
How to create analysis result metadata file in 
an efficient way 

YAO QIN
SAS MANAGER, FMD K&L

11/02/2018 @2018 PHUSE SHANGHAI SDE 1



@

The views and opinions expressed in the following PowerPoint slides are those of the 
individual presenter and should not be attributed to PhUSE, its directors, officers, 
employees, volunteers, members, chapters, councils, Special Interest Area 
Communities or affiliates, or any organization with which the presenter is employed or 
affiliated.
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Disclaimer
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Overview

• History and Background

• Metadata Perspective

• How to implement ARM

• Challenge and Future
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History and Background
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What is ARM?
• Analysis Result Metadata

§ Was released on 2014 and as part of Define-XML 2.0

§ Provide traceability for a given analysis result to the specific ADaM data that were used as input to 
generating the analysis result.

§ Provide information about the analysis method used and the reason the analysis was performed. 

§ An optional ADaM metadata component according to the ADaM version 2.1 document. 

§ Assist the reviewer by identifying the critical analyses, providing links between results, 
documentation, and datasets, and documenting the analyses performed.

§ FDA doesn’t specifically mention the necessity of ARM as one of the requirements.
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PMDA Requirements

• PMDA Technical Conformance Guide

• http://www.pmda.go.jp/files/000215100.pdf

• If  the  definitions  are  provided  in  the  analysis result report, it would be sufficient to mention this fact and 

clearly state the relevant page number in the analysis result report.

• Corresponding analyses covered by ARM will be

§ Primary and secondary efficacy analysis

§ Primary safety analyses and basic analysis for adverse events

§ Analyses to investigate the effect of major factors on efficacy and safety

• Allows sponsors to submit ARM in PDF format because PMDA considers content is more important than a 

format of ARMRM in PDF format because PMDA considers content is more important than a format of A

http://www.pmda.go.jp/files/000215100.pdf
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ARM in PDF
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ARM in XML
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XML vs. PDF

Traceability – Link all related materials
Less Format Work – Display by stylesheet
Quality Control – Validated by open rules

Printable
Easy to create
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Metadata Perspective
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XML Structure

Reference: Analysis Results 
Metadata Specification
(Version 1.0) for 
Define-XML (Version 2)
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Key Elements and Attributes of ARM

• Analysis Display Metadata

• Analysis Result Metadata

• Analysis Parameters

• Analysis Datasets

• Documentation

• Programming Statements
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Sample from CDISC
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Key Elements and Attributes – View

• Analysis Display Metadata: 1, 2

• Analysis Result Metadata: 3, 5, 6, 7

• Analysis Parameters: 4

• Analysis Datasets: 8, 9

• Documentation: 10, 11

• Programming Statements: 12
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Key Elements and Attributes – Data

• Analysis Display Metadata: arm:ResultDisplay

• Analysis Result Metadata: arm:AnalysisResult

• Analysis Parameters: ParameterOID

• Analysis Datasets: arm:AnalysisDatasets

• Documentation: arm:Documentation

• Programming Statements: arm:ProgrammingCode
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How to Implement
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Generation Process
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How to Create
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ARM Metadata
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Minimize Extra Work

Standardize

Protocol

Statistical 
Analysis Plan

Reports Shell

Reuse

Table 
Description

Regular Analysis 
Programs
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Challenge and Future
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Common Issues
• Both XML and PDF are required?

• Encoding Issues: UTF-8

• Legacy vs. CDISC

• Folder Structure: eCTD M4/M5

• Balance Multi-lingual Characters
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Japanese Version – Partial 
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Japanese Version – Full
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Thanks for your attention!
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Speaker E-mail Address: Yao.qin@klserv.com
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Further Information
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