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– EMA does indeed have a mechanism for pulling in 

machine readable data to their review process!

– Provided to support GCP Inspection during review cycle

– Deployment of CDISC standards to these EMA 

deliverables is encouraged

Spoiler Alert!
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GCP Inspection Process
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US FDA NDA Filing
BIMO 

Deliverables

Standardized 
Study Data

eCTD

EMA Marketing Application Filing

eCTD Data as TLFs

Identify Sites for GCP 
Inspection

Identify Sites for GCP 
Inspection

Queries from 
GCP Inspectors 
as they prepare 

for audit

GCP Audit
Sites & Sponsor

GCP Audit
Sites & Sponsor

Notify Sponsor 
of GCP Audit

(sites identified)

Notify Sponsor 
of GCP Audit

(sites identified)

Data...



Notice of EMA GCP Inspection Request
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Notice of EMA GCP Inspection Request
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Notice of EMA GCP Inspection Request
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https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-clinical-practice/qa-good-clinical-practice-gcp

https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-clinical-practice/qa-good-clinical-practice-gcp


EMA Website: Q&A for GCP

Navigation to Presenting Data to a GCP Inspection Team
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EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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“Do you want data 

for just the selected 

sites or do you 

want it for all sites 

(the full set of study 

data)?”

“Yes, please 

provide the full set 

of study data, not 

just the sites being 

audited.”



EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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“Do you want data 

for just the selected 

sites or do you 

want it for all sites 

(the full set of study 

data)?”

“Yes, please 

provide the full set 

of study data, not 

just the sites being 

audited.”

– Provide 

collected data 

as well as 

analysis 

(derived) data



EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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“Are you familiar 

with CDISC 

SDTM & ADaM 

data formats?” “Yes”

“Should we 

provide our sets 

of SDTM & 

ADaM data to 

satisfy this 

requirement?
“Yes”



EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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“Are you familiar 

with the data 

definition file 

(define.xml) for 

SDTM & ADaM?” “Yes”

“Can we provide 

this file in PDF 

format to serve 

as the 

‘translation’ 

document?”
“Yes”



EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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Make sure 

define.xml / pdf 

provides complete 

decodes / controlled 

terminology 

Preserve data types 

(character versus 

numeric), particularly 

when creating Excel 

version of ADaM
Provide Excel 

workbooks with 

printing controls 

in place



EMA Website: Q&A for GCP

Traditional Patient Data Listings in PDF Format
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“Can we 

repurpose data 

listings from the 

CSR for this 

requirement?” “Yes”

“Can we provide 

a single listing 

per domain (e.g., 

AE or VS) for 

each site?”

“Yes”



EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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EMA Website: Q&A for GCP

Patient Data Listings in Excel Format
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“Are you familiar 

with the Study & 

Analysis Data 

Reviewers 

Guides?” “Yes”

“Can we provide 

those documents 

in order to 

communicate 

study data 

groupings?”
“Yes”



Complete Set of Deliverables to GCP Auditor
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Patient Data Listings in Excel format

– Full SDTM & ADaM data as Excel

– Define.xml/pdf for SDTM & ADaM

– Study Data Reviewer’s Guide

– Analysis Data Reviewer’s Guide

Traditional PDF Patient Data Listings

– PDF data listing by domain for each 

site

– Complied into single PDF file w/ 

bookmarks

– Readme file that grouped listings by 

data type



• These deliverables are not all you will do…

…many queries from the GCP Inspector in advance of the site level inspection

• Site inspections followed by Sponsor inspection

…and everything it stands for

Parting Thoughts
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• These deliverables are not all you will do…

…many queries from the GCP Inspector in advance of the site level inspection

• Site inspections followed by Sponsor inspection

…and everything it stands for

Thank you!

Parting Thoughts
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