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Are we fully leveraging the compliance
capabilities of modern SCEs?
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Understanding Macros & Access Management

Understanding how macro libraries current access models

Evolving Landscape - Statistical Computing Environments
(SCEs)

Moving from legacy environments to modern SCEs

Existing Approaches and it’s Challenges

Reviewing current macro version management methods and their challenges

Our Vision Forward
Introducing version labeling — a novel, technology-enabled approach to achieve reproducibility,
flexibility, and efficiency within modern SCEs.
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Macro Libraries in Statistical Analysis & Reporting

The Foundation: Macro Libraries

Core Purpose: Cornerstone of statistical programming for standardization, reuse,
and automation.

Data Standards Reporting Utilities
i g @
= B | Q)
e SDTM mapping and e Generation of Tables, * Log review and output
ADaM derivations. Listings, and Figures | packaging.
(TLFs).

Value Proposition:
Reduces repetitive coding and ensures consistency across study deliverables.
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2 different perspectives in play for Macro Libraries

Statistical Programming Team Macro Development Team

= 7"

Access macros from Development, Testing

programs located in the study & Release of Macros
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Macro Libraries in Statistical Analysis & Reporting

Two distinct models of macro usage

Dpirect Global Libra ry Access D Global Macros copied over to Study

Global Macros
\ 4
Study-level
Macros

Global Macros

Compound-
level Macros

Study-level
Macros

I Study/Milestone
Programs

Study/Milestone

programs
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Macro Libraries in Statistical Analysis & Reporting

Development, Testing & Release

Release_15July2026

Release 30Mar2026

Release 15Dec2025

Optional: When a new macro or a new version of a macro is released, the programmers must go back and re-run

thelr prog rams to ensure they have the IateSt Updates. Confidential and Proprietary © Sycamore Informatics, Inc. 2013-2026 8 @



Modern Statistical Computing Environments (SCEs)

Cater to the newer regulatory requirements
22N Enhanced audit N = Native code management
trails & version control
Granular traceability of all "’ Fully reproducible
data & macros analyses
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Granularity in Traceability
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<. /macros/setup.sas vl
wfodt AL Jutils/direxist.sas vl

adsl.sasv4 ./../data/sdtm/dm.sas7bdat v2
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Traceability in Modern SCEs

filename v2

direxists v3 \
\

derive_rfstdtc v3 \m
\

Study

global_library
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Traceability in Modern SCEs

filename v2

direxists v4 \
\

derive_rfstdtc v3 \m A
\

Study

global_library
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Traceability in Modern SCEs - The Challenge

.
N\

direxists v4 \
\

derive_rfstdtc v3 \m A
\

Study

global_library
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Approach 1- Study Level Approach

Global Macros

v

Milestone or
Study-level
Macros

Study/Milestone
programs
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Approach 1- Study Level Approach

Global Macros

Copy macros before milestone delivery/
study lock

Milestone or

Study-level
Macros

Study/Milestone
programs N Ensures reproducibility
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Approach 2- Global Level Approach

Global Macros

Study/Milestone
Programs
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Approach 2- Global Level Approach

Global Macros

Milestone or
Study-level
Macros

B Study/Milestone
Programs
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Proposed Solution

Global Macros

| RO
: Q globalmacros_Mar_2026
: Milestone or
‘, Study-level

Macros

Study/Milestone
Programs
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Proposed Solution

Global Macros

......... direxists 0

S

Q globalmacros_Mar_2026

o —

@ globalmacros_July 2026
REREEEREE derive_rfstdtc 0

globalmacros _Mar 2026

/ globall July 2026
. globalmacros_July_

Milestone or

Study-level
Macros

Study/Milestone

Programs
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Proposed Solution

Global Macros

: syc501_1033_dmc0326
S ......... :

<e (-

Milestone or
Study-level
Macros

Study/Milestone
Programs
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syc501_1033_dmc00326
Study/Milestone

Programs _
syc501_1033_ia0726 | ,

) ()

. syc501_1033_dmc0326

° ° syc501_1033_ia0726 e
| syc501_1033a0726 ° syc501_1033_ia0726 e syc501_1033_ia0726
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Discussion

 Extending this approach to data cuts can significantly streamline
repetitive deliveries (e.g., DMCs), eliminating the need to create
separate delivery folders for each milestone

*  Working without labels ensures use of the latest global macros during
development.

 Labeled deliverables simplify macro access without impacting macro

release processes.
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A Pathway From Compliance To Competitive Edge

/@\\ _\

Bulit-in Version
Traceability » Control

@)

<

Reproducibiity s J

Traditional Pharma R&D iR y frped
Age-old Problems Technology-Enabled : Market Access

@\" ' & New Cures

Third-Party
Integration
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