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A Unified Platform:

•

Automation of Reviewer Comments:
•
•

•

•

•



•

•

•

•

•

•

•



•

•
•

•

•
•



Data Feeds:

•SDTM data, study QC output files (formats: xlsx, txt, 
csv, work. But not limited!!)

Framework:

•SDTM IG, QC validation rules (J&J), cSDRG, P21 
rules, SRI guidelines (J&J) incl. FDA/PMDA/MHRA

Tools / Systems involved:

•R Shiny, Python, Tabluae, Streamlite modules

Output:

• Issues in form of charts & Graphs 



StudyID
Support-

Document
FDA/PMDA/EMACategoryDomain# 35 Issues: 120

Study Theme:

“Double blind, randomised, 
phase-2 ABC drug on blood 

cancer.”
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Open issues:   20

Non-critical: 30

Issue_Closed: 70
Total:             120

Summary

Data Status

Subject 

Randomised
30

Drug Exposed 20

Death 5

Completed 22

Metadata Configuration
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured
SNOMED 2024-09-01
UNII 2024-09-27
MED-RT 2024-10-08
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Data Standards 
Compliance

---------------------
• SDTM Conformance: 95%

• Define.xml Validation: Passed

• cSDRG Status: In Progress

• CDISC Terminology Applied: Yes

• Pinnacle21 Validation:No critical errors



StudyID FDA/PMDA/EMACategoryDomain# 35 Issues: 120

Study Theme:

“Double blind, randomised, 
phase-2 ABC drug on blood 

cancer.”
Dashboard Prompts 

(AI chat)

User search field

Documents

Risk

aCRF Issue: Pg:6/99

• <VSTESTCD><missing>

• <VSCAT><missing>

I s s u e  N o t e

Metadata Configuration
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured
SNOMED 2024-09-01
UNII 2024-09-27
MED-RT 2024-10-08

Support-
Document



StudyID CategoryDomain# 35 Issues: 120

Study Theme:

“Double blind, randomised, 
phase-2 ABC drug on blood 

cancer.”
Dashboard Prompts 

(AI chat)

<elmt#11=> 27.1

<elmt#12=> 27.1

User search field

Documents

Risk

Define Issue: Section: 4.1

• <External_Dict><element#11>

<missing>

• <External_Dict><element#12>

<missing>

I s s u e  N o t e

x

Metadata Configuration
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured
SNOMED 2024-09-01
UNII 2024-09-27
MED-RT 2024-10-08

x

FDA/PMDA/EMA
Support-

Document



StudyID CategoryDomain# 35 Issues: 120

Study Theme:

“Double blind, randomised, 
phase-2 ABC drug on blood 

cancer.”
Dashboard Prompts 

(AI chat)

<MedDRA= 27.1> 

<WHODD=B3 202506 >

User search field

Documents

Risk

cSDRG Issue: Section: 1.3

• <MedDRA.v.x><missing>

• <WHODD.v.x><missing>

I s s u e  N o t e

x
x

Metadata Configuration
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured
SNOMED 2024-09-01
UNII 2024-09-27
MED-RT 2024-10-08

FDA/PMDA/EMA
Support-

Document



StudyID CategoryDomain# 35 Issues: 120

Study Theme:

“Double blind, randomised, 
phase-2 ABC drug on blood 

cancer.”
Dashboard Prompts 

(AI chat)

<elmt#1/10= Y/N> 

< elmt#8/10= Y/N >

User search field

Documents

Risk

cSDRG Issue: Section: 4.1

• <element#1/10><missing>

• <element#8/10 ><missing>

I s s u e  N o t e

x
x

Metadata Configuration
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured
SNOMED 2024-09-01
UNII 2024-09-27
MED-RT 2024-10-08

FDA/PMDA/EMA
Support-

Document



StudyID CategoryDomain# 35 Issues: 120

Study Theme:

“Double blind, randomised, 
phase-2 ABC drug on blood 

cancer.”
Dashboard Prompts 

(AI chat)

<elmt#2/110=> 

User search field

Documents

Risk

cSDRG Issue: Section: 4.2

• <element#2/110><missing>

• <element#4/110 ><missing>

• <element#8/110 ><missing>

• <element#30/110 ><missing>

• <element#65/110 ><missing>

• <element#66/110 ><missing>

• <element#89/110 ><missing>

I s s u e  N o t e

x

Metadata Configuration
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured
SNOMED 2024-09-01
UNII 2024-09-27
MED-RT 2024-10-08

This is expected as not all
subjects will have a trial
disposition as some will
continue into Open label

extension and to long term
extension phase.

FDA/PMDA/EMA
Support-

Document



StudyID CategoryDomain# 35 Issues: 120

Study Theme:

“Double blind, randomised, 
phase-2 ABC drug on blood 

cancer.”
Dashboard Prompts 

(AI chat)

<elmt#4/110=> 

User search field

Documents

Risk

cSDRG Issue: Section: 4.2

• <element#2/110><missing>

• <element#4/110 ><missing>

• <element#8/110 ><missing>

• <element#30/110 ><missing>

• <element#65/110 ><missing>

• <element#66/110 ><missing>

• <element#89/110 ><missing>

I s s u e  N o t e

x
Per  data entry: the outcome 
has been entered as 'NOT 
RECO VERED/NOT RESOLVED' 
where the adverse events are 

also marked as leading to 
death.

Metadata Configuration
SDTM-CT 2024-09-27
MedDRA 27.0
WHODD GLOBALB3Sep24
LOINC Not Configured
SNOMED 2024-09-01
UNII 2024-09-27
MED-RT 2024-10-08

FDA/PMDA/EMA
Support-

Document
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Thank you

mailto:Gdevired@its.jnj.com
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