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• Background 



Study Data Standardization Plan (SDSP) 
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• Communication tool with FDA to 

ensure that data standards are 

accepted. 

• Can be used as reference for all 

departments involved (regulatory, 

data management) 

• Tracking discussions and 

agreements with FDA 

• Just another list of studies?  

• Do we really need this? 

• Isn‘t is sufficient that clinical 

studies are listed? 



Study Data Technical Conformance Guide 

Study Data Standardization Plan 
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http://www.fda.gov/downloads/ForIndus

try/DataStandards/StudyDataStandards

/UCM384744.pdf 
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• SDSP should be included in INDs 

• Might be used for discussion at pre-IND stage. 

• IND Location: General investigational plan. 

• Recommendations on FDA‘s Study Data Standards Resources Web page available 

(Link 1) 

• No specific template but reference to PHUSE Wiki example template (Link 2) 

http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf


Clinical and Non-clinical Studies 
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http://www.fda.gov/downloads/ForIndus

try/DataStandards/StudyDataStandards

/UCM384744.pdf 

 

Example 
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http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf


SDSP Recommendations 
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http://www.fda.gov/downloads/ForIndu

stry/DataStandards/StudyDataStandar

ds/UCM447119.pdf 
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Link 1 

http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM447119.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM447119.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM447119.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM447119.pdf


PHUSE Wiki 

Study Data Standardization Plan 
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Link 2 http://www.phusewiki.org/wiki/index.

php?title=Study_Data_Standardizati

on_Plan_%28SDSP%29 

 

http://www.phusewiki.org/wiki/index.php?title=Study_Data_Standardization_Plan_(SDSP)
http://www.phusewiki.org/wiki/index.php?title=Study_Data_Standardization_Plan_(SDSP)
http://www.phusewiki.org/wiki/index.php?title=Study_Data_Standardization_Plan_(SDSP)
http://www.phusewiki.org/wiki/index.php?title=Study_Data_Standardization_Plan_(SDSP)
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• Implementation at Bayer 



Implementation 

Study Data Standardization Plan 
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http://www.phusewiki.org/wiki/ima

ges/2/2d/SDSP_Sponsor_Implem

entation_Guide.pdf 

 

• Provides guidance about different roles like 

• SDSP owner – creation and maintenance of SDSP 

• SDSP study contact – familiar with CDISC standards on study level 

• SDSP FDA liason – attend FDA meetings, present SDSP (can be SDSP owner) 

 

• At Bayer, the owner of the SDSP is Clinical Data Management 

http://www.phusewiki.org/wiki/images/2/2d/SDSP_Sponsor_Implementation_Guide.pdf
http://www.phusewiki.org/wiki/images/2/2d/SDSP_Sponsor_Implementation_Guide.pdf
http://www.phusewiki.org/wiki/images/2/2d/SDSP_Sponsor_Implementation_Guide.pdf
http://www.phusewiki.org/wiki/images/2/2d/SDSP_Sponsor_Implementation_Guide.pdf


Template 

Study Data Standardization Plan 

PHUSE Computational Science Symposium EU • Sandra Johanssen  •  June 2017 Page 10 

• Bayer Template generated 

from the PHUSE template 



Template 

Study Data Standardization Plan 
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• Relevant parts of the 

completion guideline were 

included in the template as 

comments. 



Template 

Study Data Standardization Plan 
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• Only SEND relevant study types will be 

listed 

 



Template - Examples 

Study Data Standardization Plan 
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• Non-mandatory study, no electronic data, 

no TS.xpt submitted 



Template - Examples 

Study Data Standardization Plan 

PHUSE Computational Science Symposium EU • Sandra Johanssen  •  June 2017 Page 14 

• Completed, non-mandatory study, no 

electronic data, TS.xpt submitted 



Template - Examples 

Study Data Standardization Plan 
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• Planned study 



Template - Examples 

Study Data Standardization Plan 
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• SEND compliant study 
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• Lifecycle 



Lifecycle 

Study Data Standardization Plan 
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Alignment 

Study Data Standardization Plan 
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http://www.phusewiki.org/wiki/ima

ges/2/2d/SDSP_Sponsor_Implem

entation_Guide.pdf 

 

http://www.phusewiki.org/wiki/images/2/2d/SDSP_Sponsor_Implementation_Guide.pdf
http://www.phusewiki.org/wiki/images/2/2d/SDSP_Sponsor_Implementation_Guide.pdf
http://www.phusewiki.org/wiki/images/2/2d/SDSP_Sponsor_Implementation_Guide.pdf
http://www.phusewiki.org/wiki/images/2/2d/SDSP_Sponsor_Implementation_Guide.pdf


Study Data Standardization Plan (SDSP) 

Summary 
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• SDSP fosters alignment of the 

study data standardization 

strategy with FDA. 

• Good guidances available to set-

up and implement the SDSP. 

• As cross-functional tool it has to 

be implemented in different 

functions 

• Maintenance of the document 

over the project development 

program and alignment at stage 

gates  



Thank you! 



Study Data Standardization Plan (SDSP) 

Questions for Discussion 
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• When to submit an SDSP in a 

rolling submission? 

• How to indicate that a study was 

converted?  



Location of Study Data Standardization Plan 

eCTD Overview 
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• Study Data Standardization Plan is 

part of General Investigational Plan 
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Standardization 
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