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Technical Plan UpdatesiZld. EFILF X2 A FDOBFE -RET DR, xS S5,
EWIEREMBE I TV B (Therapeutic Area StandardsZf&<*),

http://www.cdisc.org/technical-plan
* Therapeutic Area StandardsIZBIL TIZRIDR—IZiBEch TLVB, hitp://www.cdisc.org/therapeutic
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ABOUT | STANDARDS | COLLABORATIONS | RESOURCES | NEWS/PUBLICATIONS | EDUCATION | EVENTS | MEMBERSHIP

Technical Plan Updates Follow CDISC Today
nooe

The CDISC Technical Plan provides an overview of significant upcoming CDISC planned project [ Tube |
deliverables for the current calendar year. Note the planned schedule of CFAST Therapeutic Area
projects are posted separately at http://www.cdisc.org/therapeutic. The Technical Plan briefly
describes the technical roadmap and, for each team, describes key projects, a date when Technical Plan Project
requirements were formulated, and the target date for issuing draft, provisional or final versions of Current Technical Update

new versions of CDISC standards.

Because projects in progress and schedules are likely to change over time (often due to limited
availability of our volunteers), the chart will generally be reviewed and updated once per quarter,
so check regularly for updates.

Technical Plan (September 2015) TeChnicaI Plﬂﬂ@ﬁﬁﬁ&ﬂ:::”‘él;fééo b
SEOEEHNHIERIE. IrAZEICEMS
P — 30T, BRNICFTVITHEEL, )

. Technical Update for September 2015 H FﬂiwTyj?_b'EE‘i::”\5A¥Tééo
« Technical Update for August 2015 F#:U“/l*ﬂ)ﬁ Fﬂ'}'}—lﬂiﬁ&iﬁ%ﬁfééo ]

\ * Technical Update for June 2015

Technical Update to CAC (15 April 2015)
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CHIZIEBEIhTLEERNS., HFEX 1AV FORRF -XETEBE L. Drafthk -

2~4NR—T

. . Reqs Target
Team Project Description Date State Date

Foundational Content Standards

Frotocol Concepts V1.0 spreadsheet release for
Protocol review and collaboration with TransCelerate

PRG Concepts Common Protocol Template project (concept Draft /04
mapping to Template)
CDASH Model, new domains (PR, HO, SE, DD,

CDASH CDASHIG v2||MI, MO, RP, PC, PP, FA, Q5) to correspond to 2014 ||Draft ||Q4
newer SDTMIG v3.2 domains.
New variables, domain-specific variable class,

. | .- disease milestones, new special purpose domains | 2013- ||Draft  ||Q3

SDTM SDTM v to support SEND, PGx, Devices, Human Clinical ||2015 Final ||Q4

Trials. ———

[ﬁllili\ SDTMv1.51%. SEND. PGx&F %Y K—bd 2 7=%special purpose domainhEINEH.

2015Q4 [CFinalhlRA)—RAFETHIEDH S,
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_NETICREESh=E 4 Webinar—&

SLMLELUVERH

Learning Health Community- ESTEL Update Initiative(2014/11/5)
o &N Good Practice in PMA Submissions for Efficient Regulatory Decision Making(2014/8/21)

Introduction to CDISC Online Courses(2014/6/5)

Ensuring USUBJID is Unique for an individual in an Application(2015/2/12)

»>/N=  Overview on Define-XML and Dataset-XML(2015/1/15)

R 7E
Hepatitis C Public Review(2015/1/8)

2016 FE DR 7 1—)L(CDISCAV IN—[RTE 53 DHELE)

BifEH Agenda
2016/9/8 Healthcare Link Initiative
2016/9/15 Standards Updates and Additions
2016/10/6 Define-XML/ODM Topic TBD

2016/10/20 Standards Updates and Additions
2016/11/3 BRIDG Overview

~

WebinarTls. B&RRIC
EFEHPUDELTERORA
120 EVF,
ExampleZ B\ /=5 X2
TPRINA A FEH TR
BlEhacehHl).,
StandardsDIELL VIR

ISR THIEDTES,
N /
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Pinnacle21 Forum( https://www.pinnacle21.net/forum

Pinnacle21aZa=F1lcTARETN TV B ERTIEY b

- PINNACLE
Forums
GENERAL Topics Posts Last post
News 23 29 By Sergiy 1 year 5 months ago

Latest news about data validation, CDISC standards, and regulatory compliance

56 176 By shahaadesh 5 days 20 hours ago
For less technical discussions about Pinnacle 21 projects. Not for support questions!
SUPPORT Topics Posts Last post.
Troubleshooting and Problems 185 571 By XML4Pharma 1 week 4 days ago
When things just don't seem to work
““““ 249 841 By XML4Pharma 1 hour 48 minutes ago
Technical support questions about SDTM standard and validation rules

[(RIA%E]

-SEBHR(EH )DL, YrhLEBIcH B Post new Forum topic 1KE LN ERZISTET
BIEHLTES,
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' General JT Support T Product
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News:F—%&/\)F =3, CDIS
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—1—-A,

General Discussion:Pinnacle217
Oz I7MIET DM TIE L0
F1ANY 3y

+l'Support J:

Troubleshooting and Problems:
HNEHIF<IELELMESR.
SDTM/ADaM/SEND: iZ#E&/x1)
F=av—=WICET27T7=H
WR—p

Define.xml: {ERE . /S)F—3>
KICRd2HER.

I'Product Suggestions J:
Enhancements and Feature
Requests: #REE k. #iLLv7O
JIIMDTLTTEDIRE
Validation Rule Suggestions:

Pinnacle21 ValidatorA®:EiN
Q—)bw%i /
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