CDISC

CDISC is an industry Standards Organization (http://www.cdisc.org/) that is working closely with other health-related standards organizations such as Health Level 7 (http://www.hl7.org/), as well as the FDA, to develop global, platform-independent data standards that enable information system interoperability to improve medical research and related areas of healthcare.

The standards have many different but interrelated specialties, ranging from data transfer standards from vendor-to-vendor/Sponsors and Sponsors-to-Regulatory-Agencies, as well as document standards such as Protocol Representation in machine-readable format.  All of these standards are being driven by specific teams within CDISC.

Analysis Data Model (AdaM)

The Analysis Data Model (ADaM) is a set of guidelines and examples for analysis datasets used to generate the statistical results for submission to a regulatory authority such as FDA.  It specifically addresses needs of statistical reviewers. 

The AdaM module is expected to leverage the standards of the SDTM for the development of Statistical Standards, and subsequent transfer to FDA.

Standards for Exchange of Nonclinical Data (SEND)

The Standard for Exchange of Non-clinical Data (SEND) Models has been prepared by the SEND Consortium to guide the organization, structure, and format for non-clinical data submitted to the FDA. The focus of the SEND activities has been on data collected from animal Toxicology studies and is currently being extended to safety pharmacology studies. SEND is intended to facilitate transfer of non-clinical data from sponsor to the FDA and subsequent loading into the FDA repository.  The intention is that all data from GLP nonclinical studies will eventually be available in SEND format.

It is important to note that while SEND has been developing standards for content of Nonclinical data, they have adopted the SDTM as the data transfer standard for the structure.  

Study Data Tabulation Model (SDTM)

The CDISC SDTM is the submission data transfer standard for Sponsor’s electronic submissions to the FDA using the electronic Common Technical Document (eCTD) format.

The SDTM standard provide both a conceptual framework and a structural framework for clinical data.  The most visible part of the standard are the implementations of the frameworks as data exchange structures (so called domains), optimised for medical review per study.

The conceptual framework include for example a classification schema of clinical observations, proposed qualifiers describing the subclasses of clinical observations, controlled terminologies for some of the study parameters, observation values and qualifiers.  Currently the conceptual framework and the structural framework, with e.g. data elements for values and a standardised timing format (ISO8601), have been implemented as 20+ data exchange structures, such as Vital Signs and PK/PD data domains.

However, SDTM does not provide a standard specifying the types of clinical observations to be collected. 

ODM/XML

CDISC's ODM standard is a quite complex, all-embracing, structure for exchange of different levels of data and metadata using predefined core XML elements, that also can be extended with more elements. The "define.xml" extensions (also known as CRTDDS, Case Report Tabulation Data Definition Specification) and some new element in ODM 1.3 do have elements for e.g. value lists definition and reference, to describe the dataset variables (items) within per study. 

Terminology Services and Metadata Registries

Controlled terminologies from FDA, LOINC, CDISC, MedDRA, SNOWMED, UMLS are all now made available through National Cancer Institute’s (NCI) Terminology Service (EVS). For example the terms in FDA's SPL standard can now be accessed through caCORE API:s. 

CDISC’s data elements and value domains such as code lists will also be made available through NCI’s Data Standard Repository (caDSR), as part of the Bioinformatics Core Infrastructure (caCORE). However, there are some issues around how to reference these globally reference. The concepts, terms and definitions in caDSR is incorporated from the NCI Thesaurus. Later on we will be able to globally reference, or denote, the identified super-/sub-concepts in NCI Thesaurus using concept codes (instead of the concept terms as today are assigned as identifiers in the OWL file) as the last part in the URI:s. For example http://ncicb.nci.nih.gov/xml/owl/EVS/Thesaurus.owl#C38114 as the global identifier for the super-concept known as the term "Drug Route of Administration".

