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Welcome
Susan C. Winckler, RPh, Esq.
Reagan-Udall Foundation for the FDA



Thank you for joining
This webinar is being recorded. The slides and video recording will be 
available after the meeting.

If you’d like to ask a question, you may enter it in the Zoom Q&A. We 
will get to as many questions as time allows. 

Speakers and presenters will not address questions regarding any 

pending regulatory action. 

Submit either electronic or written comments on the draft guidance 

by January 21, 2022 to Docket Number FDA-2021-D-0548 to ensure 

that the Agency considers your comment on this draft guidance before 

it begins work on the final version of the guidance.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-drug-and-biological-product-submissions-containing-real-world-data


Agenda

Welcome1 pm

Opening Remarks1:05 pm

Overview of Draft Guidance1:10 pm

Question and Answer Panel1:40 pm

Closing Remarks1:55 pm

Adjourn2 pm

All times listed in Eastern Time



Provide an overview and address questions from the public about 
the draft guidance titled Data Standards for Drug and Biological 
Product Submissions Containing Real-World Data.

Submit either electronic or written comments on the draft guidance 
by January 21, 2022 to Docket Number FDA-2021-D-0548 to ensure 
that the Agency considers your comment on this draft guidance 
before it begins work on the final version of the guidance

Why Are We Here Today?

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-drug-and-biological-product-submissions-containing-real-world-data
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-drug-and-biological-product-submissions-containing-real-world-data


Opening Remarks
John Concato, MD, MS, MPH
Associate Director for Real-World Evidence 
Analytics, Office of Medical Policy, Center for 
Drug Evaluation and Research, U.S. Food and 
Drug Administration 



John Concato, MD, MS, MPH
Associate Director for Real-World Evidence Analytics

Office of Medical Policy, Center for Drug Evaluation and Research
U.S. Food and Drug Administration

Public Webinar

Data Standards for Drug and Biological Product 
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• FDA has established a program to evaluate the potential use of real-world
evidence (RWE) to:

o Support new indication for a drug approved under section 505(c)

o Satisfy post-approval study requirements

• Standard for substantial evidence remains unchanged; commitments
met under Prescription Drug User Fee Act (PDUFA) VI

• Draft framework issued December 2018

o Describes sources of RWE, challenges, pilot opportunities, etc.

• Draft guidance for industry issued September & October 2021

o ‘EHR/Claims’ guidance; ‘Data Standards’ guidance

21st Century Cures Act of 2016 – status as of 2021
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FDA RWE Framework (2018) 

• Applies to Center for Drug Evaluation and 
Research (CDER) and Center for Biologics 
Evaluation and Research (CBER)

• Multifaceted program to implement RWE:

- internal processes

- external stakeholder engagement 

- demonstration projects

- guidance development
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CDER-CBER RWE Guidance Series 

2

2
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‘Data Standards’ Guidance 



Overview of Draft Guidance

G. Scott Gordon, PhD
Senior Health Informatics Officer, Office of Strategic 
Programs, Center for Drug Evaluation and Research, 
U.S. Food and Drug Administration

Massoud Motamed, PhD 
Biology Reviewer, Office of Tissue and Advanced 

Therapies, Center for Biologics Evaluation and 
Research, U.S. Food and Drug Administration



G. Scott Gordon, Ph.D.
Office of Strategic Programs

Center for Drug Evaluation and Research
U.S. Food and Drug Administration

Massoud Motamed, Ph.D.
Office of Tissues and Advanced Therapies

Center for Biologics Evaluation and Research
U.S. Food and Drug Administration
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Data Standards for Drug and Biological Product 

Submissions Containing Real-World Data: 
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• Background on 745A(a) and Data Standards Requirements

• Walk-through selective key points of the Draft Guidance

• Question & Answer

Agenda
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1. How FDA specifies study data standards requirements for 
submission

2. Guidance on where real-world data fits into these 
requirements

3. Guidance on preparing study data obtained from real-world 
data sources for submission using current study data standards

What are we going to talk about?
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REGULATORY BASIS FOR DATA STANDARDS 
REQUIREMENTS
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• Section 745A(a)(1) of the FD&C Act describes the general scope of section 745A(a) and
provides that submissions under NDAs, ANDAs, certain BLAs, and certain INDs must be in
electronic format specified in FDA guidance:

– Beginning no earlier than 24 months after the issuance of a final guidance issued after
public notice and opportunity for comment, submissions under subsection (b), (i), or (j) of
section 505 of this Act or subsection (a) or (k) of section 351 of the Public Health Service Act
shall be submitted in such electronic format as specified by the Secretary in such guidance.

• Section 745A(a)(2) states that the guidance issued by FDA may provide a timetable for
future standards and criteria for waivers and exemptions:

– In the guidance under paragraph (1), the Secretary may (A) provide a timetable for
establishment by the Secretary of further standards for electronic submission as required by
such paragraph; and (B) set forth criteria for waivers of and exemptions from the
requirements of this subsection.

Regulatory basis for data standards requirements: The 
Federal Food, Drug, and Cosmetic Act
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How the FDA communicates technical requirements for 
submitting study data

http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm

Study data standards 

describe a standard way of 

exchanging study data 

between computer systems.  

http://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm
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Electronic study data standards resources

https://www.fda.gov/industry/fda-resources-data-standards/study-data-standards-resources

Standardized 

Study Data Guidance
Study data contained in submission types 

identified in this guidance must be 

submitted electronically in standards 

outlined in the FDA Data Standards Catalog

1

2
3

1 Providing Regulatory Submissions in Electronic Format - Submissions Under Section 745A(a) of the FD&C Act: Guidance for Industry (Dec. 2014)

2 Providing Regulatory Submissions in Electronic Format - Standardized Study Data: Guidance for Industry (June 2021)

3 Providing Regulatory Submissions in Electronic Format - Certain Human Pharmaceutical Product Applications and Related Submissions Using the eCTD Specifications

https://www.fda.gov/media/88120/download
https://www.fda.gov/media/82716/download
https://www.fda.gov/media/135373/download
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OVERVIEW OF DRAFT GUIDANCE KEY MESSAGES
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Sections of Draft Guidance
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Regulatory background and central message of 
guidance

Section II

Guidance Pages 2-3



23

Regulatory background and central message of 
guidance – 1 of 3

FDA specifies the data 
standards that must be used 
for submission of study data

Guidance Page 2
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Regulatory background and central message of 
guidance – 2 of 3

Study data standards 
requirements apply 

to RWD submitted as 
study data  

FDA specifies the data 
standards that must be 
used for submission of 

study data

Guidance Page 2
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Regulatory background and central message of 
guidance – 3 of 3

Study data 
standards 

requirements apply 
to RWD submitted 

as study data  

Current allowable 
study data standards 

are found in the 
Data Standards 

Catalog

FDA specifies the 
data standards that 

must be used for 
submission of study 

data

Guidance Page 3
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FDA recognizes many challenges in use of RWD for 
regulatory submissions

Section III.A.

Guidance Page 3
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Documentation of all actions taken with data from 
source to submitted data

Section III.B.

Guidance Page 3
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Further updates in the future

Section III.C.

Guidance Pages 3-4
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Further updates in the future

Section III.C.

Guidance Pages 3-4
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Consider what is needed to make RWD conform to 
existing data standards requirements

Section III.C.

Guidance Page 4
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Consider what is needed to make RWD conform to 
existing data standards requirements

Section III.C.

Guidance Page 4
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Consider what is needed to make RWD conform to 
existing data standards requirements

Section III.C.

Guidance Page 4
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Deeper-dive: Example of challenges in conceptual 
mapping from RWD to submission data standards 

Section III.D.

Guidance Page 4
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Reiteration: Documentation is key; guidance on what
information should be put where in submission

Section III.D.

Guidance Pages 4-5
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Deeper-dive: Example of challenges in transformation 
from RWD following proposed mappings

Section III.E.

Guidance Page 5



36

Re-reiteration: Documentation is key; guidance on 
what information should be put where in submission

Section III.E.

Guidance Page 5
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EXAMPLES: Possible ways to approach RWD-to-
CDER/CBER study data standards

Appendix

Guidance Page 8
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EXAMPLES: Possible ways to approach RWD-to-
CDER/CBER study data standards – 1 of 3

Appendix

Guidance Page 8
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EXAMPLES: Possible ways to approach RWD-to-
CDER/CBER study data standards – 2 of 3

Appendix

Guidance Page 9
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EXAMPLES: Possible ways to approach RWD-to-
CDER/CBER study data standards – 3 of 3

Appendix

Guidance Page 9
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1. How FDA specifies study data standards requirements for 
submission

• FDA specifies the data standards that must be used for 
submission of study data

• FDA requirements apply to RWD submitted as study data in 
submissions subject to section 745A(a) of the FD&C Act  

• Current allowable study data standards are found in the Data 
Standards Catalog

What we talked about – 1 of 3
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2. Guidance on where RWD fits into these requirements

• FDA recognizes challenges in using data standards not optimized 
for RWD sources

• FDA plans to issue further guidance and/or to update the Catalog 
with standards for study data that are derived from RWD

• Until then, current Catalog study data standards apply to 
submissions subject to section 745A(a) of the FD&C Act

What we talked about – 2 of 3
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3. Guidance on preparing study data with RWD for submission using 
current study data standards

• FDA recognizes there is no “one size fits all” approach to using  
current data standards for study data derived from RWD sources

• Sponsors should discuss possible approaches with FDA as early as 
possible

• All data transformations, mappings, etc., should be documented

• Examples provided in the guidance Appendix are purely illustrative

What we talked about – 3 of 3
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Take-Home Messages for RWD and Submissions to FDA

• Current study data standards apply to study data derived from 
RWD sources

• Talk to FDA early

• “Document, document, document”
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Question and Answer

Moderated by
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John Concato, MD, MS, MPH      
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Next Steps

Submit either electronic or written comments on the draft 
guidance by January 21, 2022, to Docket Number FDA-2021-D-
0548 to ensure that the Agency considers your comment on this 
draft guidance before it begins work on the final version of the 
guidance

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-standards-drug-and-biological-product-submissions-containing-real-world-data


Next Steps

• Please watch for registration information on the third webinar in our 
series on FDA-issued draft guidance on Real-World Data. 

• The next webinar will discuss the draft guidance of Real-World Data: 
Assessing Registries to Support Regulatory Decision-Making for Drug 
and Biological Products Guidance for Industry.

• Docket No. FDA-2021-D-1146

• Registration information for that event will be located on the FDA 
Foundation website, www.reaganudall.org

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-registries-support-regulatory-decision-making-drug-and-biological-products
http://www.reaganudall.org/


Thank you!


