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FDA Announcements 2004 - 2013

HHS—Food and Drug Administration (FDA) 

PROPOSED RULE STAGE 

36. ELECTRONIC SUBMISSION OF DATA FROM STUDIES EVALUATING 
HUMAN DRUGS AND BIOLOGICS 

Priority: Other Significant. Major status under 5 USC 801 is undetermined. 

Legal Authority: 21 USC 355; 21 USC 371; 42 USC 262 

CFR Citation: 21 CFR 314.50; 21 CFR 601.12; 21 CFR 314.94; 21 CFR 314.96 

Legal Deadline: None 
c
Abstract: The Food and Drug Administration is proposing to amend the 
regulations governing the format in which clinical study data and 
bioequivalence data are required to be submitted for new drug applications 
(NDAs), biological license applications (BLAs), and abbreviated new drug 
applications (ANDAs). The proposal would revise our regulations to require 
that data submitted for NDAs, BLAs, and ANDAs, and their supplements and 
amendments be provided in an electronic format that 
FDA can process, review, and archive. The proposal would also require the 
use of standardized data structure, terminology, and code sets contained in 
current FDA guidance (the Study Data Tabulation Model (SDTM) developed 
by the Clinical Data Interchange Standards Consortium) to allow for more 
efficient and comprehensive data review. 
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China’s SFDA Announcement  February 2013

http://www.raps.org/focus-online/news/news-article-view/article/2934/



EMA « Clinical Data Transparency Initiative »

• Project Scope
• Clinical reports & data from all clinical studies in Europe

• Timelines
• Jan 2013 – Apr 2013 : Advisory Groups

• Patient Confidentiality
• Clinical Data Formats
• Rules of engagement
• Good Analysis Practice
• Legal Aspects

• June 2013 : Draft Agency Policy
• Nov 2013 : Final Agency Policy
• Jan 2014 : Policy comes into force



EFSA Announcements

http://www.efsa.europa.eu/en/efsajournal/doc/2760.pdf
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Overview of CDISC Models SEP 2013

Content Standards

Technical Standards

Semantics

Therapeutic Areas Upcoming
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The Evolution of SDTM

• SDTM V1.1 and SDTM IG V3.1.1
– Only for studies initiated prior to 13 Jun 2011
– Date Support Ends 28 Jan 2015

• SDTM V1.2 and SDTM IG V3.1.2
– Published Nov 2008

• SDTM V1.2 and SDTM IG V3.1.2 Am. 1
– Published Dec 2011

• SDTM V1.3 and SDTM IG V3.1.3
– Published Jul 2012

• SDTM V1.4 and SDTM IG V3.1.4
– Expected end 2013



Data Standards Governance

DATA GOVERNANCE PROCESS

DEDICATED TEAM



Technical Plan Project  Schedule Published March 2013

http://www.cdisc.org/stuff/contentmgr/files/0/5fbd2b7afd4cc3ae3274d97d44d7a8b0/misc/cdisc0213.pdf



CDISC Team Charters

http://www.cdisc.org/team-charters

• CDASH Team
• SDS Team
• Device team
• ADaM Team
• XML Technologies Team
• Terminology team
• BRIDG Team
• Questionnaire Team
• Protocol Team



CDISC Volunteers

http://cdisc.wufoo.com/forms/m7p6r7/
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CFAST Therapeutic Area Standards 

CFAST
Coalition for the Advancement of Standards and Therapies

– Joint initiative of CDISC & C-Path

– Development of therapeutic area standards along with FDA and 
TransCelerate Biopharma, Inc.

http://www.cdisc.org/therapeutic





Enhanced Standards Development Process



CFAST Program Overview July 2013



CFAST Deliverables:

1. Mindmap visualization of 
disease area clinical concepts 

2. Essential core data elements of the 
disease 

3. Definitions
4. Data types (simple & ISO 21090)
5. BRIDG and SDTM mappings
6. SDTM domains and examples 
7. Minimum value sets (from code lists) 

with definitions and C-Codes
8. User/Implementation Guide with 

permissions statement 
9. Standard CDASH CRFs with SDTM 

annotations, as appropriate

21

Enhanced Standards Development Process

Source : Cdisc Intrachange July 30 2013
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What is CDISC SHARE?

http://www.cdisc.org/cdisc-share



What is CDISC SHARE?

Watch the video:

http://www.cdisc.org/cdisc-share





CDISC SHARE R1 Implementation Plan

Initial Release of CDISC SHARE is planned early 2014



What is the Potential Value of SHARE?

• Improves data quality based upon better definitions, change control

• Improves data consistency, encourages data re-use and facilitates 
aggregation of data and comparisons across organizations 

• Improves data exchange, sharing, workflow and collaboration among 
multiple parties with clear, unambiguous standardised definitions 

• Supports ability for 2 computers to understand information without direct 
human interpretation (interoperability)

• Provides reduction in costs resulting from maintaining individual (and 
different) dictionaries within research organizations

• Improves the speed by which we develop new standards among all 
stakeholders with consistent, reliable governance

• Maintains version traceability, change control to allow impact analysis

Source : Cdisc Intrachange July 30 2013
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SDTMIG 3.1.3
TU – Tumor Identification
TR – Tumor Results
RS – Disease Response
RELREC – Related Records

SDTMIG 3.1.4
EC - Exposure as Collected
IS - Immunogenicity Assessments
SR - Skin Response
RD - Reproductive Details
MO - Morphology
MI - Microscopic Findings
CV - Cardiovascular Physiology
PR - Procedures
TD - Trial Disease Assessments
DD - Death Details
SS - Subject Status
SDTM 1.4
SDTMIG for Associated Persons
HO - Healthcare Resource Utilization

Overview

Questionnaires
Alzheimer’s disease Assessment Scale – Cognitive (ADAS-Cog)
Mini Mental Scale (MMSE)
Audio Verbal Learning Test Version A (AVLTvA)
Pain Intensity
Brief Pain Inventory (BPI)
EuroQol (EQ-5D)
Karnofsky Performance Status Scale
SF-36 Health Survey
Hamilton Depression Scale
Faces Pain Scale
Mini Mental State Examination (MMSE)
…

Therapeutic Areas

Oncology
Alzheimer’s Disease
Pain
Parkinson’s Disease
Polycystic Kidney Disease
Tuberculosis
Virology



Agenda

1 Therapeutic Area Overview

2 Questionnaires

3 SDTM 3.1.4 Highlights



Therapeutic Area

http://www.cdisc.org/standards-and-implementations



Published Therapeutic Areas SEP 2013

1. Oncology Domains – Included in SDTMIG 3.1.3

2. Alzheimer’s Disease V1 - Final
3. Pain V1 - Provisional
4. Parkinson’s Disease V1 - Provisional
5. Polycystic Kidney Disease V1 - Provisional
6. Tuberculosis V1 - Provisional
7. Virology V1 – Provisional
8. Asthma V1 – Final

* A CDISC provisional release is defined as a proposed standard that has completed a 
public review within the CDISC user community and is available for initial use; but 
subject to modification for some component parts still in process



Therapeutic Area Handling

• Intended as a supplement to the SDTM and SDTM IG

• The document does not replace or supersede the rules of 
the SDTM or SDTMIG

• Published as User Guides

• Includes: 
– Assumptions to the current SDTMIG
– Implementation examples
– Additional domains published in SDTMIG 3.1.4
– Questionnaires specific for the Therapeutic Area



SDTMIG 3.1.3
TU – Tumor Identification
TR – Tumor Results
RS – Disease Response
RELREC – Related Records

SDTMIG 3.1.4
EC - Exposure as Collected
IS - Immunogenicity Assessments
SR - Skin Response
RD - Reproductive Details
MO - Morphology
MI - Microscopic Findings
CV - Cardiovascular Physiology
PR - Procedures
TD - Trial Disease Assessments
DD - Death Details
SS - Subject Status
SDTM 1.4
SDTMIG for Associated Persons
HO - Healthcare Resource 
Utilization

Overview -PKD

Questionnaires
Alzheimer’s disease Assessment Scale – Cognitive (ADAS-Cog)
Mini Mental Scale (MMSE)
Audio Verbal Learning Test Version A (AVLTvA)
Pain Intensity
Brief Pain Inventory (BPI)
EuroQol (EQ-5D)
Karnofsky Performance Status Scale
SF-36 Health Survey
Hamilton Depression Scale
Faces Pain Scale
Mini Mental State Examination (MMSE)
…

Therapeutic Areas

Oncology
Alzheimer’s Disease
Pain
Parkinson’s Disease
Polycystic Kidney Disease
Tuberculosis
Virology



5. Polycystic Kidney Disease 1

The PKD v1.0 User Guide – Provisional version 
was published on 26 FEB 2013



5. Polycystic Kidney Disease 2

The PKD v1.0 User Guide contains:

• Assumptions for existing SDTM standard domains DM, CM, SU, 
DS, MH, CE, LB, SC, VS, FA and QS

– All assumptions present in the SDTMIG are applicable
– Additional assumptions added for special implementations

• Examples of implementation in the published domains



5. Polycystic Kidney Disease 3

The PKD v1.0 User Guide contains:

• Assumptions and examples for SDTM provisional domains:
– Device Identifiers (DI)
– Device Subject Relationships (DR)
– Device Properties (DO)
– Device in Use (DU)



5. Polycystic Kidney Disease 4

The PKD v1.0 User Guide contains:

• SDTM draft domains DD, HO, MO, PF, PR, RP, SS, UR and 
Associated Persons

– Briefly described with assumptions and examples

– Inconsistencies might occur



5. Polycystic Kidney Disease 5

• Common Data Elements (CDE) are used to create the PKD 
Data Standards

• PKD Labs Terminology Guide has been provided

• Specific Questionnaires created for 
– E.g. Pain Intensity



Agenda

1 Therapeutic Area Overview

2 Questionnaires

3 SDTM 3.1.4 Highlights



Questionnaires

http://www.cdisc.org/standards-and-implementations



CDISC Questionnaire Supplements



Difficulties

• Questionnaires are either in the public domain or have 
copyright requirements

– Public Domain  available without further permission
– Copyright  CDISC obtain permission from holders before 

implementing
• Copyright only relates to the creation of CDISC QS Data Standard, not the use 

of the questionnaire in clinical studies

• Some Questionnaires did not get permission for publication 
(EQ-5D, SF-36, …) so no standardization can be done



SDTMIG 3.1.3
TU – Tumor Identification
TR – Tumor Results
RS – Disease Response
RELREC – Related Records

SDTMIG 3.1.4
EC - Exposure as Collected
IS - Immunogenicity Assessments
SR - Skin Response
RD - Reproductive Details
MO - Morphology
MI - Microscopic Findings
CV - Cardiovascular Physiology
PR - Procedures
TD - Trial Disease Assessments
DD - Death Details
SS - Subject Status
SDTM 1.4
SDTMIG for Associated Persons
HO - Healthcare Resource Utilization

Overview - PKD

Questionnaires
Alzheimer’s disease Assessment Scale – Cognitive (ADAS-Cog)
Mini Mental Scale (MMSE)
Audio Verbal Learning Test Version A (AVLTvA)
Pain Intensity
Brief Pain Inventory (BPI)
EuroQol (EQ-5D)
Karnofsky Performance Status Scale
SF-36 Health Survey
Hamilton Depression Scale
Faces Pain Scale
Mini Mental State Examination (MMSE)
…

Therapeutic Areas

Oncology
Alzheimer’s Disease
Pain
Parkinson’s Disease
Polycystic Kidney Disease
Tuberculosis
Virology



Pain Intensity Questionnaire



Important

• Controlled terminology is still under development thus 
some values in the examples are not CDISC controlled 
terms 

• Verify demonstrated terminology against current standards 
before adopting it
– Last version 2013-06-28 present at the NCI EVS website
– http://www.cancer.gov/cancertopics/cancerlibrary/terminologyresources/cdisc

• QSTEST should be created according to the Questionnaire 
Naming Rules



Questionnaire Naming Rules



Controlled Terminology
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General Releases SEP 2013

• Public Review Period ended
– SDTM IG v3.1.4 Batch 1 
– SDTM IG v3.1.4 Batch 2
– SDTM IG v3.1.4 Batch 3
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SDTM IG V3.1.4 Batch 1

• Specifications for representing Exposure data, 
Immunogenicity and Reproductive data

– EC - Exposure as Collected
– IS - Immunogenicity Assessments
– SR - Skin Response
– RD - Reproductive Details



SDTM IG V3.1.4 Batch 2

• Specifications for representing morphology, histopathology

and physiology data

– MO - Morphology
– MI - Microscopic Findings
– CV - Cardiovascular Physiology
– PR - Procedures
– TD - Trial Disease Assessments
– DD - Death Details
– SS - Subject Status



SDTM IG V3.1.4 Batch 3

• Draft SDTM Domain, SDTM Model Document and SDTMIG 
for AP

– SDTM 1.4
– SDTMIG for Associated Persons
– HO - Healthcare Resource Utilization
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