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Programming Getting Started With a New  ming+Practice+Guidance 2T OREREIZER Y T BR
Practice Project A RTASN
Guidance Language FRIRT — &% O, #t. 7 — X LD H D good
Program header programing practice(GPP) ® 4 1 ¥ v & L L T,
Revision history GPP_Guidance_Document_v1.1.docx AR & T\ 5,
Comments RKIHAZATEHTa T ZIVITROa—REaA L bo
Naming conventions FLAFIERIB RSN TWD, EIZSAST 1 7 F < MIT 1203,
Coding conventions ZZToynr 7 7oA R Stata 72 £ b A
Log File Checking TE 2%, £, ZOFANT SAS~ 7 v & SFEICE WV CTER
Portability ENTEHWARWA, 7 allbBHTE 5,
Hard coding
Defensive programming
APPENDIX
4 17 The Roadmap for Information on data http:/52.255.142.186:8090/display/WEL/The+Roadmap+ FrIFEEERRERICI T, #r/z 2020/11/30
Nonclinical Data standards implementation for+Nonclinical+Data+Standards+and+Elements+to+Im  7Z2fE#E% BH% - 22T B ERIC,
Standards and + Considerations for data prove+Data+Access FHRHESRLT ' —F 2 Red
Elements to standardization 5 ETHEITHENRTEXD,
Improve Data + Summary A= TlE, ERFEICRT 2E 2, KRBT —
Access + Links for Stakeholders SN BT HIEHEFLEDE SENAALAT T | A 72 A ERA R ~
DT Fa—F|IZONTRHENTWD,
4 13 SEND + New to SEND? http://52.255.142.186:8090/display/ WEL/SEND+Implem  SEND (X PMDA TiZ#&H %k 2020/12/14
Implementation - Implementing SEND entation+Guide HDTWZRWA, WS CHGRH F
Guide + Links T 5B FEERIK T — % % SEND

+ Contributing

ARAR—TlE, SEND % 32354 2 BROFREME 2 724t L T
W5,
New to SEND?

- SEND Fundamentals : SEND O X, IG O AFHLE
L OEWF A E&FRT 5,

+ CT Fundamentals : Controlled Terminology ¢ J&##.,
ANFREZTHAT D,

* Define.xml Fundamentals : define.xml M F&f, F3%
YU I RTARAFIZ OV T D,

+ Getting SEND-ready : SEND % #7212 E#ET LD
HEERIZOWTHAT 2,
Implementing SEND

- FAQ

BT DA AP 72 AR
HEULEBREIIBE LD,
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+ News

+ Forum
Links

+ FDA Study Data Standards : FDA DU Y —ZA~_X—,
FipEROY 7 bilEh T o,

- CDISC SEND : SEND IG ¥ X ' Controlled
Terminology ~® VU > 7,
Contributing

+ Frequently Asked Questions (FAQs)

+ Usage Guidelines

+ SEND Implementation Wiki Contributor Guide

4.6

PhUSE Archive

N/A

httpsi//phuse.global/Communications/PHUSE_Archive/l

PhUSE Connect, Single Day Event, CSS 7 & T CDISC
B, FDA ODHER T A RPN TV D,

WA SR D R 2 4 4%
o CDISC %, HIFEE 7T —
HAERRICENL DI R DA &
nNTBY, BHITRD,
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5. Pinnacle 21

https://www.pinnacle21.com/

Pinnacle 21: 4 —7>C, =a— F A7y — &M LT HK, SDTM,ADaM,0DM,LAB &\ 7= CDISC #EA#E~DHE G % fif

W3 D7 CDISC

Validator ® BH% % 17> T\ %, CDISC Validator (T 13 2 £ (Community) & A #HiR (Enterprise) 728 ¥ . PMDA |34 #+0 Enterprise it % Fll .
Pinnacle 21 &8 — A X— B2 H D [COMMUNITY | % 7 O8N E Z /BN

\ & VYo RFHERA -
BERES BB 4 Table of Contents FlAE® Y xS
Download Summary
CEHH
51 Forum N/A tRT 2T A NED T 7 AT RE, Pinnacle 21 1289 % & RAcH: —
BITH LMW TEX D,
[General] [Support] [Product Suggestions] O 77 IV RIOE RAH: Tz, BEORFEEZSRT L2
O N, A SN TW5, [Supprot) (Zid, AARFESCHEEE TV &N TED,
BOENRTEL 74— T LbHEINTND,
THTY NEERTEZEICEY, BROBRMNAREIC /2D,
5_2 Blog N/A FRY =TV A MY T 7 B RAEE, [E3T® Pinnacle 21124 % & 2020/12/1
STV IR THY
Pinnacle 21 B9i# (Pinnacle 21 Community D #E/. FDA ZEREIENE  &KH O Pinnacle 21 2 I =2 =7
DAV TA I T —ORNE) ORFIERVBHERFETHT NS, 4 — DOTEH Z ML TE D,
53 Downloads * N/A tFRY 2T A NED T 7 AT RE, " Pinnacle 21 Community"® —
D Fyra—RBIO, &HMT
" Pinnacle 21 Community"® i # ki, "CDISC Terminology"¥ & DT R EHRT DA
M Define.xml Stylesheets”® % 7o o — KN T& 5, ¥72, {2 Ab— Thd,
NV IEREA T EELLE STV A, 72k, Pinnacle 21 Community
{Z1%. Validator, Define.xml Generator, Data Converter,
Clinicaltrials.gov Miner 23 & £ CW5, XU u— K74 aFiZdh
%. “Release Notes” #7 UV v 79252 & T, A& ik L TRFTTE
FIZhpote i, NTBEREERHRT LI ENTE D,
[ Compatibility with Enterprise] Ti. Enterprise it & Community
WO A ZERETH I N TE S,
5_4 Validation N/A R =T A ML T 7B AARE, % CDISC #Z#|zxt4 5N F —
Rules

% CDISCZH#EIZxt T BN 7 — v 3 Y b— N T —Z _R— 2L E TV
2o

-SDTM

-SEND

-ADaM

-DEFINE-XML

— g VI — VBRI LW
BRIZEHTH® 5,
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KEAZEZ VI THZ LT AN T =2 a b b=V EERTDHIENT
&%, 2, R—VELHORBEA~F—U—RE2ANTDLZ LIZED,
NYF—va)b—)VEmET 5 LR TE5, SDTM,ADaM,
DEFINE-XML TiZ. FDA, PMDA 1511.6, PMDA 1810.3 ® /N U 5 — 3~
2V ERET DI E B TE D,
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Document
ation

N/A

ERY=2THA RV T VAR,

Pinnacle 21 Validator IZB#E L7z K% 2 X > b, HE#., RFHENHEN, &S
nTWn5b,

+ Pinnacle 21 Community Documentation
-Installation

-MedDRA Installation

-WHODrug Installation

-SNOMED Installation

-CLI Usage

-Engine Compatibility

-Understanding PMDA Engins

-Known Isses in PMDA Validation Engine 1810.3
-How is P21 Community Updated?

-How to Uninstall

-FAQ

+ Publications and Articles

-Considerations When Representing Multiple Subject Enrollments in
SDTM

-Best Practice for Explaining Validation Results in the Study Data
Reviewer’s Guide

-How to Automate Validation with Pinnacle 21 Command Line
Interface and SAS®

-Diagnostics of technical errors in define.xml file

-Do's and Don'ts of Define.xml

-The Most Common Issues in Submission Data

-The Need for Therapeutic Area User Guide Implementation

+ Regulatory Documents
-Study Data Technical Conformance Guide

Pinnacle 21 Validator (& B3
THRF A MEEIER
HIENWTEAD,
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-Study Data Standards for CDER & CBER
-FDA Study Data Standards Resources
-FDA Business Rules

-FDA Validator Rules

5_7

Useful
Links

N/A

ERY=2THA RV T VAR,

BT — ZHEHR° CDISC FEHEICRI#E L7z Kk = A > MR EDMRIT & T
Wa,

FDA Data Submissions
+ FDA Guidance Documentations
-Study Data Standards Resources
-Study Data Technical Conformance Guide v. 4.4 (October 2019)
-FDA Data Standards Catalog v6.1 (September 9, 2019)
-Business Rules v1.5 (May 2019)
-Validator Rules v1.3 (October 2018)
-PhUSE Study Data Reviewer's Guide
-PhUSE Analysis Data Reviewer's Guide

+ FDA Presentations

-FDA View: Update on Study Data Submission

-Developing SEND for CBER - Collaborative Workstream Initiative

-Impact of SEND Data on FDA Review of Nonclinical Studies

-Using CDISC-SEND Standardized Data in FDA Toxicology Review:
The KickStart Service

-Study Data Topics at FDA/CDER

-The Evolution of FDA Regulatory Submissions in the PDUFA Era

+ Industry Experience with FDA Data Submissions
-Information Requests During An FDA Review --

PMDAData Submissions
+ PMDA Guidance Documentations
-New Drug Review with Electronic Data
-Data Standards Catalog (2019-11-01)
-FAQs on Electronic Study Data Submission (in Japanese)
-FAQs on Electronic Study Data Submission (Excerpt) (English

W77 — % f11%> CDISC (<}
B R a AL bR TR
T52 ERTE B,
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version, January 2019)
-Technical Conformance Guide (English version, January 2019)
-Study Data Validation Rules Version 1.0 (2015-11-18)
-Study Data Validation Rules Version 2.0 (2019-09-27)
-Attachment 8

+ PMDA Presentations

-Electronic Data Submission and Utilization in Japan

-CDISC HEHEHEILT — & O DOHLK & (Current status of submission
of CDISC standard compliant data)

+ Industry Experience with PMDA Data Submissions

-Understanding PMDA Engines

-Electronic Data Submission to PMDA : Our experiences and matters
of concern

-Lessons Learned for Successful e-Study Data Submission to the
PMDA toward the End of Transitional Period

-Challenges of Submitting Electronic Study Data to Two Authorities:
the PMDA & FDA

-Process optimization for efficient and smooth e-data submissions to
both FDA and PMDA

GoodData Validation Practice

-Good Data Validation Practice

-Introducing P21 Community 3.0

-How to Automate Validation with Pinnacle 21 Command Line
Interface and SAS®

-7 Habits of Highly Effective (Validation Issue) Managers

-Diagnostics of Technical Errors in define.xml File

-Best Practice for Explaining Validation Results in the Study Data
Reviewer’s Guide

-Updates on validation of ADaM data

-Strategy to Evaluate the Quality of Clinical Data from CROs

-Common Pinnacle 21 Report Issues: Shall we Document or Fix?

-Exploring Common CDISC ADaM Conformance Findings

-Common Programming Errors in CDISC data

-Best Practices for Annotated CRF's
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Standards implementation

- SDTM

-What's New in the SDTMIG v3.3 and the SDTM v1.7

-Considerations when Representing Multiple Subject Enrollments in
SDTM

-The Need for Therapeutic Area User Guide Implementation

-Findings About: De-mystifying the When and How

-Considerations and Updates in the Use of Timing Variables in
Submitting SDTM-Compliant Datasets

-Implementing CDISC Standards for Device-Drug Studies

+ ADaM

-Incremental Changes: ADaMIG v1.2 Update

-Timing is Everything: Defining ADaM Period, Subperiod and Phase
-Practical Guidance for ADaM Dataset Specifications and Define.xml

- SEND
-The Benefits, Challenges and Myths of SEND

+ Define-XML

-Using Pinnacle 21 Enterprise for define.xml Creation: Tips and
Tricks from a CRO Perspective.

-Do's and Don'ts of Define.xml

-How to use SUPPQUAL for specifying natural key variables in
define.xml?

- BIMO

-Clinical Development Standards for FDA Bioresearch Monitoring
(BIMO) Submissions

-Sponsor Considerations for Building a Reviewer's Guide to Facilitate
BIMO (Bioresearch Monitoring) Review

5_8

YouTube
Pinnacle
21 F ¥
Fob

N/A

https://www.youtube.com/user/pinnacle21llc/videos Pinnacle 21 2 #2 {§ 9+ 5%

CDISC ®°EF 7 — #RHIZH
T D EBAHEETE D,
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https://www.who-umc.org/

UMC (Uppsala Monitoring Centre) : [EFE[EE 3 EEA (251 5 WHO 4
Dictionaries ZHERFEHL L T 5,

WHODrug @ ¥ 7IZHEEH I N TNAEX—=U 2 L, ITICR Lz,

6. UMC EWRW ey 2 —Thh, Ay =—F VEFHKATH S, KD 1> LT WHO Drug

RpHERR -
=T NR—Y

EHH

vk

Summary

HEEE

Download

B EES B k4 Table of Contents FEER

AN 2 —F ¢ TR N/A

9 D EEE OGS

UToov=7%4 LT 7 ®RAE,
https!//www.who-ume.org/whodrug/whodrug-portfolio/

6_1 WHODrug
Portfolio

WHODrug Global
-WHODrug SDGs

-WHODrug Insight

-WHODrug CAT

-WHODrug Change
Request

P— AT D
WHODrug Global %, [EM4T—4% 7 74/ (IDF) &£ WHODrug %452 Z LN TX2D,
a— RN&E<y T I DHERICEMAT % Cross Reference Tool Japan

(CRT Japan)% OB AN EN TN 5,

- WHODrug Global
Chinese
Additional products and
further services

-WHODrug Cross
Reference ATC 5

-WHODrug Link Korea

-WHODrug Cross
Reference Tool Japan

-WHODrug Vendor
Programme

- Training

-WHODrug and VigiBase

18 P HESRA BT < BT N/A
A E S LT

5D,

LTy =7%A4 MLV T 7 ERAWE,
https//www.who-umc.org/whodrug/subscription/

i FHMERA MR TE D 1k, ARGy, A, VB DRSO R
#FHEhTna,

6_2 WHODrug
Subscription

How to subscribe
WHODrug Subscription
Inquiry

Subscription fees criteria
License Validation Service
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6.3 WHODrug N/A UTFOvzT7HA MLV T 7 &AAHE, LT BT D BRI N/A
Training https://www.who-umc.org/whodrug/training/ ANFETES,

WHODrug training courses
-Webinars, Web-based Training Course, Videocasts., Custom
training O {F HBFEIT SN TN D,

WHODrug User Area
L —F—TA B, 2= T =T N—T I =T 1 IO
HENEH TN D,
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Overview
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