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CDISC Standards: Now and to Come 
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Keynote  From Wikipedia, the free encyclopedia 

“A keynote is a talk that establishes the main underlying theme.  The 
keynote lays the framework for the following programme of events or 
convention agenda.  
 
Keynote speakers are often selected to raise interest in a particular event, 
and draw attendees to attend that program. Selecting a keynote speaker 
who is well known for his or her expertise in a particular field, or who has 
wide name recognition due to other accomplishments, will probably raise 
enthusiasm among prospective attendees for a meeting or conference. 
 
The term key note comes from the practice of a cappella, often barbershop 
singers playing a note before singing.  The note played determines the key 
in which the song will be performed.”  

“See how to apply SAS specifically to the challenges of the pharmaceutical 
and healthcare industry, understand issues related to FDA regulatory 
compliance, and explore emerging industry standards like CDISC, SDTM, 
and ADaM.” 
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"First things first, but not 
necessarily in that order.” 

  
 -- Dr. Who 

      

CDISC Standards Now 



The CDISC Vision: Informing patient care and safety 
through higher quality medical research 

•  Global,	
  open,	
  mul.-­‐disciplinary,	
  vendor-­‐
neutral,	
  non-­‐profit	
  standards	
  developing	
  
organiza.on	
  (SDO)	
  

•  501(c)(3)	
  charitable	
  non-­‐profit	
  Founded	
  
1997,	
  incorporated	
  2000	
  

•  Member-­‐supported	
  (>300	
  academia,	
  
biopharma,	
  service	
  providers)	
  

•  Associa.ons	
  with	
  ISO	
  TC	
  215	
  (Liaison	
  A),	
  
HL7,	
  Joint	
  Ini.a.ve	
  Council	
  	
  

•  Coordina.ng	
  CommiSees	
  in	
  Europe,	
  Asia	
  
§  Par.cipants	
  from	
  >	
  90	
  	
  

•  Standards	
  freely	
  available.	
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The Clinical Data Interchange Standards 
Consortium 



© CDISC 2013 5 

The CDISC Standards Guide  
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1-Click Standards 
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Key	
  Technical	
  Ini-a-ves	
  for	
  2013	
  

•  Communicate	
  updated	
  tech	
  
plan,	
  roadmap,	
  status	
  

•  Improve	
  integra.on	
  and	
  
coopera.on	
  across	
  teams	
  –	
  
host	
  Intra-­‐Changes	
  

•  Make	
  SHARE	
  real	
  and	
  
sustainable	
  	
  

•  Improve	
  online	
  collabora.on	
  
tools	
  for	
  standards	
  teams	
  	
  

•  Improve	
  involvement	
  of	
  
global	
  volunteers	
  

•  S.ll	
  more	
  transparency:	
  
§  Publish	
  new	
  charters	
  
§  Maintain	
  schedule	
  of	
  milestones	
  
§  Improve	
  project	
  tracking	
  info	
  

•  Improve	
  processes	
  
§  Rollout	
  new	
  standards	
  process,	
  

tools,	
  training	
  
§  Expand	
  Stds	
  Review	
  Council	
  
§  Appreciate	
  volunteers	
  

•  Coordinated	
  new	
  versions	
  of	
  
founda.onal	
  standards	
  (SDTM)	
  

•  Make	
  CFAST	
  succeed	
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The CDISC Standards Review Council 

8 

•  Reviews	
  all	
  standards	
  prior	
  to	
  
pos.ng	
  for	
  comment	
  or	
  
provisional	
  or	
  final	
  use	
  

•  Verifies	
  quality,	
  completeness,	
  
and	
  harmonious	
  consistency	
  
with	
  exis.ng	
  standards	
  

•  Provide	
  input	
  and	
  advice	
  on	
  new	
  
ini.a.ves	
  or	
  on	
  issues	
  escalated	
  
from	
  teams	
  as	
  requested	
  

•  Meets	
  biweekly;	
  Chaired	
  by	
  CTO	
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Public	
  Comment	
  Tracker	
  –	
  CDISC	
  Needs	
  You!	
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Proposed Online Course Release Schedule  

8-10 
modules 
2013Q2 

10-12 
modules 
2013Q3 

10-12 
modules 
2013Q4 

10-12 
modules 
2014Q1 

10-12 
modules 
2014Q1 

10-12 
modules 
2014Q2 

SDTM/IG Basics 
SDTM In-Depth 
Global Approach  
TAs 

CDASH 
CT 
PRM 
SEND 
TAs 

Proprietary and Confidential 

ADaM  
ODM 
Define-XML  
TAs 

Goal: to have online courses for:  
• all foundational standards by 
end of 2014 
• all TAs (ongoing as they go into 
production) 
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"If we don't change direction soon, 
we'll end up where we're going."  
 

 -- Professor Irwin Corey 
      

CDISC Standards to Come  
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2013 CDISC Technical Plan – Foundational Standards 
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CDISC Technical Roadmap 
Foundational Standards 

Semantics 

Therapeutic Areas 

SDS Product Family 

CDASH Product Family 

SHARE 

BRIDG 

Track 1 

Track 2 

Track 3 

SEND 

PROTOCOL 

Others 

XML Technologies 

Glossary 

ADAM 

Controlled Terminology 

Health Care Interoperability 
IHE 

ONC/Euro-rec 

CRProcess/SHARE 

Data Exchange Layer 
XML, OWL, JSON… 

Semantic Layer 
BRIDG/SHARE 

Functional Layer 
SDTM, SEND, ADaM, CDASH  

Implementation Layer 
Therapeutic Area Guides, 
Healthcare Interoperability 
Kits 

SDTM  v4 
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”Somebody has to do something, and it’s 
just incredibly pathetic that it has to be us."  
       
       -- Jerry Garcia 
 

Data Transparency & Accessibility 
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SHARE 

BRIDG, ISO21090 

Protocol, CDASH 

SDTM, ADaM 

Terminologies 

1
7 

•  Single, trusted, authoritative source for 
CDISC data standards 

•  Concepts, metadata, collections, 
relationships, value sets across the full 
spectrum of CDISC content 

•  Links research to healthcare concepts to 
support interoperability 

•  Aligned with NCI Semantic Systems 

•  Access to data 
standards 

•  Source to target 
mapping & traceability 

•  Transformation logic 

Facilitates 
Data 

Exchange 

c. Impact 
Analysis & 
Inheritance 

b. Gov’c 
work-
flows 

a. 
Change 
control 

c 
b 

a 

Adapted from Source by Sue Dubman, Sanofi-Aventis 

17 

bridg 
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"The art of medicine consists in 
amusing the patient while nature 
cures the disease." 
 

 --Voltaire 
      

   

CDISC, CFAST & Therapeutic Area Standards 
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Source: Dr. Ron Perrone PKD Foundation & Tufts Univ. 

Desired future endpoint Current endpoint 

PKD Clinical Use Case 
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CAMD Data Repository for  
Alzheimer’s Disease  

Copyright  C-Path 2011 22 

 

•  CAMD Goal – identify biomarkers to ID patients very early in  
  their disease 
 

•  Using CDISC standards, remapped and pooled data from 
  22 clinical trials; >6,000 patients 
 

•  Database open to qualified researchers; currently >200 in   
  35 countries 
 

22 
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FDA	
  PDUFA	
  V	
  goals	
  2013-­‐2017	
  	
  

Clinical	
  Terminology	
  Standards	
  (Sec.on	
  XII	
  E	
  pg	
  28):	
  
	
  

	
  	
   	
  Using	
  a	
  public	
  process	
  that	
  allows	
  for	
  stakeholder	
  input,	
  FDA	
  
shall	
  develop	
  standardized	
  clinical	
  data	
  terminology	
  through	
  
open	
  standards	
  development	
  organiza.ons	
  (i.e.,	
  the	
  Clinical	
  
Data	
  Interchange	
  Standards	
  Consor.um	
  (CDISC)	
  with	
  the	
  goal	
  
of	
  comple.ng	
  clinical	
  data	
  terminology	
  and	
  detailed	
  
implementa.on	
  guides	
  by	
  FY	
  2017.	
  

http://www.fda.gov/downloads/forindustry/userfees/prescriptiondruguserfee/ucm270412.pdf 

FDA has defined specific goals for 
 development and use of data standards 

23 
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•  CFAST	
  is	
  an	
  ini.a.ve	
  to	
  accelerate	
  clinical	
  research	
  and	
  medical	
  
product	
  development	
  by	
  crea.ng	
  and	
  maintaining	
  data	
  
standards,	
  tools	
  and	
  methods	
  for	
  conduc.ng	
  research	
  in	
  
therapeu.c	
  areas	
  that	
  are	
  important	
  to	
  public	
  health	
  

•  With	
  the	
  enactment	
  of	
  FDASIA/PDUFA	
  V,	
  FDA	
  recognized	
  the	
  
opportunity	
  to	
  work	
  with	
  CFAST,	
  along	
  with	
  TransCelerate	
  
Biopharma	
  and	
  the	
  pharmaceu.cal	
  industry,	
  	
  to	
  develop	
  
therapeu.c	
  area	
  data	
  standards.	
  

 

Coali-on	
  For	
  Accelera-ng	
  Standards	
  &	
  Therapies	
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Current	
  Status:	
  Therapeu-c	
  data	
  standards	
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Released Standards 
2011-2012 

Work in Progress Planned for 2013 

Alzheimer’s Disease  Asthma Traumatic Brain Injury 
Pain  Alzheimer’s v 1.1 Oncology 
Tuberculosis  Multiple Sclerosis Schizophrenia 
Virology Cardiovascular Virology v2 – Hepatitis C 
Parkinson’s Disease Diabetes 
Polycystic Kidney Disease 
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•  Mindmap/model of disease area clinical concepts 
•  Essential core data elements with definitions, data types 

(simple & ISO 21090), BRIDG and SDTM mappings 
•  SDTM domains and examples  
•  Minimum value sets (code lists) with definitions and c-

codes 
•  User/Implementation Guide with permissions statement  
•  Standard CDASH CRFs with SDTM annotations, as 

appropriate 
•  Ideally, ADaM Analysis model examples (e.g., ADSL) 
•  Possibly study design models, SEND examples, etc. 

Therapeutic Area Standards:  
Baseline Content 

26 
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”Mustard’s no good without roast 
beef.”  
 
    -- Chico Marx 
 

Developing CDISC Standards 
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A New Process 

28 
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Asthma User Guide Example 

29 
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SHARE Business Template Example for 
Vital Signs 

•  Helps focus user attention on content rather than model details 
•  Domain friendly – Do not have to know the BRIDG model 
•  Do not have to understand the ISO 21090 data types 
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Stage 0 Stage 1 Stage 2 Stage 3 

Scoping,  
Inputs, 

Planning 

Concept 
Definition and 

Modeling 

Standards 
Development 
(Metadata, 

Terminology, User 
Guide, Examples) 

Internal 
Review 

Public 
Review Publication 

Months <1-2 
 

Months 2-4 
 

 
Months 3-6 

 
Months 6-10+ 

Target	
  Timelines	
  Under	
  New	
  Process	
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“It’s not what you don’t know that 
gets you in trouble.  It’s what 
you think you know that just ain’t so.” 
 

  --Mark Twain 
 

CDISC Standards and FDA 
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Source:  FDA PDUFA IV IT Plan 
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FDA Messages on Standards 

•  “The World is Round”  
§  Clinical data are not flat and cannot be exchanged using flat two-

dimensional files without significant loss of meaning 
•  FDA is transitioning to a “round view of the world” of 

clinical research 
§  CDISC-HL7 standard will get us there 

•  SDTM is here to stay 
§  Will transition from a standard submission format to a standard view of 

data in support of simple analyses (e.g. distribution, means, etc.) 
•  But Flat Files Don’t Inherently Capture the Tree Structure, which is itself 

important to understand the data 
§  Better approach: data model that inherently captures relationships at the 

point of collection and can transmit them.  

Source:  Armando Oliva, FDA 
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Source:  Lilliam Rosario, FDA 
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Data Standards Program Process Framework 

Require-
ments 

Definition – 
Business 

Case 
Development 

Alternatives 
Analysis  

Adoption Implement
-ation 

The image cannot be displayed. 
Your computer may not have 
enough memory to open the 
image, or the image may have 
been corrupted. Restart your 
computer, and then open the file 
again. If the red x still appears, 
you may have to delete the image 
and then insert it again.

Develop or 
Change 

FD
A 

S
D

O
 o

r E
xt

er
na

l  
S

ta
ke

ho
ld

er
 (I

nd
us

try
) 

Initiation Develop-
ment 

Public 
Review 

Public 
Release 

(Available 
for Use) 

Internal 
Review 

FRN/ 
Guidance  

SDO Development Process 

Use an 
Existing 
Standard 

 
 
 
 

Testing 

FDA SME Interaction  

3/1/2013 

Industry 
Participation 
in Standards  

Testing 

CFAST TA SC Meeting – 21 March 2013 
Draft FDA Standards Development Process 

Source:  Mary Ann Slack, FDA 
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Source:  Chuck Cooper, FDA 
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”I look to the future because that’s 
where I‘m going to spend the rest 
of my life. 
 

 George Burns 
 

A Few Final Keynote Ideas for the Road 
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Source:  Frederik Malfait 
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Strength through collaboration. 

44 

 
"If I could drop dead right now, I'd be the happiest man alive." 
       

  -- Samuel Goldwyn 
 
“Ask not what you can do for your country, ask what’s for lunch.” 

  
  -- Orson Welles 

 


