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U Bristol Myers Squibb PP24 - Journey of SCE Implementation

BMS embarked on Statistical Analysis and Biometrics Reporting Environment (SABRe) project to implement Sycamore Informatics’ Clinical Data Repository & Statistical Computing Environment (Sycamore CDR-SCE). This modern, collaborative, and secure cloud-based environment,
provides automation and efficiency while maintaining regulatory compliance demands. It supports multiple programming languages, is extensible and scalable while still ensuring audit and end to end traceability of all activities.

SABRe Vision: Governed access to the information needed for smart decision making through highly performant, state-of-the-art tools resulting in increased capabilities for data visualization, machine learning & improved compliance in clinical trial reporting and submission.

Statistical Analysis and Biometrics Reporting Environment (SABRe)

Business Process to Use-Cases and Sprint-Build scope-planning Focal Points for Success

L . . ﬂ y | - - - -
Statistical Computing Environment (Sycamore CDR-SCE) S Informatics HOW NOT TO BUILD A MINIMUM VIABLE PRODUGT Our Pilot had 18 Business Use Cases for CDR-SCE 10\ VP =\ A\
an | Future State P Sycamore has 13 base Technical Use s CDRata Et&&mragE ( — ) t ) ( [+ —) ) { )
@ .__. (©) ® @ uture state frocess Cases for CDR-5CE CDR 2- Data Management & Transformation \ | | i \ ne f \ i
. . -1 Managi rg Users, FulderTy'pﬁ., Global CDR- Use | CDR 3 Analytics, Reporting & Visualization
' 3 " Existing BDS EE*:;E’F'“F“T E“IJ'E “Sr;‘j' :Jdlt z@‘ Cases | CDR4 Data Provisioning & Governance
. - nagi ng Templates, ies, @ - —_ —_ —_ —_
Bus'lners-s prﬂcess F‘ruja:l: CRDS- CDR Interfacewi th SCE & MDR
ALSO HOW NOT TO BUILD A MINIMUM VIABLE PRODUCT Study Setup _ UC-3 Access Control and Review * iﬂﬁrﬁziuﬁiffmmm Validation & Scripts Release Scope and Program Management Ways of Working
SCE New~v  Workspacesw  Managev = lIssueslist P Jobs P Run ® ForceRun Reports*  Downloads Search code or name -\ a; an :::::;T?:‘:“m ijii"'e E.'m:::cﬁ Contrel SEC 2- GUI to br owse study details Requirements
naging ars
g - . - - - 5CE 3- Development of statistical analysis programs
C-10O é’)@ m ~ ®a .F::f:r — sycamore i; :::;:fﬁ:i‘::'t;:::iam - SCE4 Cremting, reviewing & mansgi ng prozrammatic arifans « Optimal Test Scripts + Requirement Priority * Meeting Management « Demoj/trainings
Dashboard Compound501 ** Compound501-001 * Tasks 13 Comments Report 1 E 3 4 SDLC -' Use Cases |UC7 Workspaces Setup ﬁz :f"’em E'"ml'ﬁg'l‘““""“w e + Robust Defect Resolution + Identify and confirm the » Proactive Planning + Increased coverage and
Unblinding LUC-2 Develoging P Lking Wiorks orming statistical analysis to generate submission .
. A Topline ﬁumWindﬂ%srgr:m e 9‘;5- ==t * Clear RTM scope » Deliverable Tracking collaboration
Ed = ’ . . . : s fa . HOW TO BUILD A MINIMUM VIABLE PRODUCT : LIC-3 Modifying Programs Using Waorkspaces @s8s | SCE7-Creatingand scheduling statistical analysis batch jobs . i o
= By Task Groups \ny 10 or name Any Owner ¥ ny Worlflow ¥ Status Report View Advanced Filter Data Sharing 2eiiving Frog & arksp= - UAT Trainin + Reducing Ambiguity « Changes to approved
e Yy p : Toggle Columns [H Board EE=ENES: P Database lock & unlock FETE::TWDEE” ﬁa' o TR :m::"d r r— ' g artifacts
: a dars Mgt - E] orkspace 9—&5. ting submi s=i on resdy packages performing statistical
l#] Status Report '.E & & A Stan LC.11 Marmging Worldions * anallysis
= | SDTM : - - ESUE IUC-12 Manzaging Tasks and Deliverables SCE 10- Traceabil ity of sourcedats, programs & maoos
N T 2 TASK ID / NAME $ ANALYSIS PO DELIVERABLES % STATUS " ) ! UC-13 Run Finnadle 21 Compliance Checks SCE 11-General data requirements from external saurces
- 0 Issues Report SCE 12-Metadata driven i ntegrati ons with external MDR
Data Science & Stats- Uses CasesTBD
E':' [£1 Reconciling Report We also need to consider what other Business Use Cases are
f&;x’_\ ADaM #1773 TREk_14.5.6 10 . needed for Data-Import-export & Programing, etc.

9 months 15 months 21 months

e | .
nﬂ::.:“nlln;u Sprints MVP - UAT mpﬂ:r:“t Ga LIVE : :
Functionality to Ll Functionality to Q The enablement of a @ Coordinate, capture, i .
enable the intake, () enable tools (e.qg,, ( broad set of analysis ( Ppublish and manage 5 |
sharing and (N SAS, R, Python etc.) c tools (R, Julia, ¢ the planned ‘future oS sprnt | FullRelease Full Release Ga ;
publication of clinical to support efficient Q 18K . @ state’ best practices for & Planairg : -l pemiement ey 5
data associated with development of 'O n::ap_al;-llltles_ t_n:- all_t:l Y Eﬂ programing, standards
studies analyses and statistical code to Vo' dﬁg"’"_"':'ill_ﬂ"ﬁlﬂg' insights QO management for the | _— :
submissions. execute analyses and G g" S > S'i_.fctafrrl_me UL S T pent ), 1, Migeatin Deptagen e
generate datasets and o 0eln- ¢ Patiomm 5 R ‘ ;

o reports used in a (O ®) i i
Definition of folder regulatory setting O The work can be more ) Ownership of the end | | |
structures, naming exploratory in nature to end strategy for Fully functional Integrated processes
conventions, and subject to simpler ‘Migration & Adoption’ »/  production system ﬂ"? across multiple heritage Zes  Change management
applicaﬁnn of # Defines and executes governance and 0 and Release D|anniﬁg deployed in 15 months companies and Training
standards, enabling on requirements and workflows
Esgﬁagalggeﬂiggﬁs of approach. s E:.:|5|:|ng tc-pnls (macros, code) yy _I"-"Iu|tl'|:I-|E integrations . Followed agile processes
data and reports p-_EI‘FﬂITI’_IEﬁEE Testing, E """E_"'E'tEd into new T-#_' ingress & egress rolled 1% ) ac_ru55_impl_ementa—tiun,

simulations environment out migration, integration
Cross Capability Teams SABRe Implementation outcome
Business Process & Change Management & IT Integrations, Quality, Validation & Access Management &

Governance Training Architecture & Tech. Testing Support

v/ Qualified R
™ Exploratory R

v \/ \/ \/ ™ Python

15 months collaborative validated faster response

full implementation and SR AT with traceability, to regulatory inquiries, &
governance, audit trails, streamlined workflows

exploration with fewer manual steps

rollout languages

SABRe capability Summary By Sycamore CDR-SCE Release :
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Active studies over the weekend
Closed studies during the week

Hop 1
Data into the Staging Area
RSYNC, AWS Data Sync,
Backup/Restore with bulk load then
periodic refreshes in time for weekend

compound
. ldentify users access for each study

with governed access to the information needed for smart decision making through

Clinical Data Ingress Ingress of clinical data from CDW for both stable and snapshot transfers into a v v HERITAGE CDR-SCE PRODUCTION ENVIRONMENT highly performant, state-of-the-art tools with capabilities for data visualization, machine
from CDW single centralized CDR v ENVIRONMENTS learning & improved compliance in clinical trial reporting and submission
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while ensuring that data and applications minimize freeze period
are transferred successfully to the new
environment.

Assign programmers/statisticians to each programming task in the system and
associate workflows

Dashboarding : :
Capabilities Visual tracking of the progress of tasks

Metadata captured from tasks and workflows will automatically populate the
VSWB via a report

Task Management

Submitted over
15 milestone
analysis

VSWB Automation

hCelgene (40 | hMyokardia (4 On track for
T8B) T8) Migration completion
Q2 2023

Clinical Data Egress

(downstream systems) Integrations with downstream systems: e.g. Cara PRISM, ODT, P21, sFTP, TMS

Additional Clinical
Data Ingress

Additional integrations/ingestion for CP&P, IPS, IRT, MDR

90+ terabyte of Migration
data for Studies and
WHES LG EEREWHE

Clinical Data Ingress/ Capability to start moving from BCE and SAS AWS into new SABRe environment

hTurningPoint

Egress for Migrations once all integration points established e.g. EmMBARC,
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