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* Regulatory Requirements & Modern SCEs

* Challenges & Opportunities

* Proposed Solutions
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Macro Libraries in Statistical Analysis & Reporting

Cornerstone of programming activities
TLF
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Macro Libraries in Statistical Analysis & Reporting
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Access to macros from

Development, Testing

& Release of Macros

programs located in the study
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Macro Libraries in Statistical Analysis & Reporting

Study-level Access

[ Global Macros } [ Global Macros }

Compound-
level Macros
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Macro Libraries in Statistical Analysis & Reporting

Development, Testing & Release

L Release 25mar2025 |

L Release 06jun2025 |

L Release 17sep2025 |
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Modern Statistical Computing Environments (SCEs)

Cater to the newer regulatory requirements
@ Enhanced audit S =9 Native code management
trails & version control
Granular traceability of all " Fully reproducible
data & macros analyses
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Trying to fill gasoline in an electric car?
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The Problem Statement

impute_missdt v2

add_baseline_flag v3 \
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Proposed Solution 1

[ Global Macros }
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Proposed Solution 1
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Proposed Solution 2

[ Global Macros 1

Release 25mar2025

Release_06jun2025

Release 17sep2025

T [ Study/Milestone }

Programs
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Proposed Solution 2

[ Global Macros 1
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Proposed Solution 3

Global Macros
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Proposed Solution 3

Global Macros
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Proposed Solution 3 [ Rawdata |
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Proposed Solution 3

[ Raw data ]
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Discussion

* The proposed solution to use labelled deliverables can greatly ease
macro library access in SCEs without interfering with the macro
development-testing & release process

* Restricting use of labels at the later stage of the programming can
ensure latest global macros are always accessed by study programs

 Extending this to data cuts can revolutionize repetitive deliveries

(DMCs etc.) — no need to create new delivery folders for every delivery
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