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Abbreviations

Term Translation

PHUSE Pharmaceutical Users Software Exchange

(Global Healthcare Data Science Community,
a non-for-profit organization run by industry
volunteers)

RG Reviewer‘s guide

ADRG Analysis dataset reviewer‘s guide

iADRG Integrated analysis dataset reviewer‘s guide

LDCP Legacy data conversion plan
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https://phuse.global/

➢ PHUSE Deliverables

➢ Reviewer’s Guides (RGs)

PHUSE Deliverables

https://phuse.global/


4

RG Packages
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iADRG Package

Content of zip-file

• iADRG template, incl. LDCP (.docx)
• iADRG Completion Guidelines (.pdf)
• Two iADRG examples (.pdf)



6

• Provide regulatory reviewers with additional context
for datasets received as part of a regulatory
submission.

• Duplicate limited information found in other 
submission documentation to provide regulatory 
reviewers with a single point of orientation to the 
datasets. 

• Avoid redundancy between RG and Define-XML 
> Best Practices for Documenting Dataset Metadata-Define-XML Versus RG (PHUSE)

Purpose of RGs

https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Optimizing+the+Use+of+Data+Standards/Best+Practices+for+Documenting+Dataset+Metadata-Define-XML+Versus+Reviewers+Guide.pdf
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• Which studies should be included? 

• Which data should be selected?
(study design, indication, treatment, planned
analysis)

• Which data standards serve as basis?
(legacy, SDTM, ADaM)

• Coding Information, CDISC CT
(up-versioning)

• Traceability

Integrated Analyses
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iADRG vs. ADRG

• Almost identical table of contents 

• Section „Traceability Flow Diagram“ moved

• Completion Guidelines: 

• examples 

• points to be considered
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Three sections:

• Purpose and overview

• Template completion
instructions (per section)

• Finalisation instructions

Completion Guidelines iADRG
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Traceabillity Flow Diagram
(Example from Completion Guidelines)
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Outlook
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Contact Details

Stefanie Sturm

Principal Statistical Programmer

E-mail stefanie.sturm@mainanalytics.de

Internet www.mainanalytics.de

Questions?

mailto:stefanie.sturm@mainanalytics.de
http://www.mainanalytics.de/


Thank You!
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