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Challenges and opportunities

Data Inconsistency: Automated pipelines ensure that data is consistently
processed in the same manner, reducing the risk of human error and
inconsistency in data handling.

Time and Resource Intensive Manual Processes: Automation can significantly
reduce the time and resources required for data processing and review, leading to
increased efficiency.

Real-time Data Processing: Automated pipelines can process and analyze data
in real-time, which is crucial for time-sensitive decisions in clinical settings.

Scalability: As data volume grows, manual processes can become overwhelmed.
Automated pipelines are designed to handle large volumes of data, ensuring
scalability.

Data Quality: Automated pipelines include data validation steps to ensure the
quality and accuracy of the data, which is critical for reliable clinical and
operational decisions.

Data Integration: Automated pipelines can integrate data from various sources,
formats, and standards, which is often a challenge in clinical settings due to the
heterogeneity of clinical data.

Regulatory Compliance: Automated pipelines can be designed to adhere to
regulatory requirements, ensuring that data handling processes are compliant with
relevant laws and regulations.
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Process overview
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Getting the raw data into the Clinical Data Repository
EDC & External Data
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Data Processing (Raw — SDTM — ADAM)
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Hybrid CTMS
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ACROSS: A CRO Sheep System

— THE BULLETPROOF SOLUTION FOR ALL THE CRO DATASHEETS —
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Medical Monitoring and Safety Review

Lundbeck Medical Monitoring and Safety Review

You may click the links below or the tabs at the top to browse this workbook in any order.
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Clinical Data Quality Metrics
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RAVE- Audit Trail Review
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Automation Jobs to create study based applications

MMSR > Analysis Files (Archive)

3 mmsr_pushtemplate_12709A.xml - Notepad

File Edit Format View Help
k?xml version="1.8" encoding="utf-8"2>
<as:Job xmlns:as="urn:tibco:spotfire.dxp.automation™>
<as:Tasks>
<OpenAnalysisFromLibrary xmlns="urn:tibco:spotfire.dxp.automation.tasks">
<as:Title>Open Analysis from Library</as:Title>
<AnalysisPath>/MMSR/Master Template/MMSR Template</AnalysisPath>
<ConfigurationBlock>StudyId = "12709A";
exportenabled = True;</ConfigurationBlock>
</OpenAnalysisFromLibrary>
<SaveAnalysisTolibrary xmlns="urn:tibco:spotfire.dxp.automation.tasks">
<as:Title>Save Analysis to Library</as:Title>
<LibraryPath>/MMSR/Analysis Files/MMSR ADVANCE (E)/MMSR 127@9A</LibraryPath>
<EmbedData>false</EmbedData>
<DeleteExistingBookmarks>false</DeleteExistingBookmarks>
</SaveAnalysisTolibrary>
<OpenAnalysisFromLibrary xmlns="urn:tibco:spotfire.dxp.automation.tasks">
<as:Title>Open Analysis from Library</as:Title>
<AnalysisPath>/MMSR/Master Template/MMSR Template</AnalysisPath>
<ConfigurationBlock>StudyId = "12709A";
exportenabled = False;</ConfigurationBlock>
</OpenAnalysisFromLibrary>
<SaveAnalysisTolibrary xmlns="urn:tibco:spotfire.dxp.automation.tasks">
<as:Title>Save Analysis to Library</as:Title>
<LibraryPath>/MMSR/Analysis Files/MMSR ADVANCE/MMSR 127@9A</LibraryPath>
<EmbedData>false</EmbedData>
<DeleteExistingBookmarks>false</DeleteExistingBookmarks>
</SaveAnalysisTolibrary>
</as:Tasks>
</as:Job>
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Monitoring

Data Refresh in

Spotfire

Priority

15

21

22

Name

StudyLIST

TrialTracker

TrialTracker_mobile

QualityTracker

Safety Review Tool

Biobank

CRO Data Refresh

RAVE_AUDIT_19678A

RAVE_AUDIT_18898A

RAVE_AUDIT_19366A

RAVE_AUDIT_18331A

RAVE_AUDIT_19356A

RAVE_AUDIT_19385A

RAVE_AUDIT_19379A

RAVE_AUDIT_19702A

Trial Resource Planning

CDQM 18898A

Type

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Analysis file

Details

[StudyL IST/Analysis Files/StudyL1.

/Digital Agile Lab/Master Templat...

/Digital Agile Lab/Master Templat...

[QualityTracker/Production/Qualit...

[Safety Review Tool/Analysis File/...

/Biobank/Analysis Files/Biobank

[Digital Agile Lab_Monitoring/Mor...

[Audit Trail Review/Analysis Files/.

[Audit Trail Review/Analysis Files/

/Audit Trail Review/Analysis Files/..

/Audit Trail Review/Analysis Files/..

/Audit Trail Review/Analysis Files/..

[Audit Trail Review/Analysis Files/.

[Audit Trail Review/Analysis Files/.

/Audit Trail Review/Analysis Files/.

[Trial Resource Planning/Master T...

/CDQM/Analysis Files (Archive)/C..

Schedule

Update with new data every 480 ...

Update with new data every 525 ...

Update with new data every 510 ...

Update with new data every 510 ...

Update with new data every 510 ...

Update with new data every 870 ...

Update with new data every 390 ...

Update with new data every 600 ...

Update with new data every 600 ...

Update with new data every 600 ...

Update with new data every 600 ...

Update with new data every 600 ...

Update with new data every 600 ...

Update with new data every 600 ...

Update with new data every 600 ...

Update with new data every 525 ...

Update with new data every 600 ...

Resource pool

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Default routing

Last status
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O 0 0 0 0 0 0 0 0 0 0 0 00 o o

Successfully loaded of

Successfully loaded of

Successfully loaded of

Successfully loaded of

Successfully loaded of

Successfully loaded of

Successfully loaded of

Successfully loaded o

Successfully loaded of

Successfully loaded of

Successfully loaded of

Successfully loaded of

Successfully loaded of

Successfully loaded of
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Successfully loaded of



This email contains:

- Data refresh in PROD
- ACROSS load error
- RA Email Status

Data Refresh per CRO (IN PROD):

Data Refresh per CRO (IN PROD)

Color by:

ICON Run Status

@ Ran within 24 hrs.
OTSUKA

PPD

CRO

PRA

“I Monitoring

o

(Row Count)
T_LOADTIME:
ata Refres
CRO LOAD_TS Rt
ICON 03-10-2023 04:57:58 Ri

OTSUKA 03-10-2023 06:19:35 Ri

PRA 03-10-2023 03:59:38 Ri
PPD 03-10-2023 05:45:16 Ri
SYNEOS 03-10-2023 03:47:16 R:

T_LOAD_ERROR:

T_LOAD_ERROR

ID JOB_ID  ALERT_TYPE CRO INVALID_ROW  ORIGIN LOAD_COMM..  DATE_CREAT..  CREATED_BY DAT Data table:
195358,00 000 NonewDatalL. ICON 02-09-2023 04.. ACROSS_SAC T_LOAD_ERROR
195356,00 000 NonewDatalL. ICON 11-08-202304.. ACROSS_SAC




SDTM Data Refresh- MMSR:

SDTM Data Refresh- MMSR
All jobs have run less than 24 hours ago (SonD, SDTM, MMSR)

Color by:

Run Status

19140A @ Ran vithin 24 hrs.

191408

19356A

STUDYID

19357A

I“ Monitoring
SDTM Data
Refresh per

4 columns from Loadstatus Information link (allstudies):

4 columns from Loadstatus Information link (alistudies)

S t ' I d STUDYID MMSR_FrontPageDate MMSR_Data_RunStatus SUCCESSFL
191408 03-10-2023 02:38:56 Ran within 24 hrs.

1
19357A 03-10-2023 04:01:36 Ran within 24 hrs. 1
19140A 03-10-2023 00:55:55 Ran within 24 hrs. 1
19356A 03-10-2023 02:13:47 Ran within 24 hrs. 1
20007A 03-10-2023 02:02:29 Ran within 24 hrs. 1
1

193794 03-10-2023 03.01:51 Ran within 24 hrs.




Conclusion

K Streamlined data flow reduces manual efforts

X Improved data quality

X Automated data management enhances clinical trial efficiency
X Improved data quality and timely analysis

X Enhances data integrity and regulatory compliance

X Facilitates efficient and transparent trial monitoring and auditing
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