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2. Planning and Providing Standardized Study Data  

2.1 Study Data Standardization Plan  

For clinical and nonclinical studies, sponsors should include a plan (e.g., in the IND) describing 
the submission of standardized study data to FDA. The Study Data Standardization Plan 
(Standardization Plan) assists FDA in identifying potential data standardization issues early in 
the development program. Sponsors may also initiate discussions at the pre-IND stage. For INDs, 
the Standardization Plan should be located in the general investigational plan. The 
Standardization Plan should include, but is not limited to the following:  

1. List of the planned studies  

2. Type of studies (e.g., phase I, II or III)  

3. Study designs (e.g., parallel, cross-over, open-label extension)  

4. Planned data standards, formats, and terminologies and their versions or a justification of 
studies that may not conform to the currently supported standards  

The Standardization Plan should be updated in subsequent communications with FDA as the 
development program expands and additional studies are planned. Updates to the 
Standardization Plan should not be communicated each time a study is started. The cover letter 
accompanying a study data submission should describe the extent to which the latest version of 
the Standardization Plan was executed.  
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Requested in FDA Study Data Technical Conformance Guide: 

• assists FDA in identifying potential data standardization issues  

• early in the development program  
(Sponsors may also initiate discussions at the pre-IND stage 

• clinical and nonclinical studies, completed and planned 

• describing planned submission of standardized study data to FDA 

SDSP should include, but is not limited to the following:  
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FDA Homepage: Study Data Standards Resources 
 

 

 

 

Template from FDA Homepage 

  

 

  

http://www.fda.gov/downloads/forindustry/datastandards/studydatastandards/ucm447119.pdf
FDA-SDSP-template-ucm447119.pdf
FDA-SDSP-template-ucm447119.pdf
FDA-SDSP-template-ucm447119.pdf
FDA-SDSP-template-ucm447119.pdf
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CDER / CBER  

Study Data Standardization Plan Recommendations  

ABC Pharma Company  

Study Data Standardization Plan  

1. General Sponsor Information 

2. Product Information  

3. List of Completed Studies and Standards  

      A. Nonclinical  
 

 

 

 

 

  

 

  

http://www.fda.gov/downloads/forindustry/datastandards/studydatastandards/ucm447119.pdf
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     B. Clinical  

 

 

 

 

 

 

 

 

4. List of Planned Studies and Standards  

– A. Nonclinical  

– B. Clinical  

5. References  
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Phuse Study Data Standardization Plan (SDSP) Homepage 

 

 

 

 

 

 

 

  

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)
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)
PhUSE_SDSP_Template_072815.pdf
PhUSE_SDSP_Template_072815.pdf
PhUSE_SDSP_Sponsor_Implementation_Plan.pdf
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List of Studies and Standards 
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