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Disclaimer and disclosures

The views and opinions expressed in this 
presentation are those of the author(s) and 
do not necessarily reflect the opinions of 

PHUSE members, respective companies or 
organizations.
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Agenda ▪ Introduction to streaming

▪ Flow

• First contact with vendor

• DTA

• Annotated DTA

• Load

• Validation test transfer

• Production transfer

• (a)DTA Library

▪ Conclusions
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Introduction to streaming
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Clinical research today

▪ Complex study designs

▪ Complicated data and multiple datastreams

▪ Numerous stakeholders, vendors

▪ Strict regulations 

▪ High Quality data

▪ Time is precious 

▪ Short timelines
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Introduction to streaming

Vendor 
1

Vendor 
2 Vendor 

3

Vendor 
4 Vendor 

5
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Introduction to streaming

Are you ready to streamline all this data 
from your lazy work couch?
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Flow
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First contact with vendor

Test transfer on 

pre-final DTA
Scope of 

Work

Timelines

Example 

test transfer

SDTM /

Non-SDTM
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DTA
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DTA: Transfer Specifications

▪ Guideline text is available 

 Consistent approach is used over all trials
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DTA: Test Identifiers

▪ Rows with a reference to 'Test Identifiers’ sheet 

 Column should be present
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DTA: Visit Identifiers

▪ Rows with a reference to ‘Visit Identifiers’ sheet 

 Column should be present

▪ Not all possible visits should be added

• Add a row for each type of visit (eg. SCREENING, WEEK x, END 

OF TREATMENT,...) 

• The structure of the visit should be clear

Amendment proof
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DTA: Timepoint Identifiers

▪ Rows with a reference to ‘Timepoint Identifiers’ sheet 

 Column should be present

▪ List all possible timepoints

Amendment proof
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DTA: Transfer Specifications
SDTM
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DTA: Test Identifiers
SDTM
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DTA: Visit and Timepoint Identifiers
SDTM
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Annotated DTA

▪ Create Annotated DTA for non-SDTM transfers

▪ DTA between DM and client (vendor not in scope)

▪ Copy of DTA template + 

• Annotation column(s)

• Post Processing sheet
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(a)DTA: Transfer Specifications
Non-SDTM
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(a)DTA: Test Identifiers
Non-SDTM
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(a)DTA: Visit and Timepoint Identifiers
Non-SDTM
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(a)DTA: Post Processing
Non-SDTM
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Automated Load

▪ (a)DTA

• Transfer Specifications

• Test Identifiers

• Visit and Timepoint Identifiers

▪ Test/Production transfer

• API: Automated load and conversion
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Validation test transfer

▪ Run library QC rules

▪ Review output

▪ Send issues to vendor or approve test transfer
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Validation test transfer

▪ Example 1:

Check per vendor and per data type that the variables 

mentioned in the DTA are present in the test transfer
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Validation test transfer

▪ Example 2:

Check per vendor and data type that the combination of Test 

Identifiers mentioned in the DTA are present in the test transfer (and 

vice versa)
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Validation test transfer

▪ Example 3:

Check per vendor and per data type that the visits present in the test 

transfer are present in the visit table



3434

Flow

First contact 
with vendor

Validation 
test transfer

Production 
transfer

Annotated

DTA

Conversion to 
SDTM

(a)DTA Library

DTA

Automated

Load

Automated 

Load



3535

Production transfer

▪ QC rules will run automatically on production data

• Ongoing check on structure

• In time reconciliation
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(a)DTA Library

▪ All DTA sheets from all trials are loaded in the DTA Library

▪ Search on 

• <Vendor> 

• <Data Type> 

▪ Export library tables to trial specific DTA
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Conclusions
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Conclusions

▪ DTA: amendment proof

▪ Automation vendor process

▪ (a)DTA library

Time gain

Increase in quality

▪ Challenges: 

• General DTA structure in database
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Questions?

© SGS Société Générale de Surveillance SA 
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health-nutrition@sgs.com

www.sgs.com/healthnutrition

Contact us

clinicalresearch@sgs.com

EUROPE:      +32 15 27 32 45

AMERICAS:  + 1 877 677 2667

www.sgs.com/cro

mailto:clinicalresearch@sgs.com
http://www.sgs.com/cro
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