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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 official policy or position of 
CDISC or Eli Lilly.
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1. PMDA e-data submission requirements history
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3. Summary



PMDA e-data submission requirements 
history 2014~2024



PMDA e-data submission history (simplified)
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2016~
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2020~ 
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Requirements 
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PMDA has implemented strict rules for e-data

Before 2022 April, Sponsor had to 
• Have a Consultation Meeting with PMDA before Japan NDA
• Must explain all the “Errors” (otherwise the NDA cannot be filed)

Therefore, there were a few challenges for sponsors, such as 
• A timeline risk to NDA due to incomplete e-data (regardless of impact to 

analyses)
• A hurdle to achieve “simultaneous” submission due to Japan-specific 

requirements regarding e-data
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Recent Changes to the PMDA requirements

• Form A (Description of Electronic Study Data) requirements
• Study Data Validation Rule Applicability (Expansion)
• Explanation of Conformance Issues
• Requirements of CDISC compliant data for older Ph1/CP studies
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Form A (Description of Electronic Study Data) (1)

• Change: No need to submit Form A before Japan NDA.
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Form A (Description of Electronic Study Data) (2)

• Change: No need to submit Form A before Japan NDA.
• Implication: 

• Japan NDA timeline shortened
• Redundant work (creation of Form A by copying information from the sources) 

eliminated
• Some new information, such as a list of Trial Design domains and information of 

analysis software/environment, needs to be documented in Reviewer’s Guide
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Study Data Validation Rules (1)
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• Change: 
• Any versions of PMDA validation rules can be used among studies/analyses in a 

submission



Study Data Validation Rules (2)

• Change: 
• Any versions of PMDA validation rules can be used among studies/analyses in a 

submission
• Implication: 

• No need to “re-validate” old studies using the single “submission version” of the 
validation rule

• SDTM and ADaM in a study may be validated with different version of validation rules
• Preparation of Study Data can be completed at the time of study closure (not at 

the submission)
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Explanation of Conformance Issues (1)

• Change: 
• Explanation for “Missing” Errors are not queried at the time of Japan NDA
• “Insufficient” explanation of Errors are not queried at the time of Japan NDA
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Explanation of Conformance Issues (2)

• Change: 
• Explanation for “Missing” Errors are not queried at the time of Japan NDA
• “Insufficient” explanation of Errors are not queried at the time of Japan NDA

• Implication: 
• No review timeline risk due to “Missing/Insufficient” explanation for Errors
• Could potentially shorten the time leading between gateway submission and 

Japan NDA (e.g. 5 weeks to 1~2 weeks)
• (Unlikely but) query may be issued (not at the NDA but) during the review
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Non-CDISC data for old Ph1/CP study (1)
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• Change: 
• For Non-Oncology Ph1/CP studies, 

format other than SDTM/ADaM are 
allowed for studies with a start date 
(the day when the first subject was 
enrolled) before April 1, 2020



Non-CDISC data for old Ph1/CP study (2)

• Change: 
• For Non-Oncology Ph1/CP studies, format other than SDTM/ADaM are allowed 

for studies with a start date (the day when the first subject was enrolled) before 
April 1, 2020

• Implication: 
• “Legacy Data Conversion” is no longer required for these studies
• SDTM-like/ADaM-like data would be acceptable for these studies (without formal 

CDISC-compliant documentation)
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Changes to E-data submission process in 
Lilly



E-data submission process at Lilly

~2014
- Existing global 
process how to 
create CRT 
package for FDA

2015-2016
- Discussion 
locally/globally 
based on “e-data 
pilot” with PMDA

2017
- Japan Internal 
process 
document 
released

2018-2023
- Annual updates 
to Japan process 
document
- Process 
incorporated 
globally

2024
- Process 
simplified, further 
streamlined 
globally 
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E-data Submission Process (High-level)

2018
• Staged, including multiple 

regulatory interactions
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2024
• Simplified, focused.



E-data Submission Process (Detailed - Validation)
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• Pinnacle21 Enterprise “How to”s • “PMDA Checklist”
General

• Single validation engine version
SDTM

• Custom domain documentation
• PP requirements

ADaM
• Validation must include SDTM AE/DM/EX
• ADPC/ADPP requirements

Define.xml
• Validate define.xml w/wo datasets
• Standard versions consistency

RGs
• Rule ID, Issue explanations



E-data Submission Process (Detailed – SDRG/ADRG)
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• Instructions for PMDA submission



Summary



PMDA and Lilly Timeline

2014-2015
Pilot submissions

2016~
Voluntary submission

2020~ 
Mandatory Submission

2022~24
Requirements major 
revisions

~2014
- Existing global 
process how to 
create CRT package 
for FDA

2015-2016
- Discussion 
locally/globally based 
on “e-data pilot” with 
PMDA

2017
- Japan Internal 
process document 
released

2018-2023
- Annual updates to 
Japan process 
document
- Process 
incorporated globally

2024
- Process simplified, 
further streamlined 
globally 

PMDA

Lilly



Summary (1)

- Recent updates to PMDA’s e-data notification/technical conformance guide 
have substantial impact to sponsor’s submission preparation in a 
favorable manner
- So-called “PMDA-specific” requirements have decreased significantly

- Important to catch up/understand the current requirements, and to 
update internal process continually to best allocate resources, while 
maintaining quality of study data
- Some of previous PMDA “requirements” are no longer required, but are 

still recommended to follow and/or document them for better 
preparation/use of data both for sponsors and reviewers
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Summary (2)

- Sponsors and Reviewers share the same goal to serve patients by 
providing effective medication faster, and we should continue to 
collaborate and seek the better way how to prepare, submit, and use 
the e-data to achieve the goal
- “Simultaneous” submission/approval would not be jeopardized anymore

- It may be good to looking into the future and to pursue further effective 
drug development and review process with proper control, such as
- Integrated review platform, e.g., Accumulus Synergy
- Modernization of data format, e.g., Dataset-JSON
- Use of (interactive) visualization of data, e.g., RShiny
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Thank You!

For any questions, contact
Tomohiko Funai, Eli Lilly, funai_tomohiko@lilly.com 
Koichi Yamaguchi, Eli Lilly, yamaguchi_koichi@lilly.com, koichi.yamaguchi@phuse.global 
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