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28 April 2015

Karen DeSalvo, MD, MPH, MSc
National Coordinator, Office of the National Coordinator for Health IT
Department of Health and Human Services
200 Independence Ave, SW
Washington, DC 20201

Dear Dr. DeSalvo,

On behalf of the Clinical Data Interchange Standards Consortium (CDISC), we are pleased to provide written comments to ONC in response to the open draft of the 2015 Interoperability Standards Advisory. CDISC appreciates the opportunity to leverage the expertise of our members by commenting on clinical health information interoperability, in particular, with respect to standards to support a Learning Health System through high quality medical research driven by healthcare information. We look forward to continuing our work with ONC through my participation on the HIT Standards Committee and as co-chair of the Semantic Standards Workgroup and related activities.  We are also pleased to serve as the host for the Learning Health Community, leading its Essential Standards to Enable Learning Initiative and endorsing its Core Values. 

CDISC is a global standards development organization (SDO), focusing on clinical research standards and their link with healthcare.  In the United States, CDISC is registered as a 501(c)(3) non-profit charitable organization.  CDISC Europe Foundation (CEF) and its Asian affiliate (CEF Hong Kong Branch) qualifies within the EU as a Research Organization and a small-medium enterprise (SME) for projects with the Innovative Medicines Initiative (IMI).   CDISC has Liaison A status within ISO and participates in the TC215 (Healthcare Standards Technical Committee) and the U.S. ISO Technical Advisory Group.  CDISC also works with other SDOs through the global Joint Initiative Council.  We currently have over 360 member organizations across the research/healthcare arena, and our successes have been made possible by the efforts and support of thousands of dedicated volunteers, collaborating around the world to realize the CDISC vision and mission.    

The CDISC Vision is to inform patient care and safety through higher quality medical research.  The CDISC mission is to develop and support global, platform-independent data standards that enable information system interoperability to improve medical research and related areas of healthcare. CDISC has dedicated over 18 years to developing, publishing and maintaining global standards for research and standards that will enable a learning health system by working synergistically with standards developed for interoperability within the healthcare arena (e.g. IHE, HL7, ISO), specifically through the CDISC Healthcare Link Initiative.  CDISC standards are freely available electronically through a metadata repository called Shared Health and Research Electronic Library (SHARE).

We understand that the 2015 Interoperability Standards Advisory is meant to provide the industry with a single, public list of the standards and implementation specifications that can best be used to achieve a specific clinical health information interoperability purpose and also to prompt dialogue, debate, and consensus among industry stakeholders when more than one standard or implementation specification could be listed as the best available.  The CDISC comments are presented to you in the form of a table that contains standards we feel should be included in the ONC Standards Advisory. These standards are mature and in use for research purposes and to link with healthcare.  The categories in our table comply with the categories of the table in the Standards Advisory document (although the CDISC transport standards may not be defined in exactly the same manner as those listed in the Transport Standards section of the table provided).  We feel that including these CDISC and IHE standards, which have been developed through a robust and globally accepted standards development process, will provide a glide-path for ONC to enable a true learning health system.  These standards, used in a complementary way, have been demonstrated to save significant time and resources in conducting research studies and in the use of EHRs for research, safety surveillance, and registry reporting, while ensuring traceability (provenance) and increasing data quality by eliminating transcription. They are also endorsed and soon to be required by FDA and by Japan’s analogous regulatory authority, PMDA. Europe’s EMA has already adopted the CDISC requirements for the use of eSource (i.e. EHRs, eDiaries, ePatient Reported Outcomes) from the CDISC eSource Data Interchange Initiative.  CDISC standards were developed to support provenance as a core requirement to ensure that research results are trustworthy, retain appropriate patient privacy and maintain data integrity and traceability from the point of collection through analysis and reporting.

The ONC’s Standard Advisory builds on one of CDISC’s Core Principles: Catalyze global collaboration to maximize sharing of information, minimize duplication of effort and foster the evolution of a global learning healthcare system. CDISC is committed to engaging, supporting and educating key stakeholders in the public and private sectors to ensure standards-based interoperability between EHRs and clinical research systems and to streamlining workflows to accelerate learning health cycles. 

CDISC wishes to maximize the value of medical information to streamline the research process and to accelerate the translation of research findings into clinical decisions that benefit patients around the globe. Our global consensus-based standards for medical research and its link with healthcare are vendor-neutral, platform-independent and freely available via the CDISC website in various formats through SHARE.  As stated previously, CDISC has also worked with IHE and HL7 to develop complementary standards that can work synergistically to streamline the path to a learning health system.  

We hope that these comments and additional standards in the table below will enable ONC to more rapidly advance a learning health system and that they will be added to the Standards Advisory list.  We appreciate that ONC has taken this approach to engage all of us in this process of identifying a core set of robust standards that are currently available to support the ONC vision.

Sincerely,
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Rebecca D. Kush, PhD				
President and CEO, CDISC





Published CDISC Standards & IHE Profiles


	CDISC Standard
	Description
	Implementation Version Release Date

	Vocabulary/Code Set/Terminology Standards & Implementation Specifications 

	Controlled Terminology
	>20,000 Controlled terms and definitions coded in NCI Thesaurus, supporting regulatory CDISC standards such as SDTM, SEND, ADaM, CDASH. CDISC Terminology developed and published in partnership with NCI Enterprise Vocabulary Services (EVS).
	Posted Quarterly;
Pkg 21 released March 2015

	Questionnaires
	SDTM Implementation Guide Supplements with annotated CRFs and Controlled Terminology for representing data from Questionnaires commonly used in clinical studies.
	2013-2015

	BRIDG Model
	Biomedical Research Integrated Domain Group (BRIDG) UML model of the semantics of the protocol-driven clinical research domain, collaboratively developed by CDISC, FDA, NCI, HL7 and ISO.

Version 4.0 includes clinical genomics domain from NCI and CDISC Pharmacogenomics standard; undergoing ballot currently within HL7 and CDISC.
	V3.2 (CDISC & HL7 Standard 2012; Final ISO Standard 2015)



	Protocol Representation Model (PRM)
	BRIDG-based model representing standard protocol elements and relationships
	V1 2010

	CDISC Shared Health And Research Electronic Library (SHARE)
	CDISC Metadata Repository; electronic source for all CDISC standard content, metadata and terminology
	R2 2015

	Glossary
	Glossary with definitions of acronyms and terms commonly used in clinical research. 
	2011

	Content/Structure Standards & Implementation Specifications

	Study Data Tabulation Model (SDTM)
	Ready for regulatory submission of tables of data compiled from clinical research studies

* Required by FDA for clinical trial submissions in 2016
	V1.4 2013
V1.3 2012

	SDTM Implementation Guide (SDTMIG)
	SDTM IG for Human Clinical Trials (Drug Products and Biologics)

* Required by FDA for clinical trial submissions in 2016
	V3.2 2013
V3.1.3 2012

	Standard for the Exchange of Non-clinical Data (SEND)
	Standard for Exchange of Nonclinical Data: SDTM IG to represent data from nonclinical studies.

* Required by FDA for clinical trial submission in 2016
	V3.0 2011

	SDTMIG-MD
	SDTM Implementation Guide for Medical Devices – to represent data from clinical trials using medical devices
	V1.0 2012


	SDTMIG-AP
	SDTM Implementation Guide for Associated Persons Devices – to represent data about persons who are not study subjects (family, caregivers)
	V1.0 2013


	Analysis Dataset Model (ADaM)
	Analysis Data Model describing fundamental principles and standards for creating analysis datasets and metadata.
ADaM Time to Event Model
ADaM Adverse Event Model

* Required by FDA in 2016
	V2.1 2009
V1 2013
V1 2013


	ADaM IG
	IG describing standard data structures, conventions and variables used with the ADaM model.

* Required by FDA in 2016
	V1 2009


	Clinical Data Acquisition Standards Harmonization (CDASH)
	Minimum Core Research Dataset; Clinical Data Acquisition Standards Harmonization – describes basic data collection fields for Case Report Form (CRF) data necessary (across all research studies globally), published with implementation guidelines, best practices and examples provided
	V1 2010

	CDASH SAE Supplement
	CDASH standard describing basic data collection fields for ICH E2B Serious Adverse Events (SAE) data (safety surveillance)
	V1 2013

	LAB
	Standard model for the acquisition and interchange of clinical lab data for research
	V1.0.1 2003

	Transport Standards & Implementation Specifications

	Operational Data Model (ODM)
	CDISC Standard for the regulatory compliant acquisition, exchange and archive of clinical trials data and metadata; forms-based and readily transports CDASH standard CRF data retaining provenance and traceability
	V1.3.2 2013


	Study Design Model
(SDM-XML)
	XML schema specification based on ODM for representing clinical study design, including structure, workflow and timing.
	V1 2011

	Define-XML

	XML Schema Specification to describe metadata for SDTM, SEND and ADaM submission datasets
	V2.0 2013*

	Dataset-XML

	Dataset-XML – schema specification for representing study datasets associated with Define-XML metadata.
	V1 Draft 2013


	Standards & Implementation Specifications for Services

	[bookmark: _GoBack]Therapeutic Area Standards (to complement the prior CDISC foundational standards that apply across all TAs)
	Therapeutic Area (TA) Standards to date, realized through contributions from Patient Foundations, National Cancer Institute and FDA-NIH grants: Alzheimer’s, Asthma, Cardiovascular Disease, Diabetes, Hepatitis C, Influenza, Multiple Sclerosis, Parkinson’s, Polycystic Kidney Disease, Schizophrenia, Tuberculosis, Virology
New TA’s in development:  Traumatic Brain Injury, Breast & Prostate Cancer, COPD, Diabetic Kidney Disease, Rheumatoid Arthritis
	Ongoing Since 2011; posted at www.cdisc.org – Standards

	Healthcare Link Standards
IHE Profiles (developed with CDISC)

	Retrieve Form for Data Capture (RFD)

	RFD provides for gathering data within a user’s current application to meet the requirements of an external system. RFD supports the retrieval of forms from a form source, display and completion of a form, and return of instance data from the display application to the source application. 
	2008

	Clinical Research Document (CRD)

	CRD describes the pre-population content pertinent to the clinical research use case within the Retrieve Form for Data-Capture (RFD) profile. 
	2012

	Drug Safety Content (DSC)
	DSC describes the content and format to be used to pre-populate data for safety reporting purposes. 
	2012

	Redaction Services

	Provides a means to extract pertinent data from an EHR export document, and eliminates the risk of providing more data to a research system than what the protocol authorizes. 
	2010

	Retrieve Process for Execution (RPE)

	RPE enables a healthcare provider to access a process definition, such as a research protocol, and to execute automated activities, without leaving an EHR session. 
	2011

	Clinical Research Process Content (CRPC)

	CRPC specifies content to automate the sharing of information among systems during the clinical research process using the transactions from the Retrieve Process for Execution (RPE) profile. 
	2012

	Research Matching

	Specifies a method for publishing research process definitions to interested EHR systems to enable matching patients and investigators with appropriate clinical research studies. 
	2013

	Data Element Exchange (DEX)

	DEX leverages the concept of a metadata registry to add mapping metadata to an annotated data capture form at the point of form design.  DEX has recently demonstrated through a new project called keyCRF and keyHCSF.
	2013

	Structured Data Capture (SDC)
	SDC utilizes the IHE Retrieve Form for Data Capture (RFD) profile for retrieving and submitting forms in a standardized and structured format. This supplement is based on the work of the US Office of the National Coordinator for Health Information Technology, Standards & Interoperability (S&I) Framework SDC Initiative.
	2014
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