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diéc In Focus: Data Transfer Agreement

Create the standards and metadata
ﬁ that enable consistent execution.

&

eCRF Specs Data Transfer Data Definition SDTM ADaM
Agreement Specs Define-XML Define-XML
EXAMPLE :

Tumor Assessment (RECIST) Study: 101-001 Activity Tumor Assessment e T Al e <itemdef OID="ADTTE.PFS">
e . ] <name>Progression-Free
Visit:  Cycle 2 V. Subject: 101-001 ] Concept RECIST Assessment <name>Overall Response :
] Survival</name>

Target Lesion Diameter (mm) Collection Date: 5 Sotirea EDC (RECIST 1.1)</name> <alias>PF'S</alias>

34 15-MAR-2026 § 5 — <alias>OVRESP</alias> <label>PFS (RECIST 1.1

[ 1 urpose icacy .

Assessment Date 3 <label>Overall Response</label> or Death)</label>
TESTCD 3 Frequency Every 8 Weeks . .
15-MAR-2026 5 S
RESULT ! ] Timing On or within code="OVRESP" />
Response (RECIST 1.1) UNIT 7 days of visit <role>Timing</role> <def:event>

" h <def:origin>
"C711.RECV"
<ADaMTR>Randomization</ADaMTR>

</def:origin>

O CR O PR ] Key Rules Target lesions <method>Assigned</method> Progression or Death
O sp O PD FLAG ] per RECIST 1.1 </itamdets </def:event>

</itemdef>
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Problem Statement

No non-proprietary standard links the protocol

to how data is transferred and what is delivered 7 O O/() |
4 \ @

® No Protocol Linkage _
AN | Y\/
of clinical trial data can originate '
G Unstructured Agreements from non-CRF sources — central
labs, ECG, imaging, eCOA/ePRO,

ops . and digital' health technologies
Fragmented Specifications ~

Repeated Work
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Solution: Digitizing the DTA

GOAL

Use CDISC standards to automate the Data Transfer Agreement process, end to end.

BENEFITS

Faster, clearer agreements

Standardized templates and language
eliminate ambiguity and speed
finalization.
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Less negotiation effort

A common industry framework minimizes
back-and-forth between parties.

CDISC 360i Phase 2

Automated specifications

Study-specific specs generate
automatically from standardized
components.



Benefits: Automating the DTA Workflow

APPROACH
Connect CDISC standards into an integrated workflow that automates DTA creation and

updates.

CONNECTED COMPONENTS

SDTM Dataset
Specializations
Link Biomedical
Conceptsto SDTM
Variables and Datasets

USDM Biomedical __-ZT2200T700 SDTM Lab V2 Data Transfer
' Concepts g Agreement
Machlne—readable Reusable concepts Standards-based A digital standard for (DTA)
study design that linking data structure for structured, exchange- Automated creation
anchors the collection to analysis-ready el e 2{160:]32?;2%0;&8
workflow. analysis. clinical data. transfer specifications
1 ' I
S = —————— 1 1
1 1
SoA Workbench Demo DTA Demo
Prototype for demonstration that connects USDM Prototype for demonstration that automates the

creation and updates of Data Transfer Agreements.

study design to Biomedical Concepts.
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Model: DTA Logical Data Model

[ ] Agreement B semantic @ Instance

Agreement layer

* = hub (BiomedicalConcept)

s
DataTransferAgreement Study StudySummary DtaVersion
b A A
4 ~N ~
BcSelection Party TransferRequirements VisitMapping
M PN J
s Y s N
TimepeointMapping Source
. vy
Semantic layer
BiomedicalConcept % BcClassification DatasetSpecialization VariableSpecialization
Instance layer
Transmission Subject Collection Specimen
Panel LabTestResult Result
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DataTransferAgreement

Agreement layer

The Data Transfer Agreement document: the
governance contract that declares WHAT lab data
will be transferred, by WHOM, in what FORMAT,
mapped to which VISITS. Root of the agreement
graph; the contract that a Transmission (the
instance layer) later fulfils,

app_name

dentifier of the application/build that produced the
agreement payload

source

Provenance of the inputs the agreement was
generated from.

study

USDM-sourced study context for the agreement.

dta_version
DTA document version (number + date).

data_types

Human-readable labels of the biomedical concepts
selected into scope

data_type_details

The biomedical concepts selected into the agreement
scope, with facets.

parties
Parties included in the DTA signature table.

transfer

Agreed file-transfer mechanics.
visit_mapping

Protocol< ->data-provider visit crosswalk rows.
timepoint_mapping

Optional protocol<-»>data-provider timepaint
crosswalk rows.



Participant Engagement: DTA Logical Data Model

* If you'd like to explore the
technical details of the DTA a8 "Eaan""" "

Logical Data Model, scan the EEEEE EEEEEEEE & m  EEEE m m W

QR code to view the model in a8 mm 2" uE " P"aaal"ala"

the 360i GitHub repository. o Pl e o

EEEENE B HEER
o0
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Digital DTA Demo

Showcasing how
CDISC Standards
enable automation

in the DTA
Workflow.




Demo Takeaway: Before/After the DTA Model

BEFORE AFTER

* DTA Specifications created manually with no ¢ Standards-driven DTA, with both human- and
direct link to the protocol machine-readable outputs

* Agreements vary by vendor without common ® Biomedical Concepts drive automation; USDM
structure links that automation to the protocol

* Specifications are fragmented and require ¢ Bridges the gap between standards and the
manual updates signable agreement sponsors and vendors use

®* Repeated work across similar study and transfer
types
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Looking Ahead

* Minimum Viable Product (MVP) for DTA release identified and defined

 DTA Model development continues
« DTA specific Biomedical Concept Groupings development
* Internal review will follow, with a subsequent 60-day public review period

* Initial DTA model published

COMPLETE NEXT FUTURE
&
DTA MVP DTA Model Internal CDISC Public Review
Defined Creation Review Period

o0
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Thank You!
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