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1 Introduction

1.1 Purpose
The IOM definition of quality is, “The degree to which health services for individuals and populations increase the likelihood of desired health outcomes and are consistent with current professional knowledge” 
 In order for knowledge about care quality to be evaluated it must be gathered and communicated to the appropriate organizations. 

The purpose of this document is to describe constraints on CDA Header and Body elements for Quality Reporting Documents.  Quality Reporting Document Architecture (QRDA) is a document format that will provide a standard structure with which to report quality measures to organizations that will analyze and interpret the data that is received.  Measuring quality in health care is complex.  Accurate, interpretable data, efficiently gathered and communicated is key to correctly assess for quality care delivered.
1.2 Scope

1.2.1 Background
HL7 Quality Reporting Document Architecture (QRDA) Project

The HL7 QRDA Project aims to develop standard specifications for communicating relevant information that will be used for improving the quality of healthcare. Healthcare institutions routinely collect and report performance measure data to improve the quality of care provided to patients. Current data collection and reporting activities rely on a variety of mechanisms that range from structured paper to electronic data entry formats – usually derived from claims-based data sets or manual data abstraction.  The HL7 Pediatric Data Standards Special Interest Group (PeDSSIG) pioneered the QRDA initiative with funding for Phase I from the Alliance for Pediatric Quality.
 The initiative is aimed at developing an EHR-compatible standard for distributing data related to patient-level quality measures across disparate healthcare IT systems. Participating organizations are dedicated to the belief that such a standard will make it easier to support the analysis and tracking of healthcare quality, decrease the reporting burden for providers and improve the quality of data used for measurement.

In the first phase of the QRDA initiative, participating organizations confirmed the feasibility of using the HL7 Clinical Document Architecture (CDA) as the foundation for the QRDA specification. It was concluded that CDA, a document markup standard that defines the structure and semantics of clinically-relevant documents for healthcare information exchange across EMRs, can provide the technical underpinnings for communicating pediatric and adult quality measures for both inpatient and ambulatory care settings. The project team developed sample QRDA instances from an adult use case developed for the CMS Doctor Office Quality–Information Technology (DOQ-IT) initiative (defined as an HL7 Version 2.4 messaging specification), and a sample pediatric quality measure from the Joint Commission Pediatric Asthma Measures. 

1.2.2 Current Project

The current Phase II project was to develop a QRDA Implementation Guide and other materials needed for the September 2008 HL7 ballot that could make QRDA a Draft Standard for Trial Use (DSTU). This effort is supported by the Child Health Corporation of America (CHCA) and MedAllies. The QRDA DSTU aims to, as its initial output; define three (3) levels or categories of quality reporting within this DSTU (see 1.5.1 Types of Quality Measure Reports.)  The section of the DSTU that defines the Category One Report is ballotable, while the sections of the DSTU that define Category Two and Three are for comment only.

The QRDA initiative is compatible with parallel industry efforts and organizations that are addressing the quality landscape, including the American Health Information Community (AHIC), Healthcare Information Technology Standards Panel (HITSP) and Integrating the Healthcare Enterprise (IHE).  The intent of QRDA is not to define the logic of the measure as applied within an EHR but to model the measure in CDA format.

The goal of is to nationally standardize the framework of quality reports and to define the way the data about measures are structured to create interoperability between reporting and receiving institutions.  

1.3 Audience

The audience for this document includes software developers and consultants responsible for implementation of reporting capabilities with their Electronic Health Record (EHR) systems, and developers and analysts in receiving institutions and local, regional, and national health information exchange networks who wish to create and/or process CDA reporting documents created according to this specification. 

1.4 Process of Formalizing a Measure

Ideally,  a process is in place whereby the measure is formally specified, in a process that involves domain experts and a computable representation. From there, one could theoretically auto-generate the QRDA Category I, II, and III specifications. However, it may be that in some cases, the development of a QRDA specification will come before there is  an agreed upon formal representation of a particular Measure.  In these cases, care must be taken to have a planned collaberation process between the domain experts and the measure representation designers get consences that the intent is captured and the output is useful.

Measuring clinical performance is recognized as an important tool for improving the quality of patient care. Health care institutions routinely collect and report performance measure data in an effort to monitor and assess the quality of care provided to their patients. Performance measures are developed, promoted and maintained by institutions concerned about health care quality. In most cases, performance or quality measures are often developed and promoted by governmental, public and private organizations, medical specialties, and are frequently backed by the academe. Currently, data used for determining performance are often derived from manual paper chart abstraction and administrative datasets and have well-known limitations in accuracy, time and use of resources.

A number of the recently established population-based quality measures were developed from evidence-based clinical guidelines. These quality measures have gone through consensus among domain experts and are often considered as essential and pertinent to the health problem at hand. Established measures are not only supported by the rigor of scientific evidence but they are also deemed practical to implement. These publicly available measures typically represent common diseases that inflict the population such as asthma, myocardial infarction, heart failure, pneumonia, diabetes, and hypertension, to name a few. These measures are used for quality improvement, research and often for accountability purposes (e.g., pay-for-reporting, pay-for-performance).

Figure 1 Fundamental Steps in Quality Measure Development and Reporting Definition



* Measure Development Organization
** Quality Improvement organization
1.4.1 Role of Professional Societies

Professional societies such as the AMA, CHCA etc should engage with technical implementers and/or and Standards Development Organizations (SDO’s) to formalize knowledge representation of quality measures. The following bullet points highlight important aspects of the professional society’s roles.
· Provide explicit and unambiguous measure description

· Provide uniformity in defining and categorizing measure specifications

· Promote standardization of naming conventions for quality measures

· Provide formalized processes for measure development and maintenance

· Promote the use of existing ontologies to represent data elements

· Formalize and provide explicit representation of measure logic, algorithm, and relevant computations (i.e., age, time, exclusions, inclusions, etc)
· Understand the breadth of data captured by EHRs in relation to current and future quality measures; some measures may need to be revised or improved due to availability of more appropriate information
· Follow existing standards for representing measure parameters (HITEP, HITSP, etc)
· Pay attention to advances in EHR capability. EHRs contain a rich source of clinical data that can be utilized for quality measurements  and consider using standard clinical terminologies such as SNOMED CT in addition to or in place of administrative coding to capture this clinical data.
1.4.2 Role of Technical Groups

Technical groups must engage with professional society measure developers to properly represent measure description in computable format.  The following bullet points highlight important aspects of the technical group roles.
· Promote rapport with measure developers to assess appropriateness of knowledge representation

· Harmonize activities with existing or evolving standards for representing eMeasure definitions
· Avoid wheel reinvention, duplication of efforts
· Help shape evolving standard
· Improve evolving standard instead of competing efforts
· Engage with EHR vendors to understand current system capability
· Determine current ability for capturing and storing data elements relevant to measures
· Provide practical insights to technical challenges

1.4.3 EHRs and Quality Reporting

1.4.3.1 Value of EHR Systems in Quality Reporting 

EHR systems are fast becoming ubiquitous in the clinical environment. In contrast to paper medical records, EHRs contain a rich source of clinical information, that when properly used, can provide a reliable, efficient and accurate source of clinical data for use in quality measurement.
 

Electronic health record systems (EHRs) are well positioned to collect data that are essential for quality improvement. The data gathered by these systems come as a byproduct of the care delivery process. The ability to capture data routinely promotes gains in efficiency as it negates the need for additional documentation. It comes as no surprise that these functions are embedded in the current HL7 Electronic Health Record System Functional Model (EHRS-FM) and certification conditions of the Certification Commission for Healthcare Information Technology (CCHIT).

EHRs provide a wealth of data that can be used as substrate for assessing processes and outcomes of quality. Since clinically relevant information (diagnostic, time stamps, processes, interventions, etc) are already stored by electronic means, its use for quality improvement requires minimal modifications. Once configured, the EHRs can run queries automatically, decreasing manual review processes. In the same manner, this capability can be applied to automate the reporting and submission of quality measures to quality improvement organizations or other receiving institutions.
 

In June 2007, the AHIC Quality Use Case identified a number of barriers for fully leveraging EHRs for quality measurement and reporting. Among the barriers, the Use Case identified the lack of data and interoperability standards as vital to this process. In particular, the Use Case identified that 1) lack of standardized quality measures, 2) lack of standardized electronic patient information and 3) lack if standardized EHR functionality for quality measurement purposes.

1.4.3.2 Formalizing a Measure in Computable Format (eMeasure Definition)

Developing a standard approach to automating aspects of the quality measurement and reporting activities is an important function of the EHR. However, in order for this to happen, 1) the quality measure needs to be machine-computable (i.e., logic, semantics, etc), 2) the quality measure’s logic and information requirements must be incorporated onto the electronic system, and 3) the information requirements must be exported out of the system for secondary use (i.e., performance measurement, aggregation, feedback, etc).

Recent interests to meet these objectives include efforts led by The Collaborative for Performance Measure Integration with EHRs and Health Level 7. 

Health IT efforts to decrease the burden of data capture in quality improvement efforts exist but with mixed results. Some institutions have successfully used the EHR systems as part of their tool sets for information gathering in quality improvement activities. 
, 
 However, in most cases, the EHR system’s documentation process can be improved to mirror the data requirements for measures. 
, 
, 

1.5 Definition of a Quality Measure

A quality measure is a mechanism that enables the user to quantify the quality of a selected aspect of care by comparing it to a criterion.  Quality measures are used for three general purposes: quality improvement, accountability, and research. 
Quality measures may be used for external quality improvement in programs operated by state, regional, or national entities; other quality improvement organizations; or professional organizations. External agencies frequently collect the performance measurement data, verify their accuracy, and report quality performance results among providers of care in a format that allows direct comparison of providers. External agencies may also provide "benchmark" results that can be used to encourage providers to strive to perform at the best level shown to be achievable.

Even though a measure specific implementation guide will define a formal representation of the measure, this doesn't necessarily mean there is consistent capture of that measure within an institution. For example, an observation that ACE Inhibitors are contraindicated – may be captured as allergy, as procedure, as diagnosis, as free text, etc, even within a single organization).
CDA’s role in quality measures is to standardize the XML modeling of these measures to enable interoperability between all of the stakeholder organizations.
1.5.1 Types of Quality Measure Reports
Three categories of quality measure reports have been defined. 
1.5.1.1 Category One – Single Patient Reports
Category One QRDA’s are individual patient-level quality reports with the full clinical data defined in the measure. Category One reports may contain one or more single measures and/or one or more sets of measures.  Data points that meet exclusion criteria may be included and identified.
1.5.1.2 Category Two – Summary Reports
Category Two QRDA’s are reports containing aggregate data across a defined population. The report may or may not identify individual patient’s data within the summary. The defined population may represent the final measure numerator or denominator or both.

1.5.1.3 Category Three – Calculated Reports
A QRDA Category Three is a report of calculated result(s) for a given population and period of time, identifying exclusions. The report conveys the separate values for numerator and denominator and the calculated result(s). 
1.5.2 Measure Set

A measure set is a group of related measures with the same initial patient population such as all patients with pneumonia. 

The measures within the measure set may or may not have the same denominator population.  For example, the measures within the NQF endorsed measure set for Pneumonia have the same initial population of patients with at least one ICD-9 code for pneumonia from a given value set. The individual measure population subset (denominator) will include an ICD-9 code for pneumonia plus may include another observation such as cigarette smoker or immunocompromised and an ICU admission.  The numerator population (measurement criteria) for each measure within a measure set is different, such as patients who received smoking cessation education or who received a particular antibiotic.
1.6 Approach

Overall, the approach taken here is consistent with balloted Implementation Guides for CDA. These publications view ….  There could be bullets with links:

· List documents/standards/guides reviewed … 

1.6.1 Organization of this Guide

The requirements laid out in the body of this document are normative and are subject to change only through the ballot process. These cover the header , body and section requirements. The IG will define Category I header, body and section requirements, followed by Category II header, body and section requirements and finally Category III header, body and section requirements.
1.6.1.1 Framework

Talk about how the IG is a framework for all measure reporting.  Describe how IG will define the 3 types. Describe how framework + individual measure IG = <measure> QRDA
The measure-specific implementation guide(s) will describe the exact description and modeling/entries for each measurement.

1.6.1.1.1 Category One

Individual patient-level reports with the full clinical data defined in the 

measure. Data points that meet exclusion criteria may be included and identified
1.6.1.1.2 Category Two

Aggregate data across a defined population. The report may or may not identify individual patient’s data within the summary.  Or may simply state the patients inclusion or exclusion in the measure.  The defined population may represent the final measure numerator or denominator or both.
1.6.1.1.3 Category three

Calculated results for a given population and period of time, identifying exclusions. The report conveys the separate values for numerator and denominator and the calculated result.
1.6.2 Use of Templates

When valued in an instance, the template identifier signals the imposition of a set of template-defined constraints. The value of this attribute provides a unique identifier for the templates in question.
1.6.2.1 Originator Responsibilities

An originator can apply a templateId if there is a desire to assert conformance with a particular template.
In the most general forms of CDA exchange, an originator need not apply a templateId for every template that an object in an instance document conforms to.When template IDs are required for conformance it shall be asserted within the IG.
1.6.2.2 Recipient Responsibilities

A recipient may reject an instance that does not contain a particular templateId (e.g., a recipient looking to only receive CCD documents can reject an instance without the appropriate templateId).

A recipient may process objects in an instance document that do not contain a templateId (e.g., a recipient can process entries that contain substanceAdministration acts within a Medications section, even if the entries do not have templateIds).

If an object does not have a templateId, a recipient shall not report a conformance error about a failure to conform to a particular template on classes that do not claim conformance to that template and which are not required to be conformant by other templates.

1.6.2.3 Levels of Constraint

This specification defines additional constraints on CDA Header and Body elements used in the three levels of Quality Reporting documents in the US realm, it reuses CCD entry level templates where appropriate and provides examples of conforming fragments in the body of the document and examples of conforming XML instances as an appendix.
Within this DSTU, the required and optional clinical content within the body is identified.

This DSTU specifies three levels of conformance requirements:

•
Level 1 requirements specify constraints upon the CDA header and the content of the document.

•
Level 2 requirements specify constraints at the section level of the structuredBody of the ClinicalDocument element of the CDA document.

•
Level 3 requirements specify constraints at the entry level within a section.

Note that these levels are rough indications of what a recipient can expect in terms of machine-processable coding and content reuse. They do not reflect the level or type of clinical content. 
Conformance to the DSTU at Level 1 asserts header element compliance.  Conformance to the DSTU with no level specified or at Level 1 allows use of a non-XML body or an XML body that may not conform to the templates defined herein. Likewise, conformance to the DSTU at Level 2 does not require conformance to entry-level templates, but does assert conformance to header- and section-level templates. In all cases, required clinical content must be present.
1.6.2.4 Future Work

Future work includes …
1.7 Conventions Used in This Guide

This Implementation Guide is a conformance profile, as described in the Refinement and Localization section of the HL7 Version 3 standards.  The base standard for this Implementation Guide is the HL7 Clinical Document Architecture, Release 2.0.  As defined in that document, this Implementation Guide is both an annotation profile and a localization profile.  Every aspect of the CDA R2 may not be described in this guide.

1.7.1 Explanatory Statements

As an annotation profile, portions of this Implementation Guide summarize or explain the base standard; therefore, not all requirements stated here are original to the DSTU. Some originate in the base specification. Those requirements that do not add further constraints to the base standard and which can be validated through CDA.xsd do not have corresponding conformance statements.
Where no constraints are stated in this Guide, QRDA instances are subject to and are to be created in accordance with the base CDA R2 specification. Where, for instance, the CDA R2 specification declares an attribute to be optional and the QRDA specification contains no additional constraints, that attribute remains optional for use in a QRDA instance.

1.7.2 Conformance Requirements

Conformance requirements for the QRDA framework are numbered sequentially and are displayed as shown in the following example: 
CONF-QRDA1-1:  Conformance statement for a the Category One framework
CONF-QRDA2-1:  Conformance statement for a the Category Two framework

CONF-QRDA3-1:  Conformance statement for a the Category Three framework

1.7.3 Vocabulary Conformance

The description in this section needs to be tailored to be appropriate for this framework IG
Describe importance of adhering to "Using SNOMED CT in HL7 Version 3" where they use SNOMED codes.
Formalisms for value set constraints are based on the latest recommendations from the HL7 Vocabulary Committee. Value set constraints can be “static,” meaning that they are bound to a specified version of a value set, or “dynamic,” meaning that they are bound to the most current version of a value set. A simplified constraint is used when binding is to a single code.

Syntax for vocabulary binding to dynamic or static value sets is as follows:

The value for (“pathName of coded element”) (shall | should |may) be selected from ValueSet valueSetOID localValueSetName dynamic | static (valueSetEffectiveDate)).

CONF-ex1: The value for “ClinicalDocument/code” shall be selected from ValueSet 2.16.840.1.113883.1.11.10870 DocumentType dynamic.

CONF-ex2: The value for “ClinicalDocument/code” shall be selected from ValueSet 2.16.840.1.113883.1.11.10870 DocumentType static 20061017.

Syntax for vocabulary binding to a single code is as follows:

The value for (“pathname of coded element”) (shall | should | may) be (“code” [“displayName”] codeSystemOID [codeSystemName] static.

CONF-ex3: The value for “ClinicalDocument/code” shall be “34133-9” “Summarization of episode note” 2.16.840.1.113883.6.1 LOINC® static.

1.7.4 XPath Notation

Instead of the traditional dotted notation used by HL7 to represent RIM classes, this document uses XPath notation in conformance statements and elsewhere to identify the XML elements and attributes within the CDA document instance to which various constraints are applied.   The implicit context of these expressions is the root of the document.   The purpose of using this notation is to provide a mechanism that will be familiar to developers for identifying parts of an XML document.
1.7.5 Keywords

The keywords shall, shall not, should, should not, may, and need not in this document are to be interpreted as described in the HL7 Version 3 Publishing Facilitator’s Guide
1.7.6 XML Samples

XML Samples appear in various figures in this document in a fixed-width font. Portions of the XML content may be omitted from the content for brevity, marked by an ellipsis (…) as shown in the example below.

Figure 2: clinicalDocument example

<ClinicalDocument mins=’urn:h17-org:v3’>


…

</ClinicalDocument>

XPath expressions are used in the narrative and conformance requirements to identify elements because they are familiar to many XML implementers.

1.7.7 Contents of the Ballot Package

The ballot package contains the following files:

Table 1: Contents of the Ballot Package

	Filename
	Description                          Balloting Status

	CDAR2_QRDA_R1D1.pdf
QRDAMeasurereportIGs
??NYMeasuresQRDAReportIGs
	This Guide                                 For ballot
                                                 For ballot

                                                ? For Ballot

	Cat 1Sample.xml
Cat2Sample.xml
Cat3Sample.xml
	The sample ….                         For information
                                                For Information
                                                For information

	Whatever
	A stylesheet for displaying       For Information

the content of the sample  document in HTML…


2 category one QRDA CDA – for ballot
Category One QRDA’s are individual patient-level quality reports with the full clinical data defined in the measure. Category One reports may contain one or more single measures and/or one or more sets of measures.  Data points that meet exclusion criteria may be included and identified.
2.1 Header Constraints

This section describes constraints that apply to the Quality Reporting Document Architecture document (QRDA) Category One Report header.

2.1.1 Header attributes

2.1.1.1 ClinicalDocument/realmCode

CONF-QRDA1-1:  The realmCode element shall be present where the value of @code is US.

Figure 3: realmCode Category One example
<realmCode code=’US’ />

2.1.1.2 ClinicalDocument/templateId
CONF-QRDA1-2:  A category one QRDA report shall contain exactly one Clinical Document/templateId element.

CONF-QRDA1-3:   The  value of ClinicalDocument/templateId  @root shall be 2.16.840.1.113883.10.20.999 representing conformance to the generic Category One framework constraints. 
Figure 4: clinicalDocument/templateId Category One example

<templateId root=2.16.840.1.113883.10.20.999'/> <!-- conforms to the DSTU -->
2.1.1.3 ClinicalDocument/code

CONF-QRDA1-4:  A category one QRDA report shall contain exactly one ClinicalDocument/code with a value of “QRDA-CATI-X” 2.16.840.1.113883.6.1 LOINC static.
2.1.1.4 ClinicalDocument/title

CONF-QRDA1-5:   A category one QRDA report shall contain exactly one clinicalDocument/title element.
2.1.2 Participants (Do we want a participant scenario chart here?)
This section describes the participants in a QRDA Category One Report header. 
2.1.2.1 recordTarget

A Category One Report contains quality measure information about a single patient.
CONF-QRDA1-6:  A QRDA Category One report shall contain exactly one clinicalDocument/recordTarget
Figure 5: recordTarget Category One Example

<recordTarget>



<patientRole>




<id extension="123456789" root="2.16.840.1.113883.19.5"/>




<patient>




  <name>Baby One</name>




  <administrativeGenderCode 
                       code="M" codeSystem="2.16.840.1.113883.5.1"/>



         <birthTime value="20080201"/>




</patient>



</patientRole>


</recordTarget>

2.1.2.2 Author

The author may be software or a person in the role of a quality manager, for example.
CONF-QRDA1-7:  A category One QRDA shall contain one or more ClinicalDocument/author/assignedAuthor/assignedPerson and/or ClinicalDocument/author/assignedAuthor/assignedAuthoringDevice
Figure 6: assignedAuthor Category One Example

<author>



<time value="2000040714"/>



<assignedAuthor>




<id root="bc01a5d1-3a34-4286-82cc-43eb04c972a7"/>




<assignedPerson>





<name>






<given>Quality</given>






<family>Manager</family>






<suffix>RN</suffix>





</name>




</assignedPerson>




<representedOrganization>





<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedOrganization>



</assignedAuthor>


</author>
2.1.2.3 informant

All Quality Reports must have a stated source so that any data within the report can be validated. The source of the report may be an organization such as a hospital, an ambulatory care practice or a person.  The reporting healthcare facility is represented using the CCD "Source of Information" construct, via the Informant participant.
CONF-QRDA1-8:  A category one QRDA shall contain exactly one clinicalDocument/informant, who represents the Reporting Agency 

CONF-QRDA1-9:  An organization or person source of information shall be represented with informant.
 Figure 7: Informant -  Category One Example


<informant>



<assignedEntity>




<id nullFlavor="NI"/>




<representedOrganization>





<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedOrganization>



</assignedEntity>


</informant>
2.1.2.4 custodian

The organization that is responsible for the data is considered the custodian of the Category One Document
CONF-QRDA1-10:  A QRDA category one report shall contain exactly one custodian/assignedCustodian/representedCustodianOrganization/id element.

CONF-QRDA1-11:    The value of custodian/assignedCustodian/representedCustodianOrganization/id element shall be @root shall be the id root of the custodian organization.
Figure 8: Custodian Category One Example


<custodian>



<assignedCustodian>




<representedCustodianOrganization>




<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedCustodianOrganization>



</assignedCustodian>


</custodian>

2.1.2.5 legalAuthenicator

A legal authenticator is a verifier who officially authenticates the accuracy of the document. An example would be a Quality Nurse Manager who compiles a quality report and is responsible for verifying and sending the quality reports. A legalAuthenticator is expected to be required in category One Reports.
CONF-QRDA1-12:  A category one QRDA report shall contain exactly one legalAuthenticator element.

CONF-QRDA1-13:  A category one QRDA report legalAuthenticator shall contain exactly one clinicalDocument/legalAuthenticator/time element.

CONF-QRDA1-14:  A category one QRDA report shall contain exactly one signatureCode element. 

CONF-QRDA1-15:  The value of a QRDA clinicalDocument/signatureCode shall be @code is S.

CONF-QRDA1-16:  A category one QRDA report shall contain exactly one assignedEntity element the represents the authenticator of the document
CONF-QRDA1-17:  The clinicaldocument/assigned entity shall contain an id element .
Figure 9: legalAuthenticator Category One Example


<legalAuthenticator>



<time value="20000408"/>



<signatureCode code="S"/>



<assignedEntity>




<id root="bc01a5d1-3a34-4286-82cc-43eb04c972a7"/>




<assignedPerson>





<name>





   <given>Quality</given>





   <family>Manager</family>





   <suffix>RN</suffix>





</name>




</assignedPerson>




<representedOrganization>





<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedOrganization>



</assignedEntity>


</legalAuthenticator>
2.2 Category One Body Constraints

A category one QRDA requires a structuredBody in order to be useful to receivers of the report.  A category one QRDA report will contain several sections and subsections.  The most top level section may be the measure set section, however the Category one report may contain information about only one measure, in which case there will not be a measure set section, but only a measure section containing information about the measure, and a measure section’s subsections.  See below for an example of a rendered QRDA category one report . (Figure 10)
Figure 10 Example of rendered QRDA Category One Report

QRDA Incidence Report

Created On: May 13, 2008



	Patient: 
	Henry Levin , the 7th
	MRN: 
	123456789

	Birthdate: 
	September 24, 1932
	Sex: 
	Male




Table of Contents

  NQF Pneumonia Measure Set, V2.5 

NQF Pneumonia Measure Set, V2.5
... (optional) description of measure set ... 

 Measure(s)
   NQF PN-1: Oxygenation Assessment, V2.5 

   NQF PN-4: Adult Smoking Cessation Advice/Counseling, V2.5 

   NQF PN-6a: Initial Antibiotic Selection for CAP in Immunocompetent - ICU Patient,
    V2.5 

     Reporting Parameters
       Reporting period: 01 Jan 2008 - 31 Mar 2008 

     Patient Data
       Admission Date: 13 Feb 2008 

       Discharge Date: 20 Feb 2008 

       ICD Diagnosis Codes: 481 (Pneumococcal pneumonia)(+DENOM PN-1, PN-4, PN-6a) 
       Initial Oxygen Saturation: 85%(+NUM PN-1) 

       Initial Antibiotics: Levofloxacin 500mg IV q24 hours (+NUM PN-6a) 

       Smoker: Yes(+DENOM PN-4) 

       Smoking Cessation Counseling Provided: Yes((+NUM PN-4)
CONF-QRDA1-18:  A category One QRDA report shall contain exactly one clinicalDocument/component/structuredBody.
CONF-QRDA1-19:  The category one QRDA shall contain at least one and MAY contain more than one non-nested top-level measure sections each containing information about a single measure.
CONF-QRDA1-20:  The measure section shall be a top level section if it is not part of a measure set.
CONF-QRDA1-21:  The measure set section shall contain one nested measure section and SHALL NOT contain more than one nested measure section
CONF-QRDA1-22:  The category one QRDA may contain both measures set sections and individual top level measure sections.

CONF-QRDA1-23:  A Category One QRDA document may contain one or more Measure Set Sections.
2.3 QRDA Category One Section Constraints

This section describes constraints that apply to the Quality Reporting Document Architecture document (QRDA) Category One Report sections within the body of the document.
2.3.1 Measure Set Section Conformance
The Measure Set section is an optional section.  A measure set is a group of related measures as defined by a professional society with the same initial patient population such as all patients with pneumonia.  A Category One QRDA document may or may not contain a measure set section.  The measure set section will contain measures from the measure set that are applicable to the patient.  It does not have to contain all of the measures within a given professionally defined measure set.
CONF-QRDA1-24:  The measure set section shall contain a section/code element
CONF-QRDA1-25:  The value for  Section/code  shall contain a value reflecting the Measure Set name and version and shall contain an OID from the professional organization who created or approved the measure set. 
CONF-QRDA1-26:  The measure set section shall be valued with Section/title with a case-insensitive language-insensitive text string containing “Measure set: <measure set name>".
CONF-QRDA1-27:  The measure set section shall include a templateId element where @root is 2.16.840.1.113883.10.20.X.X
In some workflows a description of the measure set may be desired in the Category One document to ease human readability and understanding of the measure.  Formal representation of the description is not defined in this implementation guide but is not precluded.
CONF-QRDA1-28:  The Measure Set Section may contain a section/text element for the description of the measure set or may contain a formal representation of a description of the Measure Set.
Figure 11: Measure Set Section Example
<component>

   <section>
    <templateId root="2.16.840.1.113883.10.20.X.X"/>
      <code code="PNV2.5" codeSystem="NQFCodeSystemOID"/>

      <title>NQF Pneumonia Measure Set, V2.5</title>

      <text>...  description of measure set ...</text>
       ...

   <section>

</component>  
CONF-QRDA1-29:  The nested measure section shall contain at least one measure that belongs to the measure set.

CONF-QRDA1-30:  The nested measure section shall not contain data about measures that are not in the measure set.
2.3.2 Measure Section Conformance
The measure section contains information about the measure or measures and patient data about the measure being reported.  The measure section contains two nested sections.  The Reporting Parameters section and the Patient Data section which are required.
CONF-QRDA1-31:  The measure section shall be valued with Section/title with a case-insensitive language-insensitive text string containing “measure(s)".
CONF-QRDA1-32:  The measure section shall include a templateId element where @root is 2.16.840.1.113883.10.20.X.X
2.3.2.1 Representation of the Measure(s)
The measure names are represented to capture the intent of the patient data that will be captured.  The version of the professional society’s definition of the measure is captured.  Optionally, a description of the measure can be captured if useful in the workflow.  The complete logic of the measure as would be required within an application is not defined in a QRDA document.  The QRDA document is the vehicle with which the measure can be captured and reported.   The measure is represented as an <act> in definition mood.  
CONF-QRDA1-33:  Each measure shall be represented with act
CONF-QRDA1-34:  For each Act in the Measure section, the value for Act @classCode in a measure act shall be “ACT” 2.16.840.1.113883.5.6 ActClass STATIC.
CONF-QRDA1-35:  For each act in the measure section the Act/@moodCode in a measure act shall be “DEF” 2.16.840.1.113883.5.1001 ActMood STATIC.
CONF-QRDA1-36:  Each measure act should contain at least one Act/id.
CONF-QRDA1-37:  The value for Act/code in each measure act shall contain a value reflecting the measure name and version and shall contain an OID from the professional organization who created or approved the measure.
CONF-QRDA1-38:  Each measure act may contain an act/text element containing a description of the measure.

Figure 12 MeasureAct example
<entry typeCode="DRIV">
   <act classCode="ACT" moodCode="DEF">

      <id root="4dd3b0b4-a5fc-4bd6-9a87-755da494f6ee" />

      <code code="PN4V2.5" codeSystem="NQFCodeSystemOID" displayName="Adult 

       Smoking Cessation Advice/Counseling"/>

      <text>... (optional) description of measure ...</text>

      <statusCode code="completed" />

   </act>

</entry>

2.3.3 Reporting Parameters Section Conformance 
The reporting parameters section provides information about the time frame during which the data was collected and may provide additional data as means to aggregate the information in the QRDA report. Aggregation data can be any item by which a reporting and/or receiving agencies desire to group or associate the data, such as by provider or patient location. Providing the span of time is important as it identifies the time period over which the data was collected. In addition, some receiving agencies of measures have rules about minimum numbers of sample size over the time period.
There can be a single top level reporting parameter section, or there can be Reporting Parameters section contained within a Measure section. Either way, there should be entryRelationship's that link the aggregate data back to the corresponding reporting parameters.

It is important to remember that any data that will be needed by a processing entity to create a category 2 or 3 document should be included in the category one QRDA.
CONF-QRDA1-39:  The Reporting Parameters section shall be valued with Section/title with a case-insensitive language-insensitive text string containing “Reporting Parameters".
CONF-QRDA1-40:  The Reporting Parameters section shall include a templateId element where @root is 2.16.840.1.113883.10.20.X.X
CONF-QRDA1-41:  The Reporting Parameters section shall contain exactly one Observation Parameters Act.

CONF-QRDA1-42:  The value for act/@classCode in an Observation Parameters Act shall be “ACT” “ACT” 2.16.840.1.113883.5.6 ActClass static.

CONF-QRDA1-43:  The value for Act/@moodCode in an Observation Parameters Act shall be EVN 2.16.840.1.113883.5.1001 ActMood static.
CONF-QRDA1-44:  The Observation Parameters Act MAY contain a Reporting Period Observation, linked by an entryRelationship with typeCode=”COMP”. 

CONF-QRDA1-45:  The value for act/@classCode in a Reporting Period Observation SHALL be “PCPR” “Provision of Care” 2.16.840.1.113883.5.6 ActClass STATIC.
CONF-QRDA1-46:  The value for act/code in a Reporting Period Observation SHALL be NULL (@nullFlavor is NI).
CONF-QRDA1-47:  The reporting time period in a Reporting Period Observation shall be represented with effectiveTime/low element combined with a high element representing respectively the first and last days of the period reported. 
Figure 13 Reporting Parameters TimeElement example
<entry>
   <act classCode="ACT" moodCode="EVN">

      <id root="55a43e20-6463-46eb-81c3-9a3a1ad41225"/>

      <code code="252116004" codeSystem="2.16.840.1.113883.6.96" 
      displayName="Observation Parameters"/>

      <entryRelationship typeCode="COMP">

         <act classCode="PCPR" moodCode="EVN">

            <code nullFlavor="NI"/> 

            <effectiveTime>
               <low value="20070101"/>  <!-- The first day of the period reported. -->

               <high value="20071231"/> <!-- The last day of the period reported. -->
            </effectiveTime>
         </act>

</entryRelationship>
2.3.4 Patient Data Section Conformance
The patient data section contains the clinical statements about the measure(s) being reported.  This section will reuse CCD clinical statement templates when appropriate, such as the problem observation and result observation template to model the observations.  Typical patterns will be addressed in this framework QRDA. Exact patterns are defined in the measure specific QRDA IGs.  CCD should be reused for patterns not described in the framework and the CDA RMIM should be referenced.
The patient data section should contain well defined data to support the use case of category one reports being sent to a processing entity where category two and three quality reports are formed.
This section contains data the numerator, denominator, exclusionary, initial patient population and aggregation data.

CONF-QRDA1-48:  The Patient Data section shall be valued with Section/title with a case-insensitive language-insensitive text string containing “Patient Data”.
CONF-QRDA1-49:  The Patient Data section shall include a templateId element where @root is 2.16.840.1.113883.10.20.X.X (I am thinking we shouldn’t have section templateids in the framework but just state that Patient data sections need to have templateids
CONF-QRDA1-50:  The patient data section shall contain patient data pertaining to measures stated in the measure section.

CONF-QRDA1-51:  The measure data shall be represented as clinical statements

CONF-QRDA1-52:  Measure data using SNOMED shall be represented per the “Using SNOMED CT in HL7 Version 3” DSTU

CONF-QRDA1-53:  Measure data should use CCD and other CDA IG templates where possible.

2.3.4.1 Asserting data qualifications

A measure datum can qualify a patient for numerator, denominator, exclusions, etc. To assert this, use the Data Qualification (templateId 1.2.3.4.5) template. For example, the patient had a pulse ox reading done; therefore meets the numerator criteria.  When defining a category one measure specific report, it is important to know the category three aggregate data elements, because those are the ones used to qualify a patient data element in the category one reports. 
CONF-QRDA1-54:  A data qualification entry  shall include a templateId element where @root is 2.16.840.1.113883.10.20.X.X
CONF-QRDA1-55:  A measure datum may contain entryRelationships that shows that the presence of that data element qualifies (or supports) that the patient meets a category three data element.
CONF-QRDA1-56:  A measure datum may contain one or more data qualification.
CONF-QRDA1-57:  A data qualification shall be the source of exactly one entryRelationship whose value for entryRelationship/@typeCode is “SPRT” 2.16.840.1113883.5.1002 ActRelationshipType STATIC and the value of entryRelationship/@inversionInd shall be true.
CONF-QRDA1-58:  The value for Observation/@classCode in an episode observation shall be “OBS” 2.16.840.1.113883.5.6 ActClass STATIC.

CONF-QRDA1-59:  
The value for Observation/@moodCode in an episode observation shall be “EVN” 2.16.840.1.113883.5.1001 ActMood STATIC.
An entryRelationship is required if it is desired to qualify an observation as an Aggregate Data Element Observation (ADEO), such as a numerator, within the context of a particular measure. For example, a pulse ox observation is part of a Pneumonia One measure.  (Not the value of the numerator – but states that this numerator is a numerator in the identified measure)

Note that moodCode here is "EVN", whereas it is "DEF" in the measure definition section. (Thus, act.id's differ)
CONF-QRDA1-60:  The (Aggregate Data Element Observation (ADEO) criteria observation shall contain entryRelationships that shows this observation is within the context of, or refers to, a particular measure.
CONF-QRDA1-61:  An ADEO shall contain exactly one measureEvent
CONF-QRDA1-62:   A ADEO shall be represented with Observation templateId 
CONF-QRDA1-63:  An observation ADEO shall be represented with component.

CONF-QRDA1-64:  A observation ADEO may be a component of one or more groups.

CONF-QRDA1-65:  An observation ADEO shall  be the source of exactly one entryRelationship whose value for entryRelationship/@typeCode is “COMP”
CONF-QRDA1-66:  The value for Act/@classCode in a policy activity shall be “ACT” 2.16.840.1.113883.5.6 ActClass STATIC.

CONF-QRDA1-67:  The value for Act/@moodCode in a policy activity shall be “EVN” 2.16.840.1.113883.5.1001 ActMood STATIC.

3 category two qrda cda – for comment
Category Two QRDA’s are reports containing aggregate data across a defined population. The report may or may not identify individual patient’s data within the summary. The defined population may represent the final measure numerator or denominator or both.

3.1 
Header Constraints

This section describes constraints that apply to the Quality Reporting Document Architecture document (QRDA) Category Two Report header.

3.1.1 Header attributes

3.1.1.1 ClinicalDocument/realmCode

CONF-QRDA2-1:  The realmCode element shall be present where the value of @code is US.

Figure 14: realmCode Category Two example
<realmCode code=’US’ />

3.1.1.2 ClinicalDocument/typeID

CONF-QRDA2-2:  The value of typeID/@root shall be 2.16.840.1.113883.1.3 and value of typeID@etxension shall be POCD_HD000040.
3.1.1.3 ClinicalDocument/ templateId
CONF-QRDA2-3:  For Category Two Reports a templateId element shall be present representing conformance to the generic Category Two framework constraints. (templateId QRDA-CAT-2).
3.1.1.4 ClinicalDocument/code

CONF-QRDA2-4:  The value of ClinicalDocument/code shall be “QRDA-CATII-X” “Category 2 Quality Measure Report” 2.16.840.1.113883.6.1 LOINC STATIC.
3.1.1.5 ClinicalDocument/title

CONF-QRDA2-5:  A clinicalDocument/title element shall be present
3.1.2 Participants

This section describes the participants in the Category Two QRDA report.
3.1.2.1 recordTarget

CDA requires a recordTarget element which must contain a patientRole element.
This is an aggregate report. Therefore the patientRole element is nulled.
CONF-QRDA2-6:  The patientRole shall contain an id element where the value of @nullFlavor is NI
Figure 15: Null flavor recordTarget example


<recordTarget>



<patientRole>




<id nullFlavor="NI"/>



</patientRole>


</recordTarget>

3.1.2.2 Author

The author may be software or may be someone in the role of a quality manager.

The example shows how an ISO processing entity can be represented as the author.

CONF-QRDA2-7:  A Category Two QRDA shall contain one or more ClinicalDocument / author / assignedAuthor / assignedPerson and/or ClinicalDocument / author / assignedAuthor / representedOrganization
Figure 16: AssignedAuthor as a processing entity example 


<author>



<time value="20080513"/>



<assignedAuthor>




<id nullFlavor="NI"/>




<representedOrganization>





<id root="2.16.840.1.113883.19.598"/>





<name>Good Health Processing Entity</name>




</representedOrganization>



</assignedAuthor>


</author>

3.1.2.3 informant

All Quality Reports must have a stated source so that any data within the report can be validated. The source of the report may be an organization such as a hospital, an ambulatory care practice or a person.  The reporting healthcare facility is represented using the CCD "Source of Information" construct, via the Informant participant.
CONF-QRDA2-8:  An organization or person source of information shall be represented with informant. 

Figure 17 Informant Category Two example


<informant>



<assignedEntity>




<id nullFlavor="NI"/>




<representedOrganization>





<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedOrganization>



</assignedEntity>


</informant>

3.1.2.4 Custodian

The organization that is responsible for and is the source of the data is considered the custodian of the Category Two Document

CONF-QRDA2-9:  A custodian/ assignedCustodian/ representedCustodianOrganization/ id  element  SHALL be present where the value of @root is ? (the reporting org’s)
Figure 18: Custodian Category Two  Example


<custodian>



<assignedCustodian>




<representedCustodianOrganization>




<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedCustodianOrganization>



</assignedCustodian>


</custodian>

3.1.2.5 legalAuthenicator

A legal authenticator is a verifier who officially authenticates the accuracy of the document. An example would be the healthcare organization who compiles the quality report. A legalAuthenticator is expected to be required in category Two Reports.

CONF-QRDA2-10:   A legalAuthenticator element shall be present and shall contain a time element that represents the time of authentication of the document, a signatureCode element where the value of @code is S, and an assignedEntity element that represents the authenticator of the document. The assignedEntity element SHALL contain an id element.
Figure 19 legalAuthenticator Category Two example


<legalAuthenticator>



<time value="20080513"/>



<signatureCode code="S"/>



<assignedEntity>




<id nullFlavor="NI"/>




<representedOrganization>





<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedOrganization>



</assignedEntity>


</legalAuthenticator>

3.1.3 Header relationships
3.1.3.1 documentationOf

The serviceEvent is used to show the time interval being summarized and reported. 


serviceEvent.classCode "PCPR" (care provision) is the same one used by CCD

CONF-QRDA2-11:   A QRDA category two report shall contain exactly one ClinicalDocument/ documentationOf /serviceEvent.
CONF-QRDA2-12:  The value for ClinicalDocument/documentationOf/serviceEvent / @classCode” shall be “PCPR” “Care provision” 2.16.840.1.113883.5.6 ActClass STATIC.

CONF-QRDA2-13:  ClinicalDocument/documentationOf/serviceEvent shall contain exactly one serviceEvent/effectiveTime/low and exactly one serviceEvent/ effectiveTime /high.
Figure 20: documentationOf Category Two Example
<documentationOf>

   <serviceEvent classCode="PCPR">


<effectiveTime>



<low value="20070101"/> <!-- The first day of the period reported. -->



<high value="20071231"/> <!-- The last day of the period reported. -->


</effectiveTime>

   </serviceEvent>

</documentationOf>
3.2 Category Two Body Constraints

A QRDA requires a structuredBody in order to be useful to receivers of the report.

CONF-QRDA2-14:  A component element shall be present and shall contain a single structuredBody element.
CONF-QRDA2-15:  A structuredBody element shall contain a component element for each section
3.3 QRDA Category Two Section Constraints

This section describes constraints that apply to the Quality Reporting Document Architecture document (QRDA) Category Two Report sections. A section is required for each measure being reported.

3.3.1 Required Section

Each measure being reported requires a section. 

Each Section requires a name

Each section requires a template ID 
Patient ID corresponds with cat 1 pt ID

Patient details are represented via the CDA Clinical Statement generic participant
Patient details related to Numerator inclusion/exclusion (same as those in Category I document

Patient details related to Exclusionary inclusion/exclusion (same as those in Category I document
 Patient details related to Denominator inclusion/exclusion aren't included, since it is assumed here that the Category II report only includes those meeting     denominator criteria.  Aggregate observations (same as those in Category III document)
3.3.2 Entry Patterns

Here’s where we’ll describe the kinds of entry patterns (e.g. Assertion Pattern, Question/Answer Pattern)…
4 category three qrda cda – for comment
A QRDA Category Three is a report of calculated result(s) for a given population and period of time, identifying exclusions. The report conveys the separate values for numerator and denominator and the calculated result(s). 
4.1 Header Constraints

This section describes constraints that apply to the Quality Reporting Document Architecture document (QRDA) Category Three Report header
4.1.1 Header attributes

4.1.1.1 ClinicalDocument/realmCode

CONF-QRDA3-1 The realmCode element shall be present where the value of @code is US.
Figure 21: realmCode Category Three example
<realmCode code=’US’ />

4.1.1.2 ClinicalDocument/typeID

CONF-QRDA3-2 The value of typeID/@root shall be 2.16.840.1.113883.1.3 and value of typeID@etxension shall be POCD_HD000040.
4.1.1.3 ClinicalDocument/templateID

CONF-QRDA3-3 For Category Three Reports a templateId element shall be present representing conformance to the generic Category Three framework constraints of this Guide. (templateId QRDA-CAT-3).
4.1.1.4 ClinicalDocument/code

CONF-QRDA3-4 The value of ClinicalDocument/code shall be “QRDA-CATIII-X” “Category 3 Quality Measure Report” 2.16.840.1.113883.6.1 LOINC STATIC.
CONF-QRDA3-5 A ClinicalDocument/title element SHALL be present
4.1.2 Participants

This section describes the participants in the Category Three QRDA report.
4.1.2.1 recordTarget

CDA requires a recordTarget element which must contain a patientRole element.
This is an aggregate report. Therefore the patientRole element is nulled.

CONF-QRDA3-6 The patientRole shall contain an id element where the value of @nullFlavor is NI
Figure 22: Null flavor recordTarget example


<recordTarget>



<patientRole>




<id nullFlavor="NI"/>



</patientRole>


</recordTarget>

4.1.2.2 Author

The author may be software or may be someone in the role of a quality manager.

The example shows how an ISO processing entity can be represented as the author.

CONF-QRDA3-7 A Category Two QRDA shall contain one or more ClinicalDocument / author / assignedAuthor / assignedPerson and/or ClinicalDocument / author / assignedAuthor / representedOrganization

Figure 23: AssignedAuthor as a processing entity example 


<author>



<time value="20080513"/>



<assignedAuthor>




<id nullFlavor="NI"/>




<representedOrganization>





<id root="2.16.840.1.113883.19.598"/>





<name>Good Health Processing Entity</name>




</representedOrganization>



</assignedAuthor>


</author>

4.1.2.3 informant

All Quality Reports must have a stated source so that any data within the report can be validated. The source of the report may be an organization such as a hospital, an ambulatory care practice or a person.  The reporting healthcare facility is represented using the CCD "Source of Information" construct, via the Informant participant.
CONF-QRDA3-8 An organization or person source of information shall be represented with informant. 

Figure 24 Informant Category Three example


<informant>



<assignedEntity>




<id nullFlavor="NI"/>




<representedOrganization>





<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedOrganization>



</assignedEntity>


</informant>

4.1.2.4 Custodian

The organization that is responsible for and is the source of the data is considered the custodian of the Category Three Document

CONF-QRDA3-9 A custodian/ assignedCustodian/ representedCustodianOrganization/ id  element  SHALL be present where the value of @root is ? (the reporting org’s)
Figure 25: Custodian Category Three  Example


<custodian>



<assignedCustodian>




<representedCustodianOrganization>




<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedCustodianOrganization>



</assignedCustodian>


</custodian>

4.1.2.5 legalAuthenicator

A legal authenticator is a verifier who officially authenticates the accuracy of the document. An example would be the healthcare organization who compiles the quality report. A legalAuthenticator is expected to be required in category Two Reports.

CONF-QRDA3-10 A legalAuthenticator element shall be present and shall contain a time element that represents the time of authentication of the document, a signatureCode element where the value of @code is S, and an assignedEntity element that represents the authenticator of the document. The assignedEntity element SHALL contain an id element.

Figure 26: legalAuthenticator Category Three example


<legalAuthenticator>



<time value="20080513"/>



<signatureCode code="S"/>



<assignedEntity>




<id nullFlavor="NI"/>




<representedOrganization>





<id root="2.16.840.1.113883.19.5"/>





<name>Good Health Clinic</name>




</representedOrganization>



</assignedEntity>


</legalAuthenticator>

4.1.3 Header relationships

4.1.3.1 documentationOf

The serviceEvent is used to show the time interval being summarized and reported. 

serviceEvent.classCode "PCPR" (care provision) is the same one used by CCD

CONF-QRDA3-11 A QRDA category two report shall contain exactly one ClinicalDocument/ documentationOf /serviceEvent.
CONF-QRDA3-12 The value for ClinicalDocument/documentationOf/serviceEvent / @classCode” shall be “PCPR” “Care provision” 2.16.840.1.113883.5.6 ActClass STATIC.

CONF-QRDA3-13 ClinicalDocument/documentationOf/serviceEvent shall contain exactly one serviceEvent/effectiveTime/low and exactly one serviceEvent/ effectiveTime /high.
Figure 27 documentationOf Category Three Example
<documentationOf>

   <serviceEvent classCode="PCPR">


<effectiveTime>



<low value="20070101"/> <!-- The first day of the period reported. -->



<high value="20071231"/> <!-- The last day of the period reported. -->


</effectiveTime>

   </serviceEvent>

</documentationOf>
4.2 Category Three Body Constraints

A QRDA requires a structuredBody in order to be useful to receivers of the report.

CONF-QRDA3-14 A component element shall be present and shall contain a single structuredBody element.
CONF-QRDA3-15 A structuredBody element shall contain a component element for each section
4.3 Section Constraints

This section describes constraints that apply to the Quality Reporting Document Architecture document (QRDA) Category Three Report sections.

4.3.1 Required Section

Each measure Requires a section

Each section requires a template identifier

Narrative block can be designed to display a clinically useful table. Table cell derivations in this example:



Measure Description: act/text.



Data Element: act/entryRelationship/observation/code/@displayName.



Value: act/entryRelationship/observation/value/@value.

4.3.2 Entry Patterns

Here’s where we’ll describe the kinds of entry patterns (e.g. Assertion Pattern, Question/Answer Pattern)…
5 Neonatal admission temperature qrda implementation guide – for ballot

5.1 Introduction and Purpose
One of the primary purposes of balloting of professional societies’ measures is to help develop a robust framework from which the professional societies and their technical resources can develop QRDA’s for all of their measures over time.  Model patterning for various measure types can be refined over time through the balloting of measure specific guidelines and should become unnecessary after enough measures have gone through the HL7 technical balloting process.  Some professional societies may continue to choose to vet their measure via HL7 ballot to validate the representation rather than the data elements.
5.2 Rational for choosing Neonatal Admission Temp Measure

A Vermont Oxford Neonatal Admission Temperature (hypothermia) outcome measure was chosen by CHCA as the first of two measures to define and model in QRDA format. This is a recognized indicator of quality care in Neonatal Intensive Care Units. This outcome measure is a clear marker of the efforts to maintain a normal temperature in at risk neonates. 

Hypothermia on admission to the Neonatal Intensive Care (NICU) is frequent for very low birth weight and preterm neonates, varies significantly among hospitals, and is associated with increased risks for morbidity and mortality. In the Vermont Oxford Network Database for 2006, 61% of the 46,000 infants 501 to 1500 grams from 632 hospitals had admission temperatures below 36.5 deg C; 25% of the hospitals had rates over 76%; and rates varied dramatically among different units (VON 2007)
. The median temperatures on admission ranged from 35.3 degrees at 23 weeks to 36.4 degrees at 29 weeks. 
In a study of over 5,000 infants 401 to 1499 grams from 15 centers in the NICHD Neonatal Research Network in 2002 and 2003, 50% had admission temperatures under 36 deg C (Laptook 2007). Furthermore, after adjusting for patient characteristics, admission temperature was inversely related to the risks for mortality and late onset sepsis
. 
Given the wide variation in admission temperatures observed among different units it is likely that improved attention to thermoregulation in the delivery room and during transport to the NICU can substantially reduce the frequency of hypothermia on admission, and may improve mortality and morbidity. 
Although the cutoffs for defining hypothermia have varied among studies Vermont Oxford will use the World Health Organization (WHO) definition for at least moderate hypothermia and use a cutoff of 36 degrees Celsius.
 
5.3 Measure Information

5.3.1.1 Measure Set

NA
5.3.1.2 Set Measure ID

NA
5.3.1.3 Outcome Measure Name
Neonatal Admission Hypothermia
5.3.1.4 Description

Infants 501 to 1500 grams with first temperature measured within one hour of admission to the NICU below 36 degrees Centigrade.
5.3.1.5 Rationale

Improved attention to thermoregulation in the delivery room and during transport to the NICU can substantially reduce the frequency of hypothermia on admission, and may improve mortality and morbidity.
5.3.1.6 Type of Measure

Outcome
5.3.1.7 Improvement Noted as presented in a Category Three (Calculated) report.
Better quality of care (heat loss prevention) is associated with a lower score.
5.3.1.8 Numerator Statement

Infants 501 to 1500 grams with first temperature taken within 1 hr of NICU admission < 36 degrees C
5.3.1.8.1 Included Numerator Populations

Infants 501 to 1500 grams with first temperature taken within 1 hr of NICU admission < 36 degrees C
5.3.1.8.2 Numerator Data elements

Core body temperature
5.3.1.9 Denominator Statement

Neonatal Intensive Care Unit (NICU) admissions with a birth weight of 501 to 1500 grams

5.3.1.9.1 Included Denominator Populations

Neonatal Intensive Care Unit (NICU) admissions with a birth weight of 501 to 1500 grams
5.3.1.9.2 Excluded Denominator Populations

· Outborn infants admitted more than 28 days after birth 

· Outborn infants who have been home prior to admission

·  Infants without temperature taken within 1 hour of NICU admission
5.3.1.9.3 Denominator Data elements

· NICU Admission

· First temperature within one hour of admission

· Birth weight 
· Age at admission

· Time of admission

· Inborn/Outborn (location of birth)
5.3.1.9.4 Risk Adjustment

None

5.3.1.9.5 Sampling

No Sampling. All eligible cases reported.
5.3.1.9.6 Selected References
5.4 NEONATAL ADMISSION TEMPERATURE QRDA – Category One Header Additional Constraints
5.4.1 Header Attributes

5.4.1.1 ClinicalDocument/TemplateID

CONF-QRDA_NAT-1:  In a category one Neonatal admission temperature QRDA the value of ClinicalDocument/TempateID @root shall be 2.16.840.1.113883.10.20.999.1
5.4.1.2 ClinicalDocument /Title

CONF-QRDA_NAT-2:  A category one Neonatal Admission Temperature QRDA report shall contain exactly one clinicalDocument/title element. 
CONF-QRDA_NAT-3:  The clinicaldocument/title should be valued with a case-insensitive language-insensitive text string containing “Neonatal Admission Hypothermia”.
CONF-QRDA_NAT-4:  QRDA Category One Neonatal Admission temperature QRDA report shall contain exactly one clinicalDocument/recordTarget/patientRole/patient/birthTime
CONF-QRDA_NAT-5:  The birthTime shall be accurate to the minute and may be accurate to the second.
5.5 NEONATAL ADMISSION TEMPERATURE QRDA – Category One Additional Body Constraints

A Neonatal Admission Temperature QRDA is a single measure report.  It is not part of a measure set at this point.

CONF-QRDA_NAT-6:  A category one Neonatal Admission Temperature QRDA shall contain a non-nested top-level measure section containing information about the Neonatal Admission Temperature measure.
5.6 NEONATAL ADMISSION TEMPERATURE QRDA – Category One Additional Section Constraints

5.6.1 Measure Section Conformance

5.6.1.1 Representation of the Measure
CONF-QRDA_NAT-7:  The Neonatal Admission Temperature measure act/id shall be XXX
CONF-QRDA_NAT-8:  The Value for Act/code shall be NATV1_tempcode and shall contain VermontOxfordOID
CONF-QRDA_NAT-9:  The value for act/text element may contain a case-insensitive language-insensitive text string containing the description of the measure, “Infants 501 to 1500 grams with first temperature measured within one hour of admission to the NICU below 36 degrees Centigrade.”
5.6.2 Reporting Parameters Section
The reporting period for the Neonatal Admission Hypothermia measure is annually. The infant must be discharged during the reporting year. 

CONF-QRDA_NAT-10:  The reporting time period in a Reporting Period Observation shall be represented with effectiveTime/low element with a value of the first day of the calendar year combined with a high element with a value of the last day of the calendar year representing respectively the first and last days of the period reported.

5.6.3 Patient Data Section

The patient data section in the Neonatal Admission Hypothermia Measure Section contains information about the infants first documented core temperature value, the time the value was obtained, where the infant was born, the infants birth weight and the date and time of the NICU admission. The age of the infant is understood from the birth time data elements that are captured in the header of the QRDA document.
5.6.3.1 Clinical Statement Conformance –Temperature (Numerator)
CONF-QRDA_NAT-11:  The Neonatal Admission Hypothermia QRDA Patient Data section shall contain exactly one temperature Observation.
CONF-QRDA_NAT-12:  A temperature observation shall be represented with Observation.
CONF-QRDA_NAT-13:  The value for Observation/@moodCode in a temperature observation shall be EVN 2.16.840.1.113883.5.1001 ActMood static.
CONF-QRDA_NAT-14:  A temperature observation should contain at least one Observation/id.
CONF-QRDA_NAT-15:  A temperature observation shall contain exactly one Observation/statusCode. 
CONF-QRDA_NAT-16:  The value of observation/statusCode shall be completed.
CONF-QRDA_NAT-17:  A temperature observation shall contain exactly one Observation/effectiveTime, which represents the time the temperature was taken  
CONF-QRDA_NAT-18:  A temperature observation shall contain exactly one Observation/code where the value of @codeSystem is 2.16.840.1.113883.6.96 and the value of @code is 276885007 Core Body Temperature.
CONF-QRDA_NAT-19:  The Observation/value  shall be expressed using a valid UCUM Physical Quantity unit = “C” (degree Celsius).
5.6.3.2 Clinical Statement Conformance – Encounter Information (Time of Admission)

CONF-QRDA_NAT-20:  The Patient Neonatal Admission Hypothermia QRDA Patient Data Section encounter information  shall be represented with encounter. 
CONF-QRDA_NAT-21:  The value for Encounter/@classCode in an encounter activity shall be “ENC” 2.16.840.1.113883.5.6 ActClass static.

CONF-QRDA_NAT-22:  The value for Encounter/@moodCode in an encounter activity shall be “EVN” 2.16.840.1.113883.5.1001 ActMood static.

CONF-QRDA_NAT-23:  An encounter activity should contain at least one Encounter/id.
CONF-QRDA_NAT-24:  An encounter activity shall contain exactly one Encounter/code.

CONF-QRDA_NAT-25:  The value for Encounter/code in the encounter activity shall be EncounterCode codeSystem 2.16.840.1.113883.5.4 ActCode “IMP”
CONF-QRDA_NAT-26:  An encounter activity shall contain exactly one Encounter/effectiveTime, to indicate date and time of admission.
6 pediatric Body mass Index qrda implementation guide- for ballot

6.1 Introduction and Purpose
One of the primary purposes of balloting of professional societies’ measures is to help develop a robust framework from which the professional societies and their technical resources can develop QRDA’s for all of their measures over time.  Model patterning for various measure types can be refined over time through the balloting of measure specific guidelines and should become unnecessary after enough measures have gone through the HL7 technical balloting process.  Some professional societies may continue to choose to vet their measure via HL7 ballot to validate the representation rather than the data elements.
6.2 Rational for choosing Body Mass Index (BMI) Measure
CHCA Body Mass Index (BMI) measure was chosen by CHCA as the second of two measures to define and model in QRDA format.  This is a process measure.  A process measure captures an act which is associated with quality care.  This measure is assessing the rate at which BMI percentile is captured. The pediatric growth charts for the US population including BMI for age and gender with percentile are available online at http://www.cdc.gov/nchs/about/major/nhanes/growthcharts/clinical_charts.htm.
The dramatic increase in the prevalence of childhood obesity and its resultant co morbidities are associated with significant health and financial burdens, warranting strong and comprehensive prevention efforts.

Body mass index (BMI) is the ratio of weight in kilograms to the square of height in meters. BMI is widely used to define overweight and obesity, because it correlates well with more accurate measures of body fatness and is derived from commonly available data—weight and height. It has also been correlated with obesity-related co morbid conditions in adults and children. Clinical judgment must be used in applying these criteria to a patient, because obesity refers to excess adiposity rather than excess weight, and BMI is a surrogate for adiposity.
 

6.3 Measure Information

6.3.1.1 Measure Set

NA

6.3.1.2 Set Measure ID

NA

6.3.1.3 Performance Measure Name
Percent of children ages two to eighteen years old whose BMI percentile is recorded.
6.3.1.4 Description
Number of children ages 2-18 who had an encounter in the measurement period AND whose weight was classified based on CDC BMI percentile for age and gender.
6.3.1.5 Rationale
  Monitoring the recording of the BMI can capture the degree to which providers are looking at the appropriate indicator of obesity.
6.3.1.6 Type of Measure

Process
6.3.1.7 Improvement Noted as presented in a Category Three (Calculated) report
A higher percentage of times BMI percentile is captured indicates greater attention to childhood obesity.
6.3.1.8 Numerator Statement
Number of children ages 2-18 who had an encounter in the measurement period AND whose weight was classified based on CDC BMI percentile for age and gender.
6.3.1.8.1 Included Numerator Populations
Not Applicable (same as numerator statement)
6.3.1.8.2 Excluded Numerator Populations
None
6.3.1.8.3 Numerator Data elements
Body Mass Index percentile (BMI)
6.3.1.9 Denominator Statement
Number of encounters with children ages 2-18 in the measurement period.
6.3.1.9.1 Included Denominator Populations
All physical encounters: 

· Inpatient

· Outpatient

· Home Care
6.3.1.9.2 Excluded Denominator Populations
· Telephone encounters

· Email encounters
6.3.1.9.3 Denominator Data elements
· Encounter Type

· Age
6.3.1.9.4 Risk Adjustment

None

6.3.1.9.5 Sampling

No Sampling. All eligible cases reported.

6.3.1.9.6 Selected References

6.4 BMI QRDA – Category One Header Constraints

6.4.1 Header Attributes

6.4.2 Participants

6.5 BMI  QRDA – Category One Body Constraints

6.6 BMI  QRDA – Category One Section Constraints

6.6.1 Measure Section Conformance

6.6.2 Reporting Parameters

6.6.3 Patient Data Section

7 References

· A bulleted list with hyperlinks

· Probably many items with hyperlinks

Appendix A — Template IDs defined in this Guide

<description>
Table 2: Template IDs Defined in this Guide
	Template ID
	Description

	2.16.999.9.999999.99.99.9
	CDA for …

	
	

	
	


8 Open issues
· Examples

· Cross-check against constraints in this document.

· Add: templateIds

· Review/revise the Cat I, II, III rendering style sheets.
· Cat I – add link to observation parameters, and describe in the narrative (with corresponding constraint)

· Category One open issues:

· Can have a single top level reporting parameter section, or can have it contained within a Measure section. Need to include the referencing, which makes it explicit that a set of observations are related to a particular set of reporting parameters. Will be at section level?
· At measure set/measure level – does reporting parameter really even need to be at measure level (80/20 rule)
· Must we capture provider/performer in cat 1? ( how to best do this?) – assume a processing entity receives these, and wants to aggregate by provider… which types of providers/roles/etc do we need to capture in the Cat I? We’d discussed the need to carry Num/Denom data, Exclusion data, and now we also have to discuss the need to carry aggregation-level data. Initial population (of measure set)
· Provider data may be included – but may need to be de-identified
· Discussion in IG
· Who is the provider and at what level (group/primary performer/facility/PICC team?? /Unit?/consultant

· This is actually measure specific 

· But the issue needs to be defined in the Framework 
· The measure itself defines the aggregation level – IF it is defined
· Make sure all potentially confusing participant scenarios (e.g. processing entity, reporting agency, etc) are captured in the Participants Scenario document.

· Add requirement / statement in the cat I introduction that a cat 1 has to have all that is needed for a processing entity to generate cat 2 or 3.
· ?if exclusion and denom data isn't sent, how can a processing entity compute NUM, DENOM, EXCL, etc? Need to either send all the necessary data, or some type of flag  (e.g. "this is a numerator incident report for a patient that meets denom criteria and not excluded") (can look at HAI incident reports for precedent) 
· The specific reason a person is excluded needs to be sent – not all exclusion for the measure  (so needs to be identified that this data element id an exclusion) Only 1 exclusion needs to be identified even is the patient has many exclusions (PQRI reasons) – future or if electronically captured should be able to capture all for analysis purposes
· Figure out where to add back in role of processing entity if still needed.

· For Chad: Re: definition of measure set exception of same initial pt population is the NQF PREGNANCY AND RELATED CONDITIONS – will this be going away? 

· Explicit negation indicator for ALL exclusions for identifying submission as a num, denom or exclusion. ( absence of evidence is not evidence of absence)
· For qrda the processing entity IS assuming absence of evidence IS evidence
· Category Two open issues:

· Include a type of list (e.g. initial patient population, those sampled, etc)?

·  Regenstrief - Category II report for 400,000 patients. ?Use of OBSCOR ActClass as a compression mechanism? 
· Does this need to be described for potential current use, future use? or constrained actually constrained?
· Are there MeasureSet requirements? – yes, allow top level section to either be MeasureSet (which contains 1..many Measure sections) or Measure. The MeasureSet section is the same as Cat I.  (I haven't changed the example to show this)
· From Randy: regarding the Insurance and Race/Ethnicity fields that are in the NYCDOH report, that comes from a need to look at provider-level quality data according to subgroups of Patient Insurance classes and Patient Race/Ethnicity fields due to health disparities reporting needs/requirements.  

· Category Three open issues:

· Are there MeasureSet requirements? – yes, allow top level section to either be MeasureSet (which contains 1..many Measure sections) or Measure. The MeasureSet section is the same as Cat I.  (I haven't changed the example to show this)

· Cross category open issues:

· Aggregation-level data

· Aggregation-level data (e.g. provider, location) is used to further subdivide the data provided in a Cat III report.

· The Aggregation-level should be included in the Cat III reporting parameters section. The current draft does this via an XPath approach, but this will need to be reviewed.
· Required aggregation-level data would also need to be communicated in a Cat I report, to enable the Cat III report to do the necessary subdividing.

· Some data elements are defined in the Framework (e.g. allowable sections), some data elements are defined in the measure-specific IG (e.g. numerator data), whereas other data elements are defined by recipient of a particular measure (e.g. aggregation level). For the latter, where should it be defined? (Current example defines aggregation level within reporting parameters section. Alternatively, one could assume this is subject to local trading partner negation, covered in a local IG, and therefore not needed in the cat III instance).
· Risk adjustment (see ORYX Risk Adjustment Manual) Measure specific? How to capture?

· Reason(s) for submission (Cat I, II, III) - not exactly sure where to put this or how to value it yet, but possibly in header or reportingParameters section, possibly modeled similarly to the CCD Purpose section. I think the allowable reasons will need to be fleshed out, probably in subsequent ballot cycles. If we make it a coded data type, without locking in the codeSystems, and make it repeatable, we could clarify later. – YES – this needs to be included
· Is there a requirement include # in initial patient population? There seems to be minimum number requirement for initial population based on reporting entity size and a percentage of that population minimum for sample size.
· **Are reporting parameters always global to the document (e.g. so that reporting period can be in the header)? - unclear, will optionally allow as top level or nested. Either way, need to be sure there is a clear relationship.
· Data elements and formal expression of peds ballotable measures with remains unvetted

· Category II and Category III - entries aren't really "signed" the way a typical clinical note is signed. Therefore, may be able to relax the requirements for the narrative block?: – should be narrative block to facilitate display, but since this isn't clinician-attested content, there isn't an absolute requirement.
· Add version of “Coordination with Related Efforts” diagram down a level to demonstrate the measure development, QRDA development and how various points intersect – something like a tactical and strategic plan to help vendors align with all the initiatives
· Tool to maintain cross-CDA IG consistency in header reqs

· Explain within IG – that Cat,1,2 and three can be independent
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