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Disclaimer

• The contents of this presentation represent the 
opinions of the individual presenters and do not 
represent the opinions or positions of the 
organization to which they belong.

• The contents of this announcement are omitted 
for convenience of explanation, and may not 
always contain accurate information.
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• Looking back in 2022
• Form A and Reviewer’s Guide
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Looking back in 2022

Release of White Paper

Automatic extraction of explanation of Error issue in DRGs by R

Review of draft iADRG created by PHUSE global

Form A and Reviewer’s Guide

Issue Summary Writing Guide
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White Paper

• The initial version of “Best Practices for the 
Submission of Data in Japan” was released 
on 09-Jul-2022.

• As for the FAQs, please refer to the English 
translation published by PMDA.

• This white paper will be revised to match the 
current notifications.
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Form A and Reviewer’s Guide

• Technical Conformance Guide* was last updated on April 1st
2022.

• Form A was last updated on June 27th 2022.
• PHUSE verified that all items discussed in Technical 

Conformance Guide are covered in Form A.
• Form A can now reference Reviewer’s Guides in order to avoid 

duplicate work and/or inconsistencies between two documents.

“Technical Conformance Guide” = PMDA Technical Conformance Guide on Electronic Study Data Submissions (dated April 1, 2022) 8



Form A and Reviewer’s Guide

• However, all items in subsequent sections in Form A must be 
included in the reviewer’s guide. i.e. no partial reference to 
reviewer’s guide is not allowed.

• PMDA provided examples of where each item on Form A might 
be included in the reviewer’s guide.
(https://www.pmda.go.jp/files/000247521.pdf)

Insert from Form A section 4.1.1b; 000247169.pdf (pmda.go.jp)
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https://www.pmda.go.jp/files/000247521.pdf
https://www.pmda.go.jp/files/000247169.pdf


Form A and Reviewer’s Guide

• With the aid of aforementioned PMDA suggestions, 
PHUSE assessed each items from Form A sections 
4.1.1.b, c, and d.

• We will show our recommendation on how each 
Form A item may be included in cSDRG and ADRG.

Note: English Form A is used in this presentation. However, Japanese Form A is generally used for eData submission.

Template prepared by PHUSE
cSDRG : Clinical Study Data Reviewer's Guide (cSDRG) Package - WORKING GROUPS - PHUSE Advance Hub
ADRG : Analysis Data Reviewer's Guide (ADRG) Package - WORKING GROUPS - PHUSE Advance Hub
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https://advance.phuse.global/display/WEL/Clinical+Study+Data+Reviewer%27s+Guide+%28cSDRG%29+Package
https://advance.phuse.global/display/WEL/Analysis+Data+Reviewer%27s+Guide+%28ADRG%29+Package


Form AcSDRG ADRG

Form A 4.1.1b - Standards
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Form AcSDRG

Form A 4.1.1b - SDTM(1/2)
define.xml is required to be submitted, so 
there is no need to mention that it is 
submitted in cSDRG.

cSDRG is required to be submitted, so 
there is no need to mention that it is 
submitted in cSDRG.
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cSDRG Form A

Form A 4.1.1b - SDTM(2/2)
If Japanese data is not created, there is 
no need to prepare a column for 
Japanese data creation in the cSDRG.

If a custom domain is being 
created, it should be listed in 
3.4.x.
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Form A ADRG

Form A 4.1.1b - ADaM(1/2)

define.xml is required to be submitted, so 
there is no need to mention that it is 
submitted in ADRG.

ADRG is required to be submitted, so 
there is no need to mention that it is 
submitted in ADRG.
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Form A

ADRG

Form A 4.1.1b - ADaM(2/2)

If Japanese data is not created, there is 
no need to prepare a column for 
Japanese data creation in the ADRG.
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cSDRG Form A ADRG

Form A 4.1.1b - Other Datasets

“Other datasets” includes population/record flag data, Adverse Events of Special Interests (AESI), or any 
additional data that provides traceability flow, that are NOT in ADaM format and would be stored in misc
folder. These data may be mentioned in the following sections:
- Population flag/record flag data: ADRG 1.4
- AESI: ADRG 5.2.x
- Additional data that provides traceability flow: cSDRG 3.2
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Form A

cSDRG ADRG

Form A 4.1.1c - Validation Engine
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Form A Section 4

Form A 4.1.1.c – Validation Engine (Notes)

e.g.)
PMDA Study Data 
Validation Rules Ver.3.0

Input the validation rules 
version specified by PMDA 
(Ver.2.0 or Ver.3.0, as of 
November 2022).
See PMDA's website for 
details.

Input the tool version used 
for validation.

e.g.)
Pinnacle version and 
Engine are listed(e.g. 
“Pinnacle 21 Enterprise 
v4.2.0 and Engine is 
PMDA(2010.2)”).
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Form A Section 4.1.1c

https://www.pmda.go.jp/english/review-services/reviews/0002.html


Form A

cSDRG ADRG

Form A 4.1.1c - Issue Summary

Be careful not to forget to 
include the Rule ID in the 
cSDRG/ADRG document.
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Form A ADRG

Form A 4.1.1d – Analysis Information
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Summary

• Technical Conformance Guide was last updated on April 1st
2022 and the existing Form A covered all items mentioned 
therein.

• Reviewer’s guides can now be referenced when filling out Form 
A. 

• PHUSE assessed where each items on Form A can be included 
in the reviewer’s guides.

“Technical Conformance Guide” = PMDA Technical Conformance Guide on Electronic Study Data Submissions (dated April 1, 2022) 21



• Working Group Members
– Takafumi Kamon A2 Healthcare Corporation
– Rie Kageyama Sumitomo Pharma
– Yasuhiko Ozawa        AstraZeneca
– Ryo Watanabe A2 Healthcare Corporation
– Takashi Kitahara Novartis Pharma
– Shinichi Hotta Sumitomo Pharma
– Tomohiko Funai Eli Lilly Japan K.K.

Thank you
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Theme2 : Issue Summary Writing Guide

• Background
– Last year, PHUSE Japan e-data submission task team 

and CJUG SDTM/ADaM have collected the Issue 
Summary explanations which were shared at PMDA 
Consultation meeting. This year’s task is the next step 
of this.

Form A
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Theme2 : Issue Summary Writing Guide
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How can we create user-friendly guidance? 

・When does the error occurs?
・How can we explain the Error due to Legacy data 
conversion?
・The material to be used with the Global Team



Theme2 : Issue Summary Writing Guide

• Goal
– Make it easy for everyone to write Issue 

summary section in SDRG and ADRG
• Objective

– Create the guidance/metadata of explanation 
with simple and clear explanation

– Improve the quality of the explanation
26



2020 2021 2022 2023
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Collected 
actual 

explanation 
from 

CJUG ADAM, 
CJUG SDTM,

PHUSE 
Japan

The 
explanation 
have been 
updated for 
general use 

by
PHUSE 

Japan task 
team.

Reviewed 
by CJUG 

ADAM, CJUG 
SDTM,
PMDA

Refine the 
explanation

Final Review 
and release



Theme2 : Issue Summary Writing Guide
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Present • To struggle to consider the explanation
• Explanation varies from company to company

Future•
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• Japanese version and English version are 
available
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ü Please review errors carefully. 

ü You are responsible for all contents in the 
explanation. 
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• Schedule
– 2022 : Proofread
– 2023 : Release in PHUSE Advance Hub
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• Task Members
– Kayo Inushima Biogen Japan, Ltd.
– Noriyuki Shibayama Janssen Pharmaceutical K.K.
– Zhengyan Luo Bristol-Myers Squibb K.K.
– Eri Sakai Novartis Pharma K.K.
– Hisae Yagishita A2 Healthcare Corporation
– Yasuhiro Iijima Novartis Pharma K.K.

Thank you
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Join Us?
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Member list
Company Name （mention）

Eli Lilly Koichi Yamaguchi （⼭⼝孝⼀）

Eli Lilly Tomohiko Funai （船井友彦）

Novartis Yasuhiro Iijima （飯島康浩）

Novartis Eri Sakai （坂井絵理）

Novartis Takashi Kitahara （北原孝志）

Janssen Iori Sakakibara （榊原伊織）

Janssen Noriyuki Shibayama （柴⼭典之）

Sumitomo Pharma Rie Kageyama （影⼭理絵）

Sumitomo Pharma Shinichi Hotta （堀⽥真⼀）

Company Name （mention）

AstraZeneca Yasuhiko Ozawa （⼩澤康彦）

AstraZeneca Kazuki Fukuzawa （福澤和輝）

A2 Healthcare Hisae Yagishita（柳下壽栄）

A2 Healthcare Ryo Watanabe （渡部亮）

A2 Healthcare Takafumi Kamon（嘉⾨貴⽂）

Biogen Kayo Inushima（⽝嶋嘉代）

Chugai Keita Takahashi （⾼橋慶多）

Ono Yoshiko Kitagawa （喜多川佳⼦）

Bristol-Myers Squibb Zhengyan Luo （羅ソウエン）

44



Reference

• New Drug Review with Electronic Data (English): 
https://www.pmda.go.jp/english/review-services/reviews/0002.html

• Technical Conformance Guide (English): 
https://www.pmda.go.jp/files/000247157.pdf

• Form A (English): https://www.pmda.go.jp/files/000247169.pdf
• PMDA eData workshop (Japanese): https://www.pmda.go.jp/files/000247521.pdf
• PHUSE RG templates:

cSDRG : Clinical Study Data Reviewer's Guide (cSDRG) Package - WORKING GROUPS - PHUSE 
Advance Hub

ADRG : Analysis Data Reviewer's Guide (ADRG) Package - WORKING GROUPS - PHUSE Advance Hub
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