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Agenda 



Background 

• One of 10 active Initiatives under the ONC S&I 
Framework 

• Launched on January 23, 2013 in partnership with NIH 
NLM and AHRQ 

• Key area of focus is enabling the collection of 
structured data within EHRs to supplement data 
collected for other purposes specific to: 
• Clinical research (Patient Centered Outcomes Research/ 

Comparative Effectiveness Research) (NLM FOCUS) 

• Patient safety event reporting (AHRQ FOCUS) 
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Community Participation 

• Strong public & private community participation 
• Over 280+ individuals participated in the Initiative Launch 

Webinar 

• ~200 Registered Community Members; 50+ regularly 
participate in weekly meetings 

• In addition to the NIH and AHRQ, strong federal 
partner engagement and participation:  
• FDA (CDER/CDHR) 

• CMS (esMD) 

• CDC 

• SAMSHA 
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Community Participation 
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Why Focus on Structured Data Capture? 

• Exponential growth in volume and detail of information captured 
by healthcare organizations and payers 

• Strong public and private interest in leveraging clinical data 
captured in the health record during episodes of care (EOC) and 
using this data to supplement data collected for other purposes 
including: research, patient safety event reporting, and public 
health reporting 

• Eventually, such data could be used to enhance EHR data 
collected during EOC. Enhanced data would be valuable for: 
– Quality and performance improvement 

– Determination of Coverage 
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Aggregated and analyzed EHR data can be used to identify trends, predict 
outcomes and influence patient care, drug development and therapy choices. 



Challenge & Opportunity of Using EHRs 

• EHRs are recognized as the data source with the highest 
potential to provide timely and relevant data in a form that is 
quickly usable for quality and safety improvement, population 
health, and research 

• Linking EHR data with other data in a uniform and structured 
way could accelerate the utility of EHR data for supplemental 
purposes 
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The utility of EHR data for supplemental purposes has been limited due to a 
lack of uniformity in the terminology and definitions of data elements across 
EHRs. 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. 



The Value of SDC within EHRs 
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• Will enable patient information to flow securely from EHRs to 
other systems: research consortia, registries, bio repositories, 
and public health systems 

Advances MU3 Learning 
Health System 

• Will enable secure, single-point data entry that populates to 
multiple systems 

Reduces Data Collection 
Burden 

• Aggregated patient data is more comparable 
• Will better inform research, quality reporting and ultimately, 

influence patient care 

Improves Comparability 
of Data 

• Will enable EHR systems to participate in important reporting 
and research activities 

Reduces need for site-
specific EHR 

enhancements 

• Will improve workflow of reporting to public health agencies 
leading to improvements in population health 

Limits barriers to 
volunteer adverse event 

reporting 



Scope of Work 

• Develop and validate a standards-based data architecture so that 
a structured set of data can be accessed from EHRs and be stored 
for merger with comparable data for other relevant purposes to 
include: 
– The electronic Case Report Form (eCRF) used for clinical research including 

PCOR 
– The Incident Report used for patient safety reporting leveraging AHRQ 

‘Common Formats’ and FDA form 3500/3500a 
– The Surveillance Case Report Form used for public health reporting of 

infectious diseases 
– The collection of patient information used for Determination of Coverage, 

as resources permit 
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SDC Standards Focus and  
Success Metrics 

SDC will identify, evaluate and harmonize four new standards that 
will enable EHRs to capture and store structured data: 
1. Standard for the structure of the CDEs that will be used to fill the 

specified forms or templates 
2. Standard for the structure or design of the form or template 

(container) 
3. Standard for how EHRs interact with the form or template 
4. Standard to auto-populate form or template 
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• Standards will facilitate the collection of data so that any 
researcher, clinical trial sponsor, reporting and/or oversight 
entity can access and interpret the data in electronic format 

• Will leverage existing standards such as XML and CDISC 
Retrieve Form for Data Capture (RFD) 



Template Library 

CDE Library 

Clinical Research 

AHRQ CDEs 
[Common Formats] 

CDEs 

Other Domain 
CDEs 

Form Library 

Patient Safety 
Forms [Common Formats] 

Other domain-
specified Forms 

Domain-specified 
Templates 

Structured Data Capture - 
Conceptual Workflow 
 



Structured Data Capture - 
Standards Overlay 
  



Structured Data Capture (SDC) Initiative: 
Proposed Standards  
& Harmonization WGs and Timeline 



SDC Accomplishments to-date 

• Achieved Project Charter Consensus.  
– Strong community involvement in review and in voting of final Project 

Charter 
• Kicked-off Use Case (UC) Development Phase 

– Completed presentation and review of User Stories, Base Flow and 
Activity Diagram 

– UC on schedule to go through consensus voting before end of May 2013 
• Continued Stakeholder Outreach Activities: 

– HIMSS 
– Public Health Organizations (PHRI, JPHIT) 
– Learning Health System 
– SDOs (CDISC, IHE, HL7) 
– EHR/ PSO Vendors 
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Structured Data Capture – 
Use Case Scope 
 

Template Library 

CDE Library 

Clinical Research 

AHRQ CDEs 
[Common Formats] 

CDEs 

Other Domain 
CDEs 

Form Library 

Patient Safety 
Forms [Common Formats] 

Other domain-
specified Forms 

Domain-specified 
Templates 

  Use Case Scope 



SDC Concert Series Presentations 

Kicked-off series of presentations to SDC Community on relevant SDC-related 
Initiatives 
• Federal Interagency Traumatic Brain Injury Research (FITBIR) (31JAN13) 
• AHRQ Common Formats (14FEB13) 
• National Human Genome Research Institute (NHGRI) PhenX (21FEB13) 
• KB Core-Purple Button for Patient Event Reporting (28MAR13) 
• FDA ASTER-D Demonstration (04APR13) 
• S&I Candidate Standards Overview (11APR13) 
• NIH Patient Reported Outcomes Measurement Information System 

(PROMIS) (25APR13) 
• AHRQ USHIK (09MAY13) 
• Duke Clinical Research Institute (DCRI) (16MAY13) 
• Clinical Information Model Initiative (CIMI) (JUN13) 
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And we welcome consideration of other efforts suggested by the community 



SDC Candidate Standards List 

Category Standards Organization Standards 

Vocabulary 
and Code 
Set 

ADA SNODENT, CDT 

AHRQ Common Formats 

AMA CPT 

APA DSM-IV 

CDC CVX, PHIN-VADS 

CMS HCPCS 

First Databank Multilex DDF 

IHTSDO SNOMED-CT, IDNT 

ISO 3166-1, 26324, 639-2 

Medicomp Systems MEDCIN 

NCI NCI Thesaurus 

NIST FIPS 5-2 

NLM UMLS, RxNorm, VSAC 

Northrop Grumman/ICH/IFPMA MedDRA 

NQF NQF 

Regenstrief LOINC, UCUM 

WHO ICD-10-PCS, ICD-9-CM, ICD-10-CM, INCP 



Category Standards Organization Standards 

Content 
and 
Structure 

ASTM CCR, GEM 

HITSP/HL7 C32 

HL7 CCD, Arden Markup Language, CRS, CDA R2, C-
CDA, CTS2, Decision Support Service, Green 
CDA, HL7 v2.x, HL7 v3, WRDA, HQMF, vMR 

IHE Shared Value Services, DEC, RFD, CRD, RPE 

ISO ISO 11179 

Transport 
and 
Security 

HITSP T24, C25 

IETF HTTPS, SSL, TLS 

IHE ATNA, XUA, BPPC 

ITU-T X.509 

OASIS SAML, XSPA XACML 

OMG hData REST Binding for RLUS 

ONC Direct 

W3C SOAP 

Other/ 
Information 
Models 

 CIMI/CEMs, FHIM, CDASH, BRIDG, FHIR 

SDC Candidate Standards List (cont’d) 

And we welcome consideration of other standards suggested by the community 



Candidate Standard: CIMI 

• CIMI aims to improve the interoperability of healthcare systems through shared 
implementable clinical information models 

• CIMI will use a single formalism, common set of base data types, formal bindings 
of its models to standard coded terminologies, and operate at no cost to users 

• To create a new paradigm, a standard set of detailed clinical data models should 
be coupled with 
– Standard coded terminology 
– Standard APIs for healthcare related services 
– Open sharing of models, coded terms and APIs 
– Sharing of decision logic and applications 

 
Netherlands/ISO Standard 
CEN 13606 
United Kingdom – NHS 
Singapore 
Sweden 
Australia 
 
 
 
 

Selected CIMI Participants 
openEHR Foundation 
Canada 
US Department of 
Veterans Affairs 
US Department of 
Defense 
 
 
 
 

 
Intermountain Healthcare 
Mayo Clinic 
HL7 
Tolven 
CDISC 
Korea 
 
 



CIMI Information Model Ideas 
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NIH Common Data Element (CDE)  
Resource Portal 
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http://cde.nih.gov 
 
• Version 1.0 launched in January 2013 
• Provides single point-of-entry for information about NIH-

supported CDE initiatives and CDE tools & resources 
• Enables browsing of descriptive summaries of the CDE 

initiatives and of the subject areas to which they apply 
• Links out to repositories containing the data elements 

themselves.   
• Contains information on 16 NIH-supported initiatives 
• Future enhancements:  additional NIH and HHS initiatives, 

improved navigation 

http://cde.nih.gov/


Repository of CDEs and PAIs  
(under development) 

• NLM, working with NIH and others, working towards 
developing a means of providing easy access and searching 
capability for standardized representations of CDEs and PAIs 
that have been specified using consensus data standards and 
terminologies 

• Approach will capitalize on attributes, capabilities of existing 
distribution systems, such as FITBR, CaDSR, NLM Value Set 
Authority Center and others 

• Resulting repository will serve as a resource for efforts to 
further standardize and harmonize CDEs and PAIs 

• Initial development: 2013 



1. Use Case(s) and Functional Requirements  
2. Identification of National standards for the structure of CDEs, structure for 

forms used to capture those CDEs and standardized functions for how 
EHRs interact with those standards and forms 

3. Implementation guidance to assist researchers, patient safety personnel, 
software vendors and others in apply technical requirements for the 
customized use of structured forms/ templates 

4. Pilots to evaluate use of the specified form standard for CER and patient 
safety event reporting 

5. Proliferation and use of NIH-identified and curated CDEs for PCOR and 
AHRQ ‘Common Formats’ for patient safety event reporting 

6. Alignment and integration to other health IT infrastructure to support 
effective maintenance, distribution, and use of specified forms or 
templates 

7. Enhancement of patient care through improvements in quality and safety 
interventions, population health and research 

8. Improvement in provider experience and workflow when using EHRs for 
patient care and other purposes 

Structured Data Capture Immediate &  
Long-Term Outcomes 
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Structured Data Capture Initiative  
Resources and Questions 

• ONC Leads 
– Doug Fridsma (doug.fridsma@hhs.gov)  
– Farrah Darbouze (farrah.darbouze@hhs.gov) 

• Teaming Partner Leads 
– Lisa Lang (langl@mail.nlm.nih.gov) 
– Amy Helwig (amy.helwig@ahrq.hhs.gov) 

• Initiative Coordinator 
– Evelyn Gallego-Haag (evelyn.gallego@siframework.org) 

• Project Management 
– Jennifer Brush (jennifer.brush@esacinc.com) 
– Zachary May (zachary.may@esacinc.com)  

• Use Case & Functional Requirements Development 
– Presha Patel (presha.patel@accenture.com)  
– Jennifer T. Sisto (jennifer.t.sisto@accenturefederal.com)  

• Standards Development Support 
– Caryn K. Just (caryn.k.just@accenturefederal.com)  

24 SDC Wiki Site: http://wiki.siframework.org/Structured+Data+Capture+Initiative   
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Candidate Standards for the SDC Initiative  
for the S&I standards process see the Community Enabling Toolkit (CET) on the wiki


Candidate Standards for the SDC Initiative  
for the S&I standards process see the Community Enabling Toolkit (CET) on the wiki


Standard SDO Description Source
VOCABULARY AND CODESET STANDARDS
CPT AMA Numeric code set describes medical, 


surgical, and diagnostic services and is 
designed to communicate uniform 
information about medical services and 
procedures among physicians, coders, 
patients, accreditation organizations, and 
payers. Identifies the services rendered 
rather than the diagnosis on the claim


Query Health Candidate Standards List


Diagnostic and Statistical 
Manual of Mental Disorders, 
Fourth Edition (DSM-IV)


APA DSM-IV is a multi-axial system for 
psychiatric diagnosis and codification. The 
manual covers all mental health disorders 
for both children and adults. It also lists 
known causes of these disorders, statistics 
in terms of gender, age at onset, and 
prognosis as well as some research 
concerning the optimal treatment 
approaches


ToC Candidate Standards List


CVX CDC The CDC's National Center of 
Immunization and Respiratory Diseases 
(NCIRD) developed and maintains HL7 
Table 0292, Vaccine Administered (CVX)


ToC Candidate Standards List


PHIN-VADS CDC PHIN Vocabulary Access and Distribution 
System
(VADS) is a web-based enterprise 
vocabulary system for accessing, 
searching, and distributing vocabularies 
used within the PHIN. Currently, there are 
533 value sets and over 1,850,000 
concepts in PHIN VADS. PHIN Vocabulary 
Standards is a key component in 
supporting the development and 
deployment of standards-based public 
health information systems


ToC Candidate Standards List


ICD-10-PCS WHO Procedure Coding System (PCS) used in 
the US for medical classification of 
procedural codes. Typically, uses a letter 
followed by 2 digits format. Compliance 
date for ICD-10-PCS is Oct 1, 2014


Query Health Candidate Standards List


HCPCS CMS Set of health care procedure codes. Level I 
of the HCPCS is comprised of CPT. Level II 
of the HCPCS is used primarily to identify 
products, supplies, and services not 
included in the CPT codes, such as 
ambulance services,  medical equipment, 
and prosthetics


Query Health Candidate Standards List



http://wiki.siframework.org/CET+-+Standards+Identification





Standard SDO Description Source
Multilex DDF First DataBank Multilex Drug Data File is the United 


Kingdom’s most comprehensive and 
widely used drug databases and is 
integrated into clinical systems across the 
whole healthcare community


Query Health Candidate Standards List


ISO 3166-1 ISO Codes for the representation of names of 
countries and their subdivisions defines 
codes for the names of countries, 
dependent territories, and special areas of 
geographical interest.  It defines three sets 
of country codes: two-letter, three-letter, 
and three-digit codes


ToC Candidate Standards List


ISO 26324 - Digital Object 
Identifier (OID)


ISO ISO 26324:2010 specifies the syntax, 
description and resolution functional 
components of the digital object identifier 
system, and the general principles for the 
creation, registration and administration 
of DOI names (where DOI is an acronym 
for “digital object identifier”)


Query Health Candidate Standards List


ISO 639-2 ISO/LOC ISO 639 is a standardized nomenclature 
used to classify all known languages. Each 
language is assigned a 2-letter (639-1) and 
3-letter (639-2 and 639-3) lowercase 
abbreviation. Codes for the representation 
of names of languages. There are 21 
languages that have alternative codes for 
bibliographic or terminology purposes


ToC Candidate Standards List


SNOMED CT IHTSDO Machine-readable collection of structured 
medical terminology and used 
internationally (multilingual)


MEDCIN Medicomp 
Systems


Provides integrated physician and nursing 
documentation, clinical decision support, 
and patient management, mapped to 
reference terminology standards. It's a 
proprietary, standard system of medical 
vocabulary that's a point-of-care 
terminology intended for EHR use


ToC Candidate Standards List


ICD-9-CM and ICD-10-CM WHO Clinical Modification is the official system 
for diagnostic classification of morbidity 
data associated with US hospitals. 
Typically, 3 digits in format. Compliance 
date for ICD-10-CM is Oct 1, 2014


Query Health Candidate Standards List


Candidate Standards for the SDC Initiative  
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Standard SDO Description Source
NCI Thesaurus NCI A standard reference 


terminology/ontology used by NCI to 
support cancer research. It is curated and 
maintained by NCI. It contains only 
concepts and relationships needed to 
support caCORE, caBIG, and caGrid 
semantics as well as numerous other users 
and collaborators such as the FDA and 
CDISC. While it is cancer-centric, other 
terminology has been added for NCI 
collaboration with other institutions


ToC Candidate Standards List


FIPS 5-2 (State Codes) NIST FIPS are developed when there are 
compelling Federal government 
requirements such as for security and 
interoperability and there are no 
acceptable industry standards or 
solutions. FIPS are a standardized set of 
numeric or alphabetic codes issued by 
NIST to ensure uniform identification of 
geographic entities through all federal 
government agencies. Some examples of 
FIPS Codes for geographical areas include 
FIPS 10-4 for country codes or region 
codes and FIPS 5-2 for state codes


ToC Candidate Standards List


UMLS NLM Set of files/software that combines health 
and biomedical vocabularies/standards to 
enable interoperability. Enables linking of 
information (e.g., medical terms, drug 
names, and billing codes) across different 
systems. Three main tools: Metathesaurus 
(e.g., LOINC, SNOMED CT), Semantic 
Network, and SPECIALIST Lexicon/Lexical 


ToC Candidate Standards List


RxNorm NLM Provides a normalized naming system for 
generic and branded drugs; and a tool for 
supporting semantic interoperation 
between drug terminologies and 
pharmacy knowledge base systems. It 
contains the names of prescription and 
many over-the-counter drugs available in 
the U.S. About 60% of drug names from 
source vocabularies receive RxNorm 
normalized names in addition to the 
names provided by the source 
vocabularies. The other 40% do not 
receive RxNorm normalized names 
because they are either out of scope or 
their names are too ambiguous


Query Health Candidate Standards List


Candidate Standards for the SDC Initiative  
for the S&I standards process see the Community Enabling Toolkit (CET) on the wiki







Standard SDO Description Source
MedDRA Northrop 


Grumman/Intern
ational 
Conference on 
Harmonization 
(ICH)./IFPMA


A clinically validated international medical 
terminology used by regulatory authorities 
and the regulated biopharmaceutical 
industry throughout the entire regulatory 
process, from pre-marketing to post-
marketing activities, and for data entry, 
retrieval, evaluation, and presentation. 
MedDRA is managed by the MSSO 
(Maintenance and Support Services 
Organization), which reports to the 
International Federation of 
Pharmaceutical Manufacturers and 
Associations (IFPMA) and that is owned by 
Northrop Grumman


Query Health Candidate Standards List


NQF Value Sets NQF Derived from the value sets developed by 
quality measure developers and collected 
by NQF


HeD Candidate Standards List


LOINC Regenstrief 
Institute


Database and universal standard for 
identifying medical lab and clinical 
observations to support electronic 
exchange. Used by IHE and HL7


Query Health Candidate Standards List


UCUM Regenstrief 
Institute


Code system intended to include all units 
of measures. The purpose is to facilitate 
unambiguous electronic communication 
of quantities together with their units


HeD Candidate Standards List


International Classification of 
Nursing Practice (INCP)


WHO ICNP classifies patient data and clinical 
activity in the domain of nursing and can 
be used for decision-making and policy 
development aimed at improving health 
status and health care delivery.


http://www.who.int/classifications/ic
d/adaptations/icnp/en/index.html


International Dietetics and 
Nutrition Terminology (IDNT)


ADA/IHTSDO IDNT provides a standardized set of over 
450 terms to reflect each step of Nutrition 
Care Process and Model. IDNT is a 
controlled vocabulary that promotes 
consistency of care as well as facilitating 
documentation within the electronic 
health record. IDNT is currently being 
mapped to SNOMED CT.


http://www.informatics-
review.com/wiki/index.php/IDNT


Postal Code Value Set USPS Series of 5 digits (plus an optional 4 
additional) that define geographic 
distributions in the US (e.g., zip code)


ToC Candidate Standards List


SNODENT ADA Subset of SNOMED CT including relevant 
anatomic sites, morphologic concepts, 
normal/abnormal functions, conditions 
and diseases of interest to dentistry. 
SNODENT aims to provide standardized 
terms for describing dental disease, 
capture clinical detail, capture patient 
characteristics, and permit analysis of 
patient care services and outcomes.


Walter Suarez


Candidate Standards for the SDC Initiative  
for the S&I standards process see the Community Enabling Toolkit (CET) on the wiki
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Standard SDO Description Source
CDT ADA The purpose of the CDT Code is to achieve 


uniformity, consistency and specificity in 
accurately reporting dental treatment. 
One use of the CDT Code is to provide for 
the efficient processing of dental claims. 
Any claim submitted on a HIPAA standard 
electronic-dental claim must use dental 
procedure codes from the version of the 
CDT Code in effect on the date of service


Walter Suarez


AHRQ Common Formats AHRQ AHRQ "Common Formats" refers to the 
common definitions and reporting formats 
that allow health care providers to collect 
and submit standardized information 
regarding patient safety events to Patient 
Safety Organizations (PSOs). 


http://www.pso.ahrq.gov/formats/comm
onfmt.htm


Value Set Authority Center 
(VSAC)


NLM The Value Set Authority Center (VSAC) 
currently serves as the authority and 
central repository for the official versions 
of value sets that support Meaningful Use 
2014 Clinical Quality Measures (CQMs). 
The VSAC provides search, retrieval and 
download capabilities through a Web 
interface and APIs


Kelly Zeng


Candidate Standards for the SDC Initiative  
for the S&I standards process see the Community Enabling Toolkit (CET) on the wiki



http://www.pso.ahrq.gov/formats/commonfmt.htm





Standard SDO Description Source
CONTENT AND STRUCTURE STANDARDS
CCD HL7 Implementation Guide for using CDA to 


represent a CCR document.
ToC Candidate Standards List


CCR ASTM XML-based, clinical framework that is patient 
focused to provide a snapshot of the pertinent 
clinical, demographic, and administrative data 
for a specific patient. Contains a fixed number 
of data elements. Supported MU Stage 1


Query Health Candidate Standards List


GEM ASTM Guideline Elements Model - developed at Yale 
in the 2000s, GEM is another way of 
representing practice guidelines in XML


HeD Candidate Standards List


C32 (HL7 CDA R2 CCD, IHE 
XPHR, HL7 v3)


HITSP/HL7 Describes the document content (e.g., 
demographics, problem, medication list, test 
results, etc.) for the purpose of exchange. Type 
of CDA. Supports MU Stage 1


Query Health Candidate Standards List


Arden Markup Language HL7 Arden Syntax Markup Language - XML based 
markup language that allows access to most of 
the maintainence and library catalogs


HeD Candidate Standards List


Care Record Summary HL7 A CDA Implementation Guide describing a 
standard format for reporting events during an 
inpatient setting to a primary care provider or 
other interested party


HeD Candidate Standards List


CDA R2 HL7 First ANSI-accredited, XML-based standard in 
healthcare industry. It has human-
interpretative text (without requiring 
additional software) and structured content. 
Part of the HL7 v3 standard and based on the 
RIM


Query Health Candidate Standards List


Consolidated CDA HL7 A streamlined version of CDA which is based on 
HL7 CDA Release 2. Consolidate multiple IGs to 
support exchange of common types of clinical 
documentation and to provide a 
comprehensive library of reusable data 
elements 


Query Health Candidate Standards List


CTS2 HL7 Common Terminology Services 2.0 details the 
behavioral requirements that specify how a 
proposed system will process and handle 
information


Query Health Candidate Standards List


Shared Value Services (SVS) IHE Provides a means through which healthcare 
systems producing clinical or administrative 
data, such as diagnostic imaging equipment, 
laboratory reporting systems, primary care 
physician office EMR systems, or national 
healthcare record systems, can receive a 
common, uniform nomenclature managed 
centrally 


Dr. Ken Pool


Decision Support Service (DSS) HL7 Provides a standard interface for the 
consumption of patient data and the provision 
of decision support


HeD Candidate Standards List


Green CDA HL7 Human readable and computable lighter 
version of CDA that includes just the data 
necessary to represent a clinical summary


Query Health Candidate Standards List


Candidate Standards for the SDC Initiative  
for the S&I standards process see the Community Enabling Toolkit (CET) on the wiki







Standard SDO Description Source
HL7 v2.x HL7 Defines a series of electronic messages to 


support administrative, logistical, financial as 
well as clinical processes. Messaging standard 
that supports human readable, non-XML 
electronic messages based on segments (lines) 
and one-character delimiters


Query Health Candidate Standards List


DEC (PCD-01 and PCD-02: HL7 
v2.6, ISO/IEEE 11073-10201 
Domain Information Model, 
ISO/IEEE 11073-10101 
Nomeclature; ITI-21, ITI-30, ITI-
31: HL7 v2.5)


IHE This profile addresses the need for consistent 
communication of PCD data to the enterprise. 
Recipients of enterprise PCD data include, but 
are not limited to, Clinical Decision Support 
applications, Clinical Data Repositories (CDRs), 
Electronic Medical Record applications (EMRs), 
and Electronic Health Records (EHRs). 
Examples of patient care devices included in 
this profile include, but are not limited to, vital 
signs monitors, point of care blood analyzers, 
infusion pumps, point of care glucometers, 
anesthesia systems, ventilators, and dialysis 
systems. The Device Enterprise Communication 
profile provides an optional 
"Publish/Subscribe" mechanism for 
applications to negotiate which PCD messages 
are communicated to a given application based 
on negotiated predicates. Publish and 
subscribe refers to the ability of one system, 
the publisher, to offer a data stream that can 
be sent to recipient systems upon subscription.


HL7 v3 HL7 Developed using RIM to represent clinical data. 
XML-based messaging standard that aims to 
support all healthcare workflows and initial 
standard published in 2005


ToC Candidate Standards List


QRDA HL7 Used to communicate patient level quality 
measurement data across disparate systems 
based on CDA. Three categories of quality 
measure reports: Single Patient, Summary, and 
Calculated. To be compatible with HQMF (e.g., 
eMeasure)


Query Health Candidate Standards List


HQMF HL7 (SD WG) A standard for representing a health quality 
measure as an electronic document. Such 
format is known as an "eMeasure"


Query Health Candidate Standards List


RFD (ETF RFC1738, Uniform 
Resources Locators (URL), IETF 
RFC2616 HypterText Transfer 
Protocol 1.1, XML 1.0, ITI TF-2, 
Xforms 1.1, XHTML, XHTML 
Basic)


IHE Retrieve Form for Data Capture (RFD) profile 
provides a method 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


HeD Candidate Standards List


Candidate Standards for the SDC Initiative  
for the S&I standards process see the Community Enabling Toolkit (CET) on the wiki







Standard SDO Description Source
CRD (CDA R2, Care Record 
Summary CCD, ODM 1.3, 
CDASH, XML 1.0)


IHE Clinical Research Data Capture (CRD) describes 
the content and format to be used within the 
Prepopulation Data transaction described 
within the RFD Integration Profile. The purpose 
of this profile is to support a standard set of 
data in CCD format which the Form Filler 
provides for use in Clinical Research. This 
profile will reference the ability to convert this 
output into a standard case report form 
(Standard CRF) consisting of ODM and CDASH.


RPE (HL7 v3, Study Design, 
Study Participation, Subject 
Data; CDISC ODM Study Design 
Extension, ITI-2, XM 1.0)


IHE The Retrieve Protocol for Execution Profile 
(RPE) provides an automated mechanism for 
an Electronic Health Record (EHR) to retrieve a 
complex set of clinical research instructions 
(Protocol Definition) from an Electronic Data 
Capture (EDC) system to execute within the 
EHR.


ISO/IEC (Common Data 
Elements) 11179


ISO, NIH/NLM ISO/IEC:
 ISO/IEC 11179 on metadata registries 
addresses the semantics of data, the 
representation of data, and the registration of 
the descriptions of data. ISO/IEC 11179 
specifies the kind and quality of metadata 
necessary to describe data, and it specifies the 
management and administration of that 
metadata in a metadata registry (MDR).
NLM:
A CDE is a data element that is common to 
multiple data sets across different studies. 
NIH/NLM encourages the use of common data 
elements (CDEs) in clinical research, patient 
registries, and other human subject research in 
order to improve data quality and 
opportunities for comparison and combination 
of data from multiple studies and with 
electronic health records.


Kelly Zeng


Virtual Medical Record (vMR) HL7 Two flavors - vMR for CDS and vMR for CDS for 
GELLO. Both describe a data model for 
representing data from clinical information 
systems to be analyzed or produced by clinical 
decision support engines. Derived from the 
vMR Domain Analysis Model (DAM)


Virginia Riehl
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Standard SDO Description Source
TRANSPORT AND SECURITY STANDARDS
Direct Project ONC Simple, standards-based way to send 


authenticated health information directly 
using an individual-to-individual model 
over the Internet. Allows individual 
providers to send secure messages (e.g., 
referrals, clinical document attachments, 
etc.) directly to others


Query Health Candidate Standards List


SOAP W3C XML-based messaging specification for 
exchange of structured information. Three 
major characteristics: Extensibility, 
Neutrality, and Independence


Query Health Candidate Standards List


hData REST Binding for RLUS OMG This specification defines how the abstract 
hierarchical organization defined within 
the HL7 HRF specification is accessed and 
modified through a RESTful approach, 
using HTTP as the access protocol


esMD Use Case 2 Candidate Standards 
List


SAML OASIS Security Assertion Markup Language 
(SAML) is an XML-based framework for 
communicating user authentication, 
entitlement, and attribute information 
between security domains, that is, 
between an identity provider (a producer 
of assertions) and a service provider (a 
consumer of assertions)


esMD Use Case 2 Candidate Standards 
List


T24 (IHE IT-TF Revision 4.0, 
Volume 2, Appendix M; ISO 
25237, HL7 v2.5)


HITSP The purpose of this Transaction is to 
describe a framework for including 
Pseudonymization Services in Use Cases 
that require the use of “dummy” or 
pseudo references to specific patients or 
providers. Pseudo-identifiers are intended 
to allow accessibility to clinical 
information, while safeguarding any 
information that may compromise the 
privacy of the individual patient or 
provider. Using pseudo-identifiers can 
assist in compliance with HIPAA 
regulations regarding suppression of 
patient identification information.


Walter Suarez


C25 (ISO 25237, DICOM 55) HITSP The HITSP Anonymize 
Component provides specific instruction 
for anonymizing data that are prepared 
for repurposing data 
created as part of routine clinical care 
delivery. This construct defines the 
Component specification that 
provides the ability to anonymize patient 
identifiable information. 


Walter Suarez
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Standard SDO Description Source
HTTPS IETF Widely used communications protocol for 


secure communication over a computer 
network. Technically, it is not a protocol in 
and of itself; rather, it is the result of 
simply layering the Hypertext Transfer 
Protocol (HTTP) on top of the SSL/TLS 
protocol, thus adding the security 
capabilities of SSL/TLS to standard HTTP 
communications.
HTTPS provides authentication of the web 
site and associated web server that one is 
communicating with as well as  
bidirectional encryption of 
communications between a client and 
server.


Dr. Ken Pool


X.509 ITU-T Standard for public key and privilege 
management infrastructures used to 
define digital certificates. The v3 format 
extends the v2 format by adding provision 
for additional extension fields. These 
extensions can convey such data as 
additional subject identification 
information, key attribute information, 
policy information, and certification path 
constraints


Dr. Ken Pool


SSL IETF Commonly-used protocol for managing 
the security of a message transmission on 
the Internet. SSL has recently been 
succeeded by TLS, which is based on SSL. 
SSL uses a program layer located between 
the Internet's HTTP and Transport Control 
Protocol (TCP) layers. SSL is included as 
part of both the Microsoft and Netscape 
browsers and most Web server .


Dr. Ken Pool


TLS IETF (RFC 5246) Transport Layer Security (TLS) 
is a cryptographic protocol that provides 
communication security over the Internet. 
TLS encrypts the segments of network 
connections above the Transport Layer, 
using asymmetric cryptography for key 
exchange, symmetric encryption for 
privacy, and message authentication 
codes for message integrity. Several 
versions of the protocol are in widespread 
use in applications such as web browsing, 
email, instant messaging and voice-over-IP 
(VoIP)


Dr. Ken Pool
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Standard SDO Description Source
ATNA IHE Profile establishes security measures 


which to provide patient information 
confidentiality, data integrity and user 
accountability. Limits network access 
between nodes and limits access to each 
node to authorized users


Dr. Ken Pool


XUA IHE Cross-Enterprise User Assertion (XUA) 
profile provides a means to communicate 
claims about the identity of an 
authenticated principal (e.g., user, 
application, system) in transactions that 
cross enterprise boundaries. Uses the Web-
Services Security header with a SAML 2.0 
Token containing the identity Assertion


Dr. Ken Pool


BPPC IHE Basic Patient Privacy Consents (BPPC) 
provides a mechanism to record the 
patient privacy consent(s) and a method 
for Content Consumers to use to enforce 
the privacy consent appropriate to the 
use. Complements XDS and describes how 
the mechanism can be integrated with the 
access control mechanisms supported by 
the XDS Actors (e.g., EHR systems)


Dr. Ken Pool


XSPA XACML OASIS Cross-Enterprise Security and Privacy 
Authorization (XSPA) specifies healthcare 
profiles of existing OASIS standards to 
support reliable, auditable methods of 
confirming personal identity, official 
authorization status, and role attributes, 
as identified by HITSP. OASIS XACML may 
be used to provide policy administration 
and enforcement 


Dr. Ken Pool
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Standard SDO Description Source
RELATED INFORMATIVE STANDARDS, PROFILES, GUIDELINES, MODELS


CEM Intermountain 
Healthcare


Clinical Element Models. Efforts by Intermountain and GE to provide 
computable models of clinical information.


ToC Candidate Standards List


CIMI CIMI Clinical Information Modeling Initiative - an international 
collaboration dedicated to providing a common format for detailed 
specifications for the representation of health information content.


ToC Candidate Standards List


FHIM ONC Part of FHIMS (FEA) - a logical information model of information 
required for exchange in MU


ToC Candidate Standards List


CDASH CDISC The standard describes the basic recommended data collection fields 
for 18 domains; these include common header fields, demographic, 
adverse events, and other safety domains that are common to all 
therapeutic areas and phases of clinical research.   In addition, 
CDASH V 1.1 includes implementation guidelines and best practice 
recommendations, regulatory references and other information on 
the CDASH project. 


BRIDG NCI The Biomedical Research Integrated Domain Group (BRIDG) Model is 
an information model, specifically an instance of a Domain Analysis 
Model (DAM), representing a shared view of the concepts of 
protocol-driven clinical research. This structured information model 
is being used to support development of data interchange standards 
and technology solutions that will enable semantic (meaning-based) 
interoperability within the biomedical/clinical research arena and 
between research and the healthcare arena.
A DAM can be defined by the following characteristics:
•   An implementation-independent view of a domain of interest
•   Represents a shared understanding of concepts
•   Uses domain terminology and is understandable to domain 
experts who may have little or no UML skills but yet, are a primary 
consumer
•  Includes unambiguous definitions
•  Uses complex data types designed specifically for the domain of 
focus, in our case healthcare
•  Follows good modeling practices
•  Enables interoperability when systems share a common 
understanding
•  Is built by analysts and subject matter experts who develop 
consensus
•  Informs development of downstream artifacts


Fast Health Interoperability 
Resources (FHIR)


HL7 Fast Healthcare Interoperability Resources (FHIR, pronounced "Fire") 
defines a set of "Resources" that represent granular clinical 
concepts. The resources can be managed in isolation, or aggregated 
into complex documents. This flexibility offers coherent solutions for 
a range of interoperability problems. The simple direct definitions of 
the resources are based on thorough requirements gathering, formal 
analysis and extensive cross-mapping to other relevant standards. A 
workflow management layer provides support for designing, 
procuring, and integrating solutions. Technically, FHIR is designed for 
the web; the resources are based on simple XML, with an http-based 
RESTful protocol where each resource has predictable URL. Where 
possible, open internet standards are used for data representation.


http://wiki.hl7.org/index.php?title=FHIR
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