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Tl (LT TEMBIAA K1) BAEM4F4818IZ2HET,

* TRHEEFT—2I12EHHHAEZEN (FormA) | (LLF TForm
Al ) AEF4E6H278IZ EﬂznT
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HEEETFT —2ICEAFRAEY (Form A) (FM4FE6A27HEKET)

* T—ARHA FESHBIT L5, FRERICET SForm AD4.1.1bLIE®D
3‘ RTODBERNDT—2HA FIZEENTWBARLENHY ., —EFDIEE
AHSBITLHEIXTEAHLY,
° PMDA(:oté-‘r‘—'sle KSR HIR
(FEEFT A REICEHT S5 RNENEFA S PBESTIACDOLNT  CDISCEZ#EENMT—4 ;
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* PMDAMBIZR LT-RBEZIZ. Form AD4.1.1b, c.
EUOdOITARTHDIEAMIACSDRG/ADRGOD ECIZEFE

NAERXRENPHUSETEZE L 1=,
° LUFHEKRTIIPHUSEDT—42 4 FtemplateZ{E LD,
ERERZTTRY

Reviewer’'s Guide 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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cSDRG

1.3 Study Data Standards and Dictionary Inventory

Medical Events Dictionary

Other standards (optional)

Form A

FormA4.1.1b-T—42 1t v k

T—& 2y MESRHCHER LBl N—Ta v
XTF—FEy MEBE LAY F—2a VRRICBOWTHEA L=V a VR DY
EMIANY T = a VEBIER LN —Va v EERTAI L, @

MedDRA<

[WHODrug Global<’

(Zofth) «

a

Standard or Dictionary Versions Used Rk A=e Lishe
e
SDTM +— [So™ : :
SDTMIG< o
TR ; . [ADaM- o a
Controlled Terminology ADaMIGE a
- Define XMLE  |SDTM : < |
Data Definitions ADaM : &
. . .- " Controlled- SDTM : « |
Medications Dictionary t etz ADaM <

> racat applicable)

EARELN—T g

ADRG

1.3 Study Data Standards and Dictionary Inventory

Standard or Dictionary Versions Used

/ SDTM

SDTM Controlled
Termimology

ADaM

ADaM Controlled
Termunology

Data Definitions
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shuse Form A 4.1.1b - SDTM(1/2)

cSDRG

2.3 Trial Design Datasets
Are Trial Design datasets included in the subnussi

(If no, delete the remainder of this section. If ye
2.3 and provide additional information below.)

2.3.1 TA —Trial Arms

(Text here)

2.3.2 TE — Trial Elements
(Text here)

2.3.3 TV —Trial Visits

(Text here)

2.3.4 TI - Trial Inclusion/Exclusion Criter;

(If criteria are not fully described in TL complete A
hyperlink to the pages in blankerf pdf that contain t

2.3.5 TS —Trial Summary

(Text here)

Form A

H#HAEFETHT—FE v M5 (SDTM) <

BT 7ANE

[ Jdefine.xml<’ 4 v

Define.xml, cSDRGIINLTIRE SN EHERE
£, DT, cSDRGIZEHIIFE,

T —4& 74 F<  |0Study Data Reviewer’s Guides? €———
F—HtEy ke (RIHOAEC
R TOIEFOEEMEHL, 2iodh5:
THORVE DIFHIRLRWI &, &

TA< Oe

TD« Oe

TE< O«

TI< O

TS O«

V& O«
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shuse Form A 4.1.1b - SDTM(2/2)

SEIDIRE Form A AL TLELEE,
3.4 SDTM Subject Domains cSDRGIZEEHIFIFE

z - ] .| Related
E 5 3 ; & Using f
Dataset — Dataset Label = z o) & =| RELREC T [ BETALDICTF 2y /RZEE T2 EEICTF = v 7
— - &R, A5/ B e i
AE — Adverse Events TFRAAS VIZERBHE R HAE SUPP HJ(-j
DM — Demographics X \ TWRWESIZIE A A Z L[ SUPP ﬁf):!?:‘j B~
DS — Disposition P N RAA ANZEERT B Z &, fii Ff <
AE< Oe O« O O« a
EX — Exposure X CE< O« O« Oe Oe <
CM«! O« Oe O< O< a

3.4.x Dataset - Dataset Label \ <

(Text hore)

HRBLEAf URERShTLNSEE, | — B O I

cSDRG 34 xIZREi & h B~ - S
s O« O« O« O« <
< O« 0« g« O« <
3.3 Annotated CRFs 4——Pp|Annotated CRF<'  |[J[ JAnnotated CRF # #g: !

(Text here or indicate this section is not applicable)
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shuse Form A 4.1.1b - ADaM(1/2)

!
Form A ADRG
Define xmllZhFIRH SN HREELD T,

ADRGIZEE#HFTE
7. Submission of Programs
All programs for analysis datasets and primary and secondar
IRHEFET \_7'_\ —HEy M (ADalgi) i all created on a <text here> platform using <version>. The 1
X§$ﬁﬁc I‘J? ‘E‘)‘ }‘% &W%?&_ﬁ‘aﬁﬁ%: & % AD&_W dﬂtaset'i is "-:d-ate:-“’.
EET 7 A [Cldefine xml« /
Analysis Results Metadata D3 Hi< 7.1 ADaM Programs
OC#EH & D <
O define xml 25 ¥ TIE He P O \I i
OOz oM (OOO0or) « rogram Name utput Macro Use
OCfEd & L
F &K Ko |0O0C Analysis-DataReviewer’s-Guide<®
7.2 Analysis Output Programs
Program Output
o o Name Number Title
ADRGIZEEHEH[FTE
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sue Form A 4.1.1b - ADaM(2/2)

Form A |7—%E» te |F=&Ev FOREe HAEEHER (EST
h DIEGIF z v F)

. & O LN

e [ ExmzEALCLALEA.
ah = TE e —= . <
f]jDFj_ ADRGIZEEHIIFE

OO —&R T Fa]<

OO-+®0 (Efd:Qgogg) €

AD RG 5.2 Analysis Datasets

v
< 8
=
£ 52 i
=g =
g 225 a BEE
g & =L 3 8| =3
Dataset = 2| E 2% § E ;_‘
Dataset Label Class = F £2=TsE £ =2 Structure
7.1 ADaM Programs e
_ _ Subject Level Analysis | ADSL X One observation per
Program Name Output Macro Used Dataset

5.2.1 ADSL - Subject Level Analysis Dataset

(insert your text here)
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shuse Form A4.1.1b - ZDHDT—42 £ v b

cSDRG

Form A ADRG

1.4 Source Data Used for Analysis Dataset Creation
(1nsert your text here)

Include the following text if applicable: Please refer to the Legacy L
Appendix for additional details.

BHEFETL T2y 15 (ZOff) <

3.2 Traceability Flow Diagram T 4% GEEFEST) o B

(Diagram here, or indicate the diagram 1s located in th ‘\b

Appendix.)

/
¥
a e -
. . \ 5.2.x Dataset — Dataset Label
(A new section 1s required for each dataset that 1s hyperlink
be copied to create a new section for each dataset. The text
match the dataset name and label.

MREZFET ATty bF (E0M) | L&, BEEFT—2DRM T+ ILE THSmiscT+ )L
FIZHNT DK S LFADaMBE R TIIBENT -2 THS, T—F IS > TIXBEYLEHEA &1L THRE
L. RETDBENDH D,

BET—2HA F~DEREE R

O 755 EMEEHEIZEL:-T—4: ADRG 1.4
O ADaM# R TlX 7 LV ZAESIZ: ADRG 5.2.x
OL—YHEYTAIZRHERT—42: cSDRG 3.2
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o orm .1.1C - T v 3

~

OYV—ILRUOIN—D 3 Y

Form A [ ZF=— 2 cpisc @a T &

[E$R

EELEAT e |
NETUF DI g e
(SDTM ¥ ADaM T &k %15
Sl ldE  sE) <

(FIFHICDWTE, A ) F g LW - bRETF— 4237 FOFEBLE) o

/'

4.1 Conformance Inputs

Was a validator used to evaluate conformance? <Yes> <No>
If yes, specify the version(s) of the validation rules:
(Text here)

Were sponsor-defined validation rules used to evaluate conformance? <Yes> <No>
If yes, describe any significant sponsor-defined validation rules:
(Text or table here. If significant amount. include as an appedix)

Were the SDTM datasets evaluated in relation to define xml? <Yes> <No>

Was define xml evaluated? <Yes> <No>

\
ADIA

6.1 Conformance Inputs
Specify the software name and version for the analysis datasets
(Text here)
Specify the version of the validation rules (1.e. CDISC, FDA) for the analysis datasets
(Text here)
Specify the software name and version for the define xml
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p@e Form A4 1 1c-N\)T—o 32 YV—I)LEO/N\N—v 3 Y

Form A Section 4

PMDAMD /N T—< 3 )L
—IILDIN—2 3 B S EE 4. EFF - 2BEEBET 5 CDISC BB RD S h HREHERGR. BARK. BEEZMENE
42 DTS DI
A . e.g.
I SMSE1ADEIRTIE T CDISC WHlF— X OBRINY 5 2 VB PI\%IDA Studv Data
N—3220% LL [Es— | [Lresus—vavi—ron—var < > 2lA ey
S g o appe | [ RHECERTEL N -U a3 41 RU 42 BOET Validation Rules Ver.3.0
> E {3.07§\x(12\1’bﬂ BE1= DB EBL T— o ThEACHET 2k
M. N—23 220(FFF5
F3A3MBZ+HL > TZITAN
1'-=..|'-_-'.|tt fd:éo N, T, ~—
SEEE == - N N N N N

(BEEEFT—2EHI(ZR]
9 SHEfigHlR (FAQ, T— _
RIZEHRAOTE) ) Form A Section 4.1.1c

— — e.g.
i ;zglﬁiﬂg?iscé?tﬁﬁﬂi51‘“& L=k REAF— 2 H A KO PHMESE 21 SMEse

> — o S 4 = \' ‘ o e - S T d -

NYF—30YT k9T o e - v4.2.0, Engine PMDA
O SO o e N EHLEZAAF = ary—| /
7A=Ua v ESRUTY WRGEDA—p o (2010.2)
DUBBEFEEHT S, (SDTM }» ADsM TR 5%
Al ids 128 -
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shuse Form A 4.1.1c -E& MBI B4LBIE

Form A Bl .
S LR T A 40 E e

®CDISC (SDTM) ~CHENDEEI AT LB dET 228, &
TRt hES (FE (RuleID MiEskE -5t <
’ a
ADaM-”
AT SR e

KCDISC (ADaM) ~DEMOEECET L EHREGCETH L, &
F— Ao FES |FE (RuleIlD OIEHRE ST <

cSDRG PHUSE templatel(Z(ZRule ID ADRG
4.2 Issues Summary 0) jj 3 -L\b§ 7‘-d: L \ T: &) Eaﬁﬂf‘:ﬁn 6.2 Issues Summary

. y = == - :
(text here and/or use following table) 0) fd: L \ J: P RE N =10 (1nsert your text here and/or use following table)
Dataset | Diagnostic Message Severity Count | Explanation Dataset | Diagnostic Message Severity Count | Explanation
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shuse Form A 4.1.1d — fEATIZBE 9 B 153k

Form A ADRG

7. Submission of Programs

All programs for analysis datasets and primary and secondary

d._BEHTI-RE T SR all created on a <text here> platform using <version™. The inf
RITAo ¥ 2 L0EH ADaM datasets is <date>.
OO<2as&HhE
OO~ & HfER T LD, BRTLIY A5 ESGHEESE RS e
(PO : CO00) Program Name Output Macro Used
OOFE Oz, BH7LIT XL ESHIEEEEIRE
(R Ed - JO0O0)
LEASH OSSN ABAEE 04 T (OooDD) = T
R LR T hoTy -
XTOF LK YRBRBY T I TEMAL TV ABAICERTOV T b TiEoW e R
TaET 22,
VIO TH (R—Tigi):
T ERRE (F2 L -2 g A TFL, NP g ) 7.3 Macro Programs
Program
Name Purpose
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AR UBEEEICET 3582 (CTPMDAIZ& YIRS h

T35,
— RHEZFETAHT—2tY FF (Z0O4t) |

(324 THEY)

BT—2H4A FOSRERZRFTIT IDLELNHLHEEZZ D,
T—32HA PSRRI DEICLSFETLERLES>WEENDE

(REERmNPREF) — B HURRHICERE

yANT R TP

S IHDFEAE(ZFE



e & &)

* HiliMAHA FASFAFE4A1BIZKETE . PHUSERSEEFTF—4
F—LDABIZEYT—A2HA FIZEHBERZIEBHMNForm AIZTT
RNTHBETETTWAIENERSINT=,

® RHEROCDISCIEEEN T — R ICEHT BEHODKENLEZSHBIT S
EMT[gEE Lo T=,

® Form AMD4.1.1b, c. U dDITRTNHIEHHIACSDRG/ADRGD £
CEFENBIRNENPHUSEREEF T — I F—LTEERL., TOHE
#=rL7T=,
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Eli Lilly Koichi Yamaguchi (1A% —)
Eli Lilly Tomohiko Funai (FhF A E)
Novartis Yasuhiro lijima (BR&EE
Novartis Eri Sakai (RFFAIE)

Novartis Takashi Kitahara (JL/RZEE
Janssen lori Sakakibara (#i# & F18)
Janssen Noriyuki Shibayama (£ L188:2)
Sumitomo Pharma Rie Kageyama (& 1L1EE#z)

Sumitomo Pharma Shinichi Hotta (EHE—)

AstraZeneca Yasuhiko Ozawa (/NEREE)
AstraZeneca Kazuki Fukuzawa (f&ZH#E)
A2 Healthcare Hisae Yagishita (I TF=%)

A2 Healthcare Ryo Watanabe CEIf5)

A2 Healthcare Takafumi Kamon (ZFI&32)
Biogen Kayo Inushima (KIEZL)
Chugai Keita Takahashi (S18E%)
Ono Yoshiko Kitagawa (Z%)II{£F)

Bristol-Myers Squibb ~ Zhengyan Luo (G#Y 7 T >)
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p@e OptimizingtheUse = ..

of Data Standards

phuse.global

Project Scope

To raise awareness of eData submission to PMDA globally, especially focusing on PMDA specific requirements and practical challenges. To provide ideas for improvements for eData submission
process/deliverables and to discuss better solution for both for PMDA and sponsar/CRO.

Objectives:

1. Produce a white paper to clearly describe PMDA specific requirements, best practice and suggestion for improvements

2. Create a presentation on tips of eData submission to PMDA to be presented at a Webinar, SDE or Connect

Project Leads Email Published Deliverables Date

Kazuki Fukuzawa kazuki.fukuzawa@astrazeneca.com Best Practices for the Submission of Data in Japan 09-June-2022

Koichi Yamaguchi | yamaguchi_koichi@lilly.com

Takashi Kitahara takashi.kitahara@novartis.com
Shinichi Hotta shinichi.hotta@sumitomo-pharma.co.jp
Yasuhiro lijima yasuhiro.iijima@novartis.com

Yoshiko Kitagawa | yo.kitagawa@ono-pharma.com



p@e Reference

®  PHUSE Best Practices for the Submission of Data in Japan (&#14E7H98)

° (AR FRFOETFT—FIRHICET SBEMMAA FICDWLNT| (FF454
A1B®ET)

® BEEFT—AICELEHEBAEHE (FormA) (SF44E6H27BHKET

¢ [BEEF T —2IRHICE T4 BAMENET A L EEFEICDOLNT] 456
A29HCDISCE#EN T — I RFEF T —FIRBICHNBBEMEVEEEIAEIC
ESE RSB TEEES

®  PHUSET—#% #iA4 Ftemplates:

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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