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Safe Harbor

* This presentation is intended to outline our general product direction. It is intended for information purposes only, and may
not be incorporated into any contract. It is not a commitment to deliver any material, code, or functionality, and should not be
relied upon in making purchasing decisions. The development, release, timing, and pricing of any features or functionality
described for Oracle’s products may change and remains at the sole discretion of
Oracle Corporation.

» Statements in this presentation relating to Oracle’s future plans, expectations, beliefs, intentions, and prospects are “forward-
looking statements” and are subject to material risks and uncertainties. A detailed discussion of these factors and other risks
that affect our business is contained in Oracle’s Securities and Exchange Commission (SEC) filings, including our most recent
reports on Form 10-K and Form 10-Q under the heading “Risk Factors.” These filings are available on the SEC’s website or on
Oracle’s website at http://www.oracle.com/investor. All information in this presentation is current as of May 2026 and Oracle
undertakes no duty to update any statement in light of new information or future events.

* Some regulatory certifications or registrations to products or services referenced herein are held by Cerner Corporation.
Cerner Corporation is a wholly owned subsidiary of Oracle. Cerner Corporation is an ONC-certified health IT developer and a
registered medical device manufacturer in the United States and other
jurisdictions worldwide.



Disclaimer

* This presentation includes some content for illustrative purposes only. Some products and features shown are indicative of the
products and features of a prospective future. Not all products and features shown are currently offered for sale in the United
States or elsewhere. Products and features of the actual offering may differ from those shown in this presentation and may
vary from country to country. Any timelines contained in this presentation are indicative only. Timelines and product features
may depend on regulatory approvals or certification for individual products or features in the applicable country or region.
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Using SDTM: from compliance to
added value
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Setting the Context

« SDTM remains a core requirement for
regulatory submissions

* |t ensures consistent structure for regulatory
review

* [t has become a central data standardization
tool across studies and sponsors

« Standardization is established, but
execution remains nuanced




Current State of SDTM Mapping

Key Challenges Across Studies

Limitations of Existing Automations




An algorithmic, EDC-agnostic
approach to SDTM mapping

"Due to the differences in raw data
structures and data collection standards, it
may seem impossible to develop a common
approach for programming SDTM datasets."

Pharmaverse - sdtm.oak

Automating ~ 80%
of SDTM domains
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https://pharmaverse.github.io/sdtm.oak/

Current State of SDTM Mapping

« SDTM mapping is moving from a document-heavy, manual translation exercise

Werite SDTM

Program datasets Validate Create define-

AEETR W2 G mapping implementation programming XML

specification

« ...to a metadata-driven automated engineering workflow.

Improve

Align with automation

Ingest source metadata standards &

libraries through

learnings
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Key Challenges Across Studies

* Heterogenous raw data
» Use of proprietary standards instead of
CDASH

« Some domains are harder to standardize
(e.g. associated person, SUPP/NSV and
RELREC domains)

* Nontrivial validation and CT management




Limitation of existing Automation

S
0

Limited domain coverage
Sponsor context

Training data

H B .
Semantic _
interpretation Relational, contextual, and

study-specific constructs
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Our Approach — Moving Beyond Automation

Ingest Source Metadata

Generate SDTM datasets

cdisc

Ingest SDTM Specs

Download Final SDTM
Mapping

Domain Mapping with Al

Review Variable Mapping

Review Domain Mapping

Variable Mapping with Al




Ingest Source Metadata

Select Domain or Variable metadata files from your local system, preview the parsed data, and confirm the load.

® Domain O Variable

Upload File SeIeCt domain

Select a File to upload

metadata file

Loaded File
domain_metadata_STUDY0O1.csv

Load Data Clear Data

Preview

Preview the selected file and confirm the data before loading it into the system.

Preview

STUDY_NAME

DOMAIN DESCRIPTION ORACLE_NAME SAS_NAME

STUDYOO1 ECG 12-Lead ECG ECG ECG

STUDYOO! Adverse Events

STUDYOO1 Body Measurements

= SDTM Mapping Builder 8 smare
Manual Metadata Upload
Metadata Type

= SDTM Mapping Builder

Manual Metadata Upload

e = - C e e -

8 smore v

Metadata Type

Select Domain or Variable metadata files from your local system, preview the parsed data, and confirm the load.

O Domain @ Variable

Select Variable
Select a File to upload metadata file

Loaded File
variable_metadata_STUDYOOl.csv

Preview

Preview the selected file and confirm the data before loading it into the system.

STUDY_NAME DOMAIN VARIABLE DESCRIPTION TYPE LENGTH

STUDYOO1 ECG TENANT TENANT Varchar2 64

STUDYOO1 ECG TENANT_ID TENANT_ID Varchar2 32

STUDYOO1 ECG STUDY STUDY Varchar2 64

PRECISION

MNULLABLE

DEFAULT_VALUE




Ingest SDTM Specifications

= SDTM Mapping Builder

SDTM Loader

= SDTM Mapping Builder

SDTM Loader

£, smore

Select CDISC
Version

x

p— - - — S R
= 1 - - e B\ W m F -
SDTM Metadata Loader
Select CDISC
SDTM Metadata Loader CDISC Library Import
Sta n d a rd Select CDISC Standard . Select Version
sdtmig
Choose Option
- 312
CDISC Library Import
— 313
Select CDISC Standard ) 2
| h Select Version .-
34
|i, Refresh Version .1‘ Import from CDISC Library 10
md-1-0
md-1-1

COISC.

SDTM Loader

SDTM Metadata Loader

Choose Option
Manual Upload

Upload Domains

. 3.3-VAX-01_SDTM_Domain.csv

Upload Variables

- 3.3-VAX-01_SDTM_Variable.csv

i, UploadSDTMSpecs




Select
Study

Select

Domain(s)

Domain Mapping with Gen Al

= SDTM Mapping Builder

Domain Mapping

Select a Study

STUDY001

Select a Domain/s

™
TR
TS
TU
TV
UR

@ Map Domain

Domain Mapping

Qv Search: All Text Columns

48

Required

G}

>
>
<

<<

Go

SDTM Version
SDTMIG v3.3

AE
DM
Vs

Actions ¥

8 smore v

Select SDTM
Version

Required

>

1<

Required

Generated Mapping

Suggestions

SDTM Domain SDTM Description Source Domain Source Description Confidence Reasoning Mapping Status
AE Adverse Events AE_RPT AE_RPT (Adverse... 100% Exact match found in the SOURCE metadata. Mapped
DM Demographics DM DM (Demograahv... 100% Exact match found between SDTM dataset name and source domain code. Mapped
VS Vital Signs VSS VSS (Vital Signs)....  100% Exact match found in the SOURCE metadata. Mapped

Total 59

v




Review Domain Mapping

= SDTM Mapping Builder R, smore v

Domain Mapping Approval (stupvooi/spTmic v.3)

Filter by Confidence Ed|t mapp|ng SE|eCt mUItlpIe

@High [@Medium @ Low B\l source if needed.
Approve Mappin
pprove Mapping
Qv ‘ Search: All Text Columns J Go Actions v Edit E
|:| =" SDTM Domain SDTM Description Source Domain Description Mapping Type Expression Approved Flag Confidence Reasoning
DM (Demography) X
IC (Informed Consent) X
= DM Demographics EOS (End of Study) X v~ | JOIN DM.STUDY_ID (+) = IC.STUD... 100% Exact match found between SDTM
EOT (End of Treatment) X
— —
(J = ae Adverse Events AE_RPT (Adverse Events) 100% Exact match found in the SOURCE
0 = vs Vital Signs VSS (Vital Signs), VS_R_RPT (Vital Signs ...  UNION ) 100% Exact match found in the SOURCE
4 [
1rows selected Total 3
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Variable Mapping with Gen Al

= SDTM Mapping Builder Q smore v

Variable Mapping

v Variable Mapping

(4 (4 .
Study Name o SDTM Version o St u dy & S DTM Ve rS | O n
Required Required pre-popu |ated
Select a Domain/s
S I t a B al _
~
e e C AE > DM
. A
Domain >
v
<
x .
v« | v Generated Mapping
Required S .
@ Map Variable uggeStlons
Qv | Search: All Text Columns Go Actions v
SDTM Domain  SDTM Variable = SDTM Variable Descriptior Source Domain = Source Variable Confidence Reasoning Mapping Status T=
DM INVNAM Investigator Name DM INVESTIGATOR 95% The source variable INVESTIGATOR directly corresponds to the investigator ... ~ Mapped
DM RACE Race DM EHR_RACEO001$  90% The source variable EHR_RACEO001$ has a description indicating race, whic...  Mapped
DM RFICDTC Date/Time of Infor... IC ICDATEO001$ 85% The source variable ICDATEO001$ from the IC domain relates to the date of i... ~ Mapped
1owal 1725




Approve

Mapping

Review Varia

ble Mapping

= SDTM Mapping Builder

Variable Mapping Approval (stupvooi / spTMiG v3 3)

Edit mapping

Filter by Confidence
@High 91 ow DMedium M Al

Qv | Search: All Text Columns Go Actions ¥

-

»

2 smore v

Add Expression if

needed.

Approved Flag

ich aligns with

E] = SDTM Domain SDTM Variable.. SDTM Variable Description Source Domain = Source Variable Expression Confidence  Reasoning

= DM USUBJID Unigue Subject Iden... DM SUBJECT_ID 70% SUBJECT_ID is a possible match for USUBJID,...
0 = om AGE Age DM NUMBER_01- Age (... 90% The source variable NUMBER_010001$ has a ...
0 = om AGEU Age Units Years 1% No direct match for AGEU in the source meta...
0O = om BRTHDTC Date/Time of Birth DM BRTHDAT - Subject'... 80% The source variable BRTHDATOO0O1$ relates t...
O = om COUNTRY Country DM COUNTRY - Country 95% The source variable COUNTRY0001$ has ad...
O = om DOMAIN Domain Abbreviation DM 1% No exact match for DOMAIN in the source m...
E] = DM DTHDTC Date/Time of Death EOS DEATHDT - Dateof ... FN_ISO(DEATHDT) 85% The source variable DEATHDTO001$ from the...
0O = om ETHNIC Ethnicity oM EMR_ETH - Ethnicit The source va'r'\able DEATHDTO0001$% from the EOS domain relates to the date of death, wh

the target variable DTHDTC.
0 = om INVID Investigator Identifier DM INVESTIGATOR_ID 95% The source variable INVESTIGATOR_ID directl...
0O = om INVNAM Investigator Name DM INVESTIGATOR 95% The source variable INVESTIGATOR directly c...
1 = bom RACE Race DM EHR RACE - Race 90% The source variable EHR RACEQ001$ has ad...
o eeered

tal 30 v

®
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Adoption insights

* |nitial hesitation in trusting Al-generated
mappings

 High variability in sponsor standards and
study designs

* Integration with existing workflows required
careful alignment
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Lessons Learned

o Start with Al-assisted mode, not full
automation.

» Keep human-in-the-loop for validation and
trust building

* Prioritize explainability (rationale +
confidence)

* Leverage existing mappings to drive reuse
and learning
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Key Takeaways & Closing

« SDTM mapping remains manual, complex,
and inconsistent

* Traditional automation alone is insufficient.

* Al can enhance mapping, but combining Al +
human expertise delivers the best outcomes

* Built-in traceability ensures regulatory
readiness
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We are not just accelerating SDTM
mapping, we are making it smairter,
consistent, and inspection-ready.
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