[image: ]Structured Data Capture (SDC) Initiative 
Office of the National Coordinator for Health Information Technology (ONC)

[bookmark: _GoBack]SDC Summary 
NEED
The use of EHR data for secondary purposes is limited due to a lack of uniformity in data structure, transport, and definitions across EHR systems. This limitation is compounded by the fact that clinician workflow often records patient information in unstructured free-text data well after the episodes of care. Streamlining EHR data in a structured way can accelerate quality and safety improvements, improve population health, and foster scientific research.

To address these challenges, the Office of the National Coordinator for Health Information Technology (ONC) launched the Structured Data Capture (SDC) Initiative with the following goals: 

· Provide an infrastructure to standardize the capture and expanded use of patient-level data collected within an EHR
· Support and spur the development and implementation of software and pilots which incorporate these standards, prior to their consideration for inclusion in Meaningful Use and EHR certification requirements
· Include functionality which supports enhancements and efficiencies in diverse domains such as patient-centered outcomes research and clinical trials, adverse event reporting and public health monitoring and surveillance, Determination of Coverage and patient care 

METHODOLOGY
To achieve the goals above, this project utilized the Standards and Interoperability (S&I) Framework and took advantage of its proven, structured approach to deliver standards, engage community, and allow all stakeholders visibility into each step of the project. The key stages of the S&I Framework included: Pre-Discovery, Use Case Development, Identification Evaluation and Harmonization of Standards, Implementation Support, Standards Development and Balloting, and Pilots and Evaluation. 

The SDC infrastructure consists of four standards which enable EHRs to capture and store structured data. These include: 
· A standard for the CDEs that will be used to fill the specified forms or templates;
· A standard for the structure or design of the form or template (container);
· A standard for how EHRs interact with the form or template; and
· A standard to enable these forms or templates to auto-populate with data extracted from the existing HER

These standards facilitate the collection of data in such a way that any researcher, clinical trial sponsor and/or reporting entity can access and interpret the data in electronic format. They also support development of concise, architectural guidance using documentation, tooling and formal models to assist vendors in applying technical requirements for the use of specified forms or templates. 


Participation
There were 329 “Committed Members” who participated in the SDC initiative over the course of the project. The SDC community represented a wide array of industry stakeholders. Of the list of committed members and industry stakeholders, special note should be made to those with the most participation in the course of SDC.  Those organizations include:
· National Library of Medicine (NLM)
· National Cancer Institute (NCI)
· Center for Disease Control and Prevention (CDC)
· Centers for Medicare and Medicaid Services (CMS)
· Clinical Data Interchange Standards Consortium (CDISC)
· US Food and Drug Administration (FDA)
· United States Health Information Knowledgebase (USHIK)
· Agency for Healthcare Research and Quality (AHRQ)
· Health Level Seven (HL7)
· Integrating the Healthcare Enterprise (IHE)
· Allscripts™
· Cancer Care Ontario (CCO)
· College of American Pathologists (CAP)
· University of California, San Francisco (UCSF)
· Data Consulting Group (DCG)
· Epic Systems (Epic)
· National Health Data Systems (NHDS)
· OZ Systems
RESULTS
The work of the SDC team and its community members ultimately led to the development of four implementation guides (IG), which include the following: 
	SDC Publication:
	Link:

	SOAP/SAML IG
	http://hl7.org/fhir/us/sdcde/StructureDefinition/sdcde-dataelement

	IHE SDC Profile
	http://ihe.net/uploadedFiles/Documents/QRPH/IHE_QRPH_Suppl_SDC.pdf

	FHIR SDC Profile
	http://hl7.org/fhir/us/sdc/2016Sep/sdc.html

	FHIR DE Profile
	http://hl7.org/fhir/current/sdcde/sdcde.html




VALUE OF SDC
Through the development of the IHE SDC Profile and the FHIR SDC Profiles, SDC successfully created customized frameworks which enable EHRs to capture, populate and transmit structured data. 
Following are a list of specific values and benefits of the SDC standards. 
· Reduce the data collection burden on health care providers.
· Improve clinical research by leveraging data already in EHRs.
· Implement published interoperability standards.
· Contribute to and encourage the use of learning health systems.
· Improve comparability of data to better inform research, quality reporting and ultimately, improve patient care.
· Contribute to the Public Health, Patient Safety Reporting, Adverse Event Reporting, and Clinical Research communities by identifying trends, predicting outcomes, influencing patient care, drug development and therapy choices. 
· Contribute to projects which support more effective use of informatics (e.g. registries, cohort identification, and shared data across multiple sites to provider larger research cohorts).
IMPACT OF SDC 
Structured Data Capture began four years ago as a collaborative effort between NLM, ONC, CMS, FDA, CDC, AHRQ, ASPE and NCI. This consensus-driven, coordinated and incremental initiative received PCOR funding to develop instructions for data elements to enable secondary use of clinical information, specifically for research. SDC provides an infrastructure for capturing, exchanging and using patient data within electronic health record (EHR) systems. 
The SDC Pilots Phase kicked off in October 2015 with a focus on testing and implementing the IHE SDC Profile. The College of American Pathologists (CAP) and the University of California, San Francisco were selected as SDC’s two pilot teams. The IHE SDC Profile was successfully tested and demonstrated at the IHE NA Connectathon in 2015, 2016 and 2017, and at HIMSS in 2017. Similarly, the FHIR SDC Profile was tested at multiple FHIR Connectathons. Both pilots demonstrated their work to the community and reported-out on their accomplishments, lessons learned and next steps in October 2016. 
Industry
The impact of SDC on both industry and research was validated as part of the SDC pilot process. SDC proved useful in addressing real-world use cases such as secondary use of information in EHRs, public health reporting, cancer reporting, collecting structured radiology data, and infectious disease reporting. 
One of the most important outcomes of SDC is its great use outside of the established use case. There is value in considering SDC for disaster reporting, adverse event reporting, exchanging patient care templates, registries, newborn screening for various diseases, death certificates, community engagement, immunization, etc. 

ONC
Based on the work of the SDC community and the SDC support team, ONC now has a standards-based framework for the populations and transmission of structured data (on forms and templates) for use on other ONC projects.  The ability for ONC projects to send and receive structure data provides a fast and efficient way to achieve initial levels of interoperability between different organizations operating with different systems. 
Additionally, SDC outcomes represent a highly coordinated and successful effort between multiple Federal Agencies (ONC, NLM, NCI, CDC, FDA, AHRQ, ASPE) and IHE, a Standards Development Organization.  The alignment of ONC with an industry recognized SDO provides additional  industry recognition for the work done by ONC.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                
PCOR 
The development of the SDC standards provides researchers and clinicians with an infrastructure to standardize the capture and expand the use of patient-level data collected within an EHR. This advances research efforts to develop interoperable infrastructures which maximize efficiency, advance research opportunities, and improve future health policies.
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· SDC community members and SDC implementers should continue to stay involved by:
· Participating in IHE and its QRPH working group sessions. 
· Continue to implement the SDC standards in clinical, research and mobile systems applications. 
· Participating in HL7® and its Work Group Meeting sessions
· Providing feedback to HL7® on implementation experiences and lessons learned
· ONC should work to reference the SDC IHE Profiles in future iterations of Policy where appropriate. 
· Support the community led efforts to continue the work on the SDC IHE Profile, led by the College of American Pathologists and other pilot team participants. 
· Continue to work and coordinate closely with key SDOs, e.g., IHE and HL7 FHIR to maintain and enhance implementation guides.
· Participate in the relevant SDO work-groups as necessary to help amend supportive standards and avoid duplication of effort, especially for security and privacy.
· Develop dedicated SDC sponsors/participants in ongoing SDC IG support within the SDO(s).
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To learn more about the SDC Initiative (i.e. project charter, milestones, use cases, implementations specifications, SDO efforts, pilot activity, SDC initiative lessons learned and recommendations) please read the complete SDC project summary located here:   https://oncprojectracking.healthit.gov/wiki/display/TechLabSC/SDC+Home
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