear. Traceability 
can be achieved too. 
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