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Hypothetical Submission Preparation Steps
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● Integrated Analysis Plan (ISS SAP a/o ISE SAP) Development

• “We need to combine AEs across all studies…  What to you mean I need to up-version my 

dictionary terms before I perform this analysis?”

• “What are all the studies we are considering for the NDA?”

● Briefing Packages for Pre-IND / EOP2 / PreNDA meetings

• “The FDA needs to know how we plan on presenting the data – give me a list of studies as 

well as our integrations strategy, and let me know if there are any issues we need to raise 

the agency at this point in time…”

• “We made an agreement at the EOP2 meeting that we didn’t need to integrate our Healthy 

Volunteer Phase 1 studies with the Phase 2 & 3 studies when we prepared our integrated 

analysis as part of the formal NDA – where was that documented?  Who did we talk to?  

What specifically did they say?”



● A plan for the use of FDA endorsed data standards 

in the development of your product

● Goals of Study Data Standardization Plan

• Get sponsors thinking about standardization at the 

point a program / research phase / study is conceived, 

designed & implemented

• Foster early communication with the FDA regarding 

the organization and presentation of data and related 

assets

• Provide a resource FDA can use as a reference when 

executing their product review

Study Data Standardization Plan
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Brief History of Study Data Standardization Plan
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PhUSE

SDSP

1st Effort

Basic Template 

for SDSP on 

FDA Website PhUSE

SDSP

Finalized

“We want a 

Study Data 

Standardization 

Plan”
Study Data Tech 

Conformance 

Guide v1.0



“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 (SDSP) assists FDA in 

identifying potential data standardization 

issues early in the development program.”

FDA Expectations
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We expect you to plan for 

the use of FDA endorsed 

data standards in the 

development of your 

product

We expect you to first 

present the plan at the 

time you file you IND / 

hold your PreIND meeting

FDA wants to give you 

feedback early in your 

product development 

cycle, not at the PreNDA

meeting



“The SDSP should include, but is not limited 

to, the following:

1. List of 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”

FDA Expectations
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The templates are a 

starting point but not an 

exhaustive list of what 

should/could be included 

in a SDSP

We need basic 

information in the SDSP 

to be able to evaluate the 

use of standards…

FDA expects you to 

provide clear rationale for 

why FDA endorsed data 

standards are not used 

for a study



“The SDSP should be updated in subsequent 

communications with the FDA as the 

development program expands and additional 

studies are planned.  Updates to the SDSP 

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 SDSP is executed.”

FDA Expectations
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Provide updates to the 

SDSP at meaningful time 

points (e.g., Phase II 

program laid out, EOP2 

meeting agreements)

Assumes you are 

delivering the SDSP at 

point that any data is sent 

to the agency

With the exception of 

filing you IND, there is no 

clear guidance on where 

to include this document 

when data is not being 

submitted



Content Plan for Study Data Standardization Plan
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Content Plan for Study Data Standardization Plan
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Content Plan for Study Data Standardization Plan
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Content Plan for Study Data Standardization Plan
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Who you want to 

answer questions about 

this plan…



Content Plan for Study Data Standardization Plan
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Content Plan for Study Data Standardization Plan / 

Proactive Development
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Forecasted 

Study 

Initiation 

Date

Many permutations 

possible here

Should be 

articulated in the 

protocol (typically 

no separate SAP 

for Pre-Clinical)

Note 

reference to 

“Legacy” 

terminology



Content Plan for Study Data Standardization Plan
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Content Plan for Study Data Standardization Plan / 

Proactive Development
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Incorporate 

into your SAP

Be aware of 

Data 

Standards 

Catalog Date 

of Requirement

Maybe in 

your SAP, 

definitely 

known at 

the end of 

the study

Forecasted 

First Patient 

IC



Content Plan for Study Data Standardization Plan
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Content Plan for Study Data Standardization Plan / 

Proactive Development
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Everything on this page 

should be considered 

and articulated in your 

Integrated ISS/ISE 

Statistical Analysis Plan

Pay close attention to the 

Data Standards Catalog

Date of Requirement

and

Date Support Ends



Content Plan for Study Data Standardization Plan
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Content Plan for Study Data Standardization Plan / 

Proactive Development
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Added 

column

Adds clarity 

for 

expected 

versus 

provided 

standard

Examples:

“Medical 

History”

“data 

definitions 

for legacy 

format 

data”

This is your opportunity 

to clearly rationalize why 

something other than 

FDA endorsed data 

standards are present in 

your submission



Content Plan for Study Data Standardization Plan
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Content Plan for Study Data Standardization Plan / 

Proactive Development
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Lean on your Regulatory Affairs colleagues for support

It is a two way street – keep them informed as well!



About Those Submission Preparation Steps…
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● Integrated Analysis Plan (ISS SAP a/o ISE SAP) Development

• “We need to combine AEs across all studies…  What to you mean I need to up-version my 

dictionary terms before I perform this analysis?”

• “What are all the studies we are considering for the NDA?”

● FDA Briefing Package for Pre-IND / EOP2 / PreNDA meetings

• “The FDA needs to know how we plan on presenting the data – give me a list of studies as 

well as our integration strategy, and let me know if there are any issues we need to raise 

the agency at this point in time…”

• “We made an agreement at the EOP2 meeting that we didn’t need to integrate our Healthy 

Volunteer Phase 1 studies with the Phase 2 & 3 studies when we prepared our integrated 

analysis as part of the formal NDA – where was that documented?  Who did we talk to?  

What specifically did they say?”

If you have been 

maintaining your SDSP 

you know all of this…

No need to scramble, all of the information 

Regulatory Affairs needs is at your fingertips…

Here you go…



Resources – Study Data Standardization Plan
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● At the following location on the PhUSE website…

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

● …you will find the following information

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


Questions?  Thank you!
David Izard, Sr. Director, Clinical Data Standards

David.Izard@Chiltern.com / +1 484 467 8790

mailto:David.Izard@Chiltern.com

