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P21 eVWVERFIE X ERAIX B (Difference between P21
Enterprise and P21 Community)

Enterprise Community
»Designed for teams to collaborate »Designed for programmers to QC
on their standardized deliverables

» Regulatory submission preparation
» Standards management
» Continuous compliance »Open source

»Runs on cloud
»Used by FDA and PMDA

»Runs on desktop

(L]
Cdlsc Using Pinnacle 21 Enterprise™for NMPA Data Submission



- CDISC % hEBIZER (CDISC Translations -
. Chinese)

- BHAZEARIE ( Most Commonly Used Controlled Terminology )
* The Analysis Data Model (ADaM) v2.1
“.1 + ADaMIG vi.1

« ADaM OCCDS v1.0

« SDTMIG v3.2
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= BERIlES (DataFitness)
See how your data performs across six quality dimensions
« SDTM Compliance
¢« Controlled Terminology
. Regulatory Conformance

Metadata
Data Quality

Analysis Support
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iBE (Issue Management and Tracking)

A Home Molecule A > Phase Il Trial SDTM
VALIDATION Progress Data Fitness Score  Projected Score -
S DTM = (2 Export Report View v
0 Overview 29% /20 70
. Issues
I Q Status » | Assignee v | Source v || Impact » || Dataset » || Explained v | Change v Group By v
Datasets
Rule Message « Affected Change ¢ Impact® Statu
Duta Reports AE - Adverse Events (22 Issues)
SD0008  #iE¥EMedDRAIA 1% BIAEDECODAE [Data ] 1 New High [ Fix Later
Define.xml SDO064  FAEEDMEF LB ENE [Mapping | Data) @ 1 New High
SD1089  AESTDYX:ME AN [ Mapping ] (=] 1 New High [ Fix Now ]
Reviewer's Guide
SD1090  AESTDYEREFEM [ Mappin (=] 2 New High [Fix Later)
SD1093  AEENDYZRHEREWE [ Mapping ] 1 New High [ Fix Later ]
] SD1094  AEENDYZERHERIER [ Mapping] 2 New High
] SDINM4  FiEtEMedDRAIRSSFIZEIAEBODSYSHIE [ Data | Mapping [ Metadata ] € 2 New High
SDO037  AHKEEE(Action Taken with Study )RP XA AEAEACNE RAIME [ Metadata) oK =] 3 New [open]
Validate Data SDO037 skt (Causality) B T X MRFFI# 4 BIAEREL ZMASHA [ Motadata) 3 How
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SDO057  FHEHBISDTMAMEMMEEERAEHLTCD [ Mapping | 2 1 New [ open ]
SDO0S7  KASREISDTMAELHREEMAELLT [ Mapping | 1 New [open]
SDO0S7 A EISDTMALELNIL T MAELLTCD [ Mapping ] 1 New [ open]
SDO0S7  KHEEHBISDTMAEMHETRMAEPTCD [ Mapping ] 1 New  open]
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R EIEFEE (Issue Management and Tracking)

IssueDetails‘ Explanation | Activity

SDO058: ZEE|IERIESEH M, EIAESDTMERF

Description Dataset
RATSOTMERIF HrE B F fE L AERGIRE . AT XA B AERE, oM
MANERBFERESEREL.
Affected
Fix Tips M 1
PN ¢ R AR R e
REI2 : R R R L, g::

OIS 1 AR R G L.
Only variables listed in SDTM should appear in a domain. [Z1)

Confirm that there is no standard variable name that should be used
in place of the custom variable. 21}

Review the variable identified and confirm it is not a standard
variable. If it is a sponsor-defined variable then it must be removed;
update the mapping specification accordingly. [Z)

Q,Search |
VARIABLE &

RFICTTC

Manage Issue

Ipact Status ® Fix Later
High

Change Assignee R
New

Sources [x Mapping
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5] Dual Screen View X

Progress

Comments

° PJ 2 minutes ago
Data Fitness

FE BAUEXMESHRENS ? Score

Edit - Delete (30

Progressing

Projected Score

%
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° Add a comment. Use @ to notify a team member.
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e Create a Custom Standard
 Validate Standards & Terminology

» Track Changes in Metadata

Thetemplate does not have a tab for codelists. If you are usinga new codelist, you will need to upload the Custom
Terminologyfirst.
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o EFIFREFMARIE (Custom Standards and Terminology)
Obtain Standard =) Customize -

¢ e spreadsheetfrom P21 Standards N

\

Upload Custom !

Standard |

Validate Custom 7 ‘
Standard

Apply Custom

Promote t
OMOteto ) Standard to Data

Package

Production

l«l«l«l
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Define-XML

Phase II Trial DM (AO%) - SPECIAL PURPOSE fi7f8: dm.xpt &

Annotated Case Report Form &

TR wE /R E b )-] RERETE SEREARISOH
v AFEXHE =
Study Data Reviewer's Guide &
v Mg STUDYID HRgeHiR 7 text Identifier 6 Protocol
TA (i3E48)
DOMAIN BEES text Identifier 2 Assigned
DM (AD%) o
AE (Adverse Events) USUBJID FEEME — TR text Identifier 11 Derived
v BRARE — -
> REHE SUBJID B ER BHF text Topic 11
» S ifiEge RFSTDTC EESRFTHBR/IE date Record Qualifier 150 8601 Derived
RFENDTC EiFSRETE /MR date Record Qualifier 1S0 8601 Derived
RFXSTDTC ERETAT B/ date Record Qualifier 150 8601
RFXENDTC FREF AT B A/ AR date Record Qualifier 1S0 8601
RFICTTC null date 1S0 8601
RFPENDTC S5ERAS/ME date Record Qualifier 150 8601
SITEID FARPATIRF text Record Qualifier 5 Assigned
INVNAM ARELE text Synonym Qualifier 13 Assigned
BRTHDTC B/ HiE date Record Qualifier 1S0 8601
AGE i integer Record Qualifier 8 Derived
AGEU Fitaf text Variable Qualifier 5 | Age Unit Assigned
+ "YEARS"
SEX 3 text Record Qualifier 1|Sex
- "F"
.
RACE FhiE text Record Qualifier 45 | Race
+ "ERERERRHEATESEA"
. EAT
« "RERE AREHHRRER"
« "EIETIIA"
+ "RARIEHEREA"
ETHNIC R text Record Qualifier 24 | Ethnic Group
« "EHF R TR
« "FEEMFUN TR

Using Pinnacle 21 Enterprise™for NMPA Data Submission

12



Define-XML

To create a Define.xml, we can:

« Start with a blank Define (Start from Scratch)

Copy another study or standard (Copy from Standard)

Copy from another Define (Copy from Define)

Import Excel Specification

Import Define.xml

» Import metadata after a validation (Create from a Validation)

Create from Validation utilizes transport files (“.xpt” files) previously validated using P21 Enterprise.
This is my recommended method and will benefitfrom the full spectrum of functions, capabilities,
and quality checks that P21 Enterprise offers.
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Define-XML

What can P21E do for you automatically:

« Extract Metadata & Merge Standards
« Compare Studies and Versions

* Real-time Validation
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Hi&IEE (Reviewer’s Guide)

P21E can expert the reviewer's guide and pre-populate many information,
include but not limit to:

» Study Data Standards and Dictionary Inventory(section 1.3)

» Trial Design Datasets (section 2.3)

» Do the submission datasets include screen failures? (section 3.1)

» SDTM Subject Domains (section 3.4)

» Data Conformance Summary(section 4.1-Conformance Inputs & section

4.2- Issues Summary)
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cdisc

7% &1EF (Reviewer’s Guide)
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