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Foreword

This is a supplement to tierthcominglHE Quality, Research and Public Health Technical
Framework. Each supplement undergoes a process of public comment and trial implenteeftaton
being incorprated into the volumes of the Technical Frameworks.

This supplemernis submitted for Public Commehetween June 4 and July 6, R0OComments are

invited and may be submitted to the IHE forumbt#t://forums.rsna.org/forumdisplay.php?f=528

order to be considered in development ofthal Implementatiorversion of the supplement

comments must beeceived by July 06, 2010. Pleasse the Public Comment Template provided in the
thread andubmit comments by posting the completed template as an attachment to a Reply or New
Thread.

This supplement describes changes to the existing technical framework documents and where indicated
amends text by additiomd@ld underline) or removal beld-strikethrough), as well as addition of

| arge new sections introduced by editords instr
readabilityarenot bolded or underlined.

ABoxedo instructions | i ke t EdtorBoawtmiptegeate theerélevamt i n d i
section(s) into the relevant Technical Framework volume:

| Replace Section X.X by the following:

General information about IHEanbe found atwww.ihe.net

Information about théHE Quality, Researchnal Public Healtltanbe found at:
http://www.ihe.net/Domains/index.cfm

Information about the structure of IHE Technical Frameworks and Supplecaatis found at:
http://www.ihe.net/About/process.cfamdhttp://www.ihe.net/profiles/index.cfm

The current version of the IHE Technical Framewzakbe found at:
http://www.ihe.net/Technical Framework/index.cfm

Rev. 1.0- 201006-04 Copyright © 2010: IHE International
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Introduction

Until recently, complete and high quality cancer reporting has been achieved primarily through hospital
cancer registries. Traditionallgancer patients receiveaginostic testing or worldp and/or treatment

in hospitals. However, advances in medicine now allow patients to obtain their care outside the acute
care hospital setting. Data collection systems from other sources such as physician offices are not as
consigent with reporting. This leads to unéeporting of certain types of cancers, typically those now
diagnosed and treated outside the acute care hospital setting. Both melanomas and prostate cancers, for
example, have been shown to be ur@gorted whenentral registries rely only on hospital reporting.

In many states, these nbospital data sources are only minimally involved in reporting to the central
cancer registry although the numbers are increasing each year. When reporting does occur, it may be
through a manual process of identifying reportable cases and submitting copies of the medical record,
or the central registry may send certified tumor registrars (CTR) to clinics or physician'dffices
manually abstract the information from the papasel medical records. These processes are very
resourcentensive, timeconsuming, and vulnerable to errors in transcription.

The need to access the data contained in clinics/physician offices with only limited resources is driving
the effort to develop aruédomated electronic process to identify and report cancer cases using the
clinic/physician office electronic medical record (EMR).

The Physician Reporting to a Public Health Reposita®ancer Registry Profile provides a means
through which physician offe EMR systems can report information on cancer patients to the public
health cancer registry. A single, consistent method allows efficient and accurate exchange of
information while reducing the burden on EMR systgpecific or registryspecific implemetations.

Open Issues and Questions

1. Does ITI have a profile for SVS (PHIN VADS) that we can reference?
2. Do we need the coded terminologies section?
Coded Terminologies

This profile supports the capability to record entries beyond the IHE required
coding associated with structured data. Actors from this profile may choose to
utilize coded data, but interoperability at this level requires an agreement
between the communicating parties that is beyond the scope of this Profile.

To facilitate this level of interoperability, the applications that implement actors
within this profile shall provide a link to their HL7 conformance profile within their
IHE Integration statement. The conformance profile describes the structure of

! For purposes of thisrofile, clinic/physician officeshas been defineals any health care practitionerg., physiciaor
dental officeswho would be required by state regulation to réparancer case to the central cancer registry.
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the information which they are capable of creating or consuming. The
conformance profile shall state which templates are supported by the
application implementing the profile Actors, and which vocabularies and/or data
types are used within those templates. It should also indicate the optional
components of the entry that are supported.

An Example HL7 Conformance Profile is available to show how to construct
such a statement. See the HL7 Refinement Constraint and Localization for more
details on HL7 conformance profiles.

3. Need to clarify dependencies, groupings and bindings.

a. Place appropriate sections in the correct section after issue #3 is resolved.

4. Verify all references to IHE domains and documents are accurate. (i.e. do we
reference the PCC TF or a non-existent QRPH TF or ?)

5. QRPHF2Fmeet i ng i ndicated that this shoul d
mean Volume 11?7 and where within vol 11?

X.6.1.1 CCD [this should be in standards]

The Form Filler can produce a valid CCD as content for the pre-population data
transaction as 290 defined in RFD. This valid CCD will be further constrained in
volume 2 of this profile.

Closed Issues

The Form Manager receives a valid CCD as content for the pre-
population data transaction as defined in RFD. This valid CCD will be
further constrained in volume 2 of this profile. Note the reference
implementation that then supports conversion of this CCD into E2B M.

Rev. 1.0- 201606-04
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215 Volume 171 Profiles

| Add the following to section 1.1.5

1.1.5 Copyright Permissions

220 | Add the following to section 2.5

1.5 Dependencies (Bindings) on IHE Integration Profiles

This profile require€ross Enterprise Document Simay, Media Interchange and Reliable Messages
OR RFD Document Source with form filler.

225

‘ <Profile Name> | <?> ‘ <?> ‘ <> ‘

None.

| Add the following to section 2.7 |

2.7 History of Annual Changes

230 | Add Section X
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X Physician Reporting to a Public Health Repository i Cancer Registry
Profile

The Physician Reporting to a Pubtealth Repository Cancer Registry Profile provides a means
throughwhich physician office EMR systems can report information on cancer patients to the public
health cancer registry. A singl@rsistent method allows effent and accurate exchange of
informationwhile reducing the burdean EMR systerrspecific or registryspecific implementations.

This profile describes a mechanism for identifying the cancer patient for which reporting isdequi
and defines the data elements to be retrieved from the EMR and transmitted to the cancer registry. It
includesan option for usingf aShared Value Set transactiby the Content Consumer.

X.1 Purpose and Scope

Until recently, complete and high ditg cancer reporting has been achieved primarily through hospital
cancer registries. Traditionallgancer patients receive diagnostic testing or vwagrland/or treatment

in hospitals. However, advances in medicine now allow patients to obtain thedutsicke the acute

care hospital setting. Data collection systems from other sources such as physician offices are not as
consistent with reporting. This leads to undgporting of certain types of cancers, typically those now
diagnosed and treated outsttie acute care hospital setting. Both melanomas and prostate cancers, for
example, have been shown to be urdgorted when central registries rely only on hospital reporting.

In many stateghesenonthospital data sources are only minimally involvedaporting to the central
cancer registry although the numbers are increasing each year. When reporting does occur, it may be
through a manual process of identifying reportable cases and submitting copies of the medical record,
or the central registry magend certified tumor registrars (CTR) to clinics or physician offites

manually abstract the information from the papased medical records. These processes are very
resourcentensive, timeconsuming, and vulnerable to errors in transcription.

The reed to access the data contained in clinics/physician offices with only limited resources is driving
the effort to develop an automated electronic process to identify and report cancer cases using the
clinic/physician office electronic medical record (EMR)

The typical workflow for this Supplement is as follows:

1. Patient demographic information is recorded/verified when patient arrives at the
clinic/physician office.

2. Cliniciarn/patient encounter takes place.
3. Clinicianrecords findings in the EMR.
4. EMR identifies encounter as relating to cancer.

2 For purposes of thigrofile, clinic/physician officeshas been defineals any health care practitionetg., physiciaor
dental officeswho would be required by state regulation to report a cancetac#se central cancer registry.

8
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5. EMR populates Cancer Reporting Form and transmits it to the public health cancer registry.

a. Al ternate: For

EMRO s

t hat do not-cont ai

populates what it can and then displays thenfto the clinician for completion.

6. Public health cancer registry receives and acknowledges cancer reporting form.

The scope of this profile is fatinic/physician officereporting to a public health cancer regidtry

Within this scope are the followiragtivities:

e Report required information on all new cancer patients
e Report treatment and cancer status on all existing cancer patients
e Report referrals to other clinicians, treatment centers, facilities and/or hospitals

e Use existing terminology, dataeghents, and secure data exchange standards that have been
approved byhenational standard setting organizati¢ti¥ SP and North American
Association of Central Cancer RegistriBBNACCR), if no national standard exists

The following activities areut of scope for this version of the profile:
e Physician reporting to a hospital cancer registry
e State cancer registry reporting to the national cancer registries
e Reengineering central cancer registry processes to handle multiple event reports
e Provider aierying the central cancer registry for patient information
e Assessing and/or providing guidance for modifying legislation

X.2 Use Cases

Patty Patient visits her physician complaining of fatigue and a slight temperature. David Doctor orders
acompletebloodcount (CBC) lab teswhich is performed within the clinics | a b Besuts or y
indicate that Patty Patient has caricehronic lymphocytic leukemia. David Doctor records the
information in the EMR, triggeringeporting to thepublic health canceaegistry.

In the first use case, the provider EMR generates the registry report at the end of the clinarad visit

sends idirectly to the public health system

In the second use caseg throvider EMR does not contasnfficient data to generate thegistry

report. Thenformationin the provider EMR is supplemented by information from the clinician, which
is then sent to the public health systdine public health system can either process the data directly or
make use of a Forms Manager to trateskhe RFD to XD*.

% In the USA extension of this supplement, the scope is restricted to clinician reporting to a state/territorial canger registr
State/territorial cancer registry reporting to the national cancer programs (CDC and SEB®)ddrscope.
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X.3 Actors/Transactions

300 <Actors and Transactions are usually the same across PCC Content Profiles, below is an example of what
should be used for these types of profiles.>

X.3.1 Actors
Note: Definitions are provided as a convenefar readers of this Profile. Detailed information on
Actors are provided itHE-PCC Tec hni c all Framewor k é.

305
Content Creator:c a n 0 t fHE ddfinitionh e

Content Consumer:c a n 0 t find the | HE definition

310 X.3.2 Transactions

Content is created by a Gent Creator and is consumed by a Content Consumer. A Document Source
may embody the Content Creator Actor. A Document Consoni2ocument Recipienhay embody
the Content Consumer Actor.

Share Content

—

Content
Consumer

Content
Creator

315
Figure X.3.2-1 Actor Diagram

The sharing of content from ometor to the other is addressed by the use of appropriate IHE profiles
320 described in the section on Content Bindings with RED*, in PCC TF_2:4.1

X.4 Options

325 <This section contains a table describing the additional capabilities available for this profile and references to all
sections that state requirements for compliance to the Option. Options in a Profile are synonomous with options
on an automobile in that the purchaser of the automobile may choose the sunroof and upgraded stereo options,
but is not required to do so in order to purchase and use the automobile. In another example the purchaser may

10
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have the option of an automatic transmission or a manual transmission. In this case the purchaser must choose
one option or the other as a car cannot be driven without a transmission.>

X.4.1 Content Creator Options
None

X.4.2 Content Consumer Options

X.4.2.1 Discrete Data Import Option

This option defines the processing requirements placed on Content Consumers for providing access,
and importing discite data from selected sections of the medical document and managing them as part
of the patient record. See the Discrete Data Import Opti®@Ci@ TF_2:3.0.4or more details on this

option.

Actor Option Section
Content Creator | No options defined

View Option (See Note 1)

Document Import Option (See Note 1) PCC TE2: 3.0.4
Section Import Option (See Note 1) T
Discrete Data Import Option (See Note

Content Consume

Note 1: The Actor shall support at least one of these options.

X.6 Groupings

<This section specifies Actors from other profiles, possibly in other domains, that this profile shall, may or should
be grouped with; including any additional requirements placed upon them when grouped with actors of this
profile (and vice versa).>

X.6.1 Cross Enterprise Document Sharing, Media Interchange and Reliable Messages
[keep]

Actors from the ITI XDS.b, XDM and XDR profiles embody the Content Creator and Content
Consumer sharing function of this profile. A Content Creator or Content Consumer ngustiped

with appropriate actors from the XDS.b, XDM or XDR profiles, and the metadata sent in the document
sharing or interchange messages has specific relationships to the content of the clinical document
described in the content profile.

X.6.2 Content Bindings for XDS.b, XDM, and XDR

It is expected that reporting will occur in an environment where the clinics/physician offices have a
coordinated infrastructure that serves the information sharing needs of this community of care. Several
mechanisms araipported by IHE profiles:

11
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e Aregistry/repositorsbased infrastructure is defined by the IHE Cross Enterprise Document
Sharing (XDS.b) and other IHE Integration Profiles such as patient identification (PIX &
PDQ) and notification of availability of documeniNAV).

¢ A mediabased infrastructure is defined by the IHE Cross Enterprise Document Media
Interchange (XDM) profile.

¢ Areliable messagingased infrastructure is defined by the IHE Cross Enterprise Document
Reliable Interchange (XDR) profile.

¢ All of these infrastructures support Security and privacy through the use of the Consistent
Time (CT) and Audit Trail and Node Authentication (ATNA) profiles.

For more details on these profiles, see the IHE IT Infrastructure Technical Framework. Content profiles
may impose additional requirements on the transactions used when grouped with actors from other IHE
Profiles.

X.6.3 Notification of Document Availability (NAV) [for hearing screening]

A Document Source should provide the capability to issue a Sendddttifi Transaction per the ITI
Notification of Document Availability (NAV) Integration Profile in order to notify one or more

Document Consumer(s) of the availability of one or more documents for retrieval. One of the
Acknowledgement Request options mayuked to request from a Document Consumer that an
acknowledgement should be returned when it has received and processed the notification. A Document
Consumer should provide the capability to receive a Receive Notification Transaction per the NAV
Integration Profile in order to be notified by Document Sources of the availability of one or more
documents for retrieval. The Send Acknowledgement option may be used to issue a Send
Acknowledgement to a Document Source that the notification was received and@doces

X.6.4 Document Digital Signature (DSG) [keep]

When a Content Creator Actor needs to digitally sign a document in a submission set, it may support

the Digital Signature (DSG) Content Profile as a Document Source. When a Content Consumer Actor
needs toverify a Digital Signature, it may retrieve the digital signature document and may perform the

verification against the signed document content.

X.6.5 Shared Value Set (SVS) [keep]

A Content Creator Actaand Content Consumer Actoray support th&haredvalue Set (SVS)
IntegrationProfile to receive a common, uniform nomenclature managed.

X.6.6 Content Bindings for RFD

The Retrieve Form for Data Capture Profile (RFD) provides a method for gathering data within a
user 6s current apgurdmentsaftan externat system.dREDQ suppdrte the retrieval of
forms by a Form Filler from a Form Manager optionally usinggopulation data 280 sent from the

12
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Form Filler and then further describes display and completion of a form, and returrantendata
from the Form Filler to the Form Receiver as well as optionally to a Form Archiver. This content
profile will be bound to the prpopulation data transaction described in RFD. [For more details on
these profiles, see the IHE IT Infrastructure Ar@cal Framework].

400

X.7 Security Considerations

The XDSMS Integration Profile assumes that a minimum security and privacy environment has been

established across all participants. There must exist security policies regarding the use of training,

agreements, risk management, business continuity and network security that need to be already in place
405 prior to the implementation of XDBSIS.

The IHE ITI ATNA Integration Profile is required of the actors involved in the IHE transactions
specified in thigrofile to protect nodéo-node communication and to produce an audit trail of the PHI
related actions when they exchange messages.

In addition, the IHE ITI DSG Integration Profiles can be applied to the actors involved in the
410 transactions specified inighprofile to securely identify individuals involved in transactions and verify
document integrity and authorizations (DSG).

Interested parties should also read the detailed Security Considerations sections provided for each of
the aforementioned profiles the IHE ITI Technical Framework and its supplements.

The XDSMS profile does have a few security considerations of its own.

415 EMR systems should be thoughtfully designed so that providers are able to review and verify
information before it is importekhto their EMR system, and that positive user acknowledgements are
made before import, and audit trails are recorded when imports occur.

Imported information should be traceable both to the source [the sharing EMR], and the receiver that
accepted it intéthe EMR system. XDS Affinity domain policies should support policies and procedures
420 for tracing information flows between EMR systems.

Because the information being transferred is in XML, it will be common that different EMR systems
utilize different trasformations to render the contents into human readable form. A Content Creator
should make available the transforms used by the sending provider to review the documents, and a
Content Consumer must support rendering the information as seen by the seodaher pallowing

425 Dboth providers to see what was sent in its original rendered form.

X.8 Requirements of Actors

This section describes the specific requirements for each Actor defined within this profile.

13
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430 X.8.1 Content Creator
1. A Content Creator shall be able to creat@amcer Repuing Extract according to the
specification for that content profile found@RPHTF-2:.
X.8.2 Content Consumer
1. A Content Consumer shall be able to consurGasmcer Reportingxtract.
435 2. A Content Consumanayimplement theDiscrete Datarhport gtion.

3. A Content Consumer that implements the Discrete Data Import Qpagoffer a means to
import structured data from one or more sections of the document.

X.9 Content Modules

440 Content moduledescribe the content of a payload found in an IHE transaction. Content profiles are
transaction neutral. They do not have dependencies upon the transaction that they apetaited.
information on the content for this profile can be found in Voluime

X.10 Process Flow

Automated Reporting

Data Source/Clinician Identify Cancer Case Infrastructure/Forms Content
Manager Consumer/Public Health

| |

1: Capture Data
—

2: Submit Data

3: Identify Cancer Case
= 1

4: Send Data

5: Populate Form
<
6: Submit Form

445
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- Clinician Interaction Reporting

Data Source/Clinician Clinic EMR Infrastructure/Forms

Content
Manager Consumer/Public Health
1: Capture Data D
P

2: Submit Data

3: Identify Cancer Case

4: Send Data

5: Prepopulate Form

pe—

6: Return Form

7: Display Form

8: Add Data

PE—

9: Submit Data

10: Send Data

1; Populate Form

p—

12: Submit Form

X

Appendix A Actor Summary Definitions
No new actorsre defined for this profile.
450

Appendix B Transaction Summary Definitions
No new transactions for thpgofile.
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Glossary

455 | Add the following terms to the Glossary:

16
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Volume 21 Transactions and Content Modules
460
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1. Preface to Volume 2

1.1. Intended Audience

The intended audience of this document is:
e Technical staff of vendors planning to participate in thE Ihitiative
e |T departments of healthcare institutions
e Experts involved in standards development
¢ Anyone interested in the technical aspects of integrating healthcare information systems
e Domain experts participating in implementation and maintenahpeocess.

1.2. Related Information for the Reader

The reader of volume 2 should read or be familiar with the following documents:
¢ Volume 1 and Volume 2 of the Audit Trail and Node Authentication (ATNA) Integration

e Profile documented in the ITI frastructure Technic&dramework See
http://www.ihe.net/Technical Framework/index.¢fm

¢ Volume 1 and Volume 2 of the Consistent Time (CT) Integration Profile documented in the
ITI Infrastructure Technicdframework See
http://www.ihe.net/Technical _Framework/index.¢fm

e Retrieve Form for Data Capture (RFEQ082009ITI Supplement for Trial Implementatio
(Seehttp://www.ihe.net/Technical _Framework/index.¢fm

e CDA Content Modules PCC Supplement for Trial Implementation (See
http:/Mww.ihe.net/Technical Framework/index.gfm

e HL7 Clinical Document Architecture Release 2: Section 1, CDA Overview.
e Care Record Summarylmplementation Guide for CDA Release 2 (US Realm): Section 1.
e HL7 Implementation Guide: CDA Releasé Zontinuityof Care Document (CCD)

1.2.1 How this Document is Organized

Section 1is the preface, describing the intended audience, relatedrees, and organizations and
conventions used within this document.

Section 2provides an overview of the conceptdidE actors ad transactions used in IHE define
the functional components of a distributed healthcare environment.

Section 3defines transactions in detail, specifying the rédesach actor, the standamimployed, the
information exchanged, and some casesmnplementation options for theansaction.

18
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495  Section 4defines a set of payload bindings with transactions.
Section 5defines the namespaces and vocabularies that are used in this supplement.
Section 6defines the content modules that mayused in transactions.

1.2.2 Conventions Used in this Volume

500 This document has adopted the following conventions for septang the framework concepatsd
specifying how the standards upon which the IHE TechRiGanework is based should applied

1.2.1.1. The Generic IHE Transaction Model

Transaction descriptions are provided in section 3. In each tramsdeBoription, the actors, theles
they play, and the transactions between them are presented as use cases.
505 The generic IHE transaot description includes the following components:
e Scope: a brief description of the transaction.

e Use case roles: textual definitions of the actors and their roles, with a simple diagram
relating them, e.g.:

Actor ABC Actor DEF

Transaction Nam

510 Figure 1.2.1.1-1 Use Case Role Diagram

e Referenced Standards: the standards (stating the specific parts, chapters or sections thereof)
to be used for the transaction.

e Interaction Diagram: a graphical depiction of the actors and transactions, with related
processing witim an actor shown as a rectangle and time progressing downward, similar to:

515

Actor ABC Actor DEF

Message_1

Message_2

A
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Figure 1.2.1.1-2 Interaction Diagram

The interaction diagrams used in the IHE Technical Framewonkagdeled after those describied
Grady Booch, dmes Rumbaugh, and Ivar Jacobson, Uhiéied Modeling Language Us&uide,
ISBN 0-201-571684. Simple acknowledgment messagescanéted from the diagrams farevity.

e Message definitions: descriptions of each message iedafhvthe transaction, theents
that trigger the message, its semantics, and the actions that the message triggers in the
receiver.

1.3. Copyright Permissions

Health Level Seven, Inc., has granted permission to the IHE to reproduce tables frdod the H
standard. The HL7 tables this document are copyrighted by Hedlievel Seven, Inc. All rights
reserved. Material drawn from these documents is credited where used.

1.4. How to Contact Us

IHE Sponsors welcome comments on this document andiEhaitiative. They should bdirected to
the discussion server latp://forums.rsna.orgr to:

Lisa Spellman

Senior Director of Informatics

230 East Ohio St., Suite 500

Chicago, IL 60611

Email: ihe@himss.org
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2 Introduction

This documat, the QRPHProviderReporting to Public Health Cancer Registry Supplendafines
specificimplementations of established standards used in this field. These are intended to achieve
integration goals that promote appropriate exchange of medical infomtatcoorahate the optimal
patient caremong care providers in different care settings. It is expandedlanraiter a period of
publicreview, and maintained regularly through the identification and correction of errata. The latest
version of the dcument is always available via the Internet at

http://www.ihe.net/Technical _Framework/index.¢fiwhere the technical framework volumes and
supplements for trial implementation specific to ¥heous healthcare domains addressed by IHE may
be found.

The other domains within the IHE initiative also produce Technical Frameworks within their respective
areas that together form the IHE Technical Framew®©tkrently, the following IHETechnical
Framework(s) are available:

¢ [|HE Anatomic Pathology Technical Framework

e |HE Cardiology Technical Framework

e |HE Laboratory Technical framework

e |HE IT Infrastructure Technical Framework

e |HE Patient Care Coordination Technical Framework
¢ |HE Patient @reDevicesTechnical Framework

e |HE Radiation Oncology Technical Framework

¢ |HE Radiology Technical Framewk

Where applicable, references are made to other technicairamks. For the conventions on
referencing other frameworks, see the pret#déis volume.

2.1 Relationship to Standards

The IHE Technical Framework identifies functional compaser a distributed healthcare
environment (referred to as IHE actors), solely from the point @f eigtheir interactions in the
healthcare entprise. At its current level of developmeritdefines a coordinated settodinsactions
based on standards (such as HL7, IETF, ASTM,@M; ISO, OASIS, etc.) in ord¢o accomplish a
particular use case. As the scope of the IHE iniga¢ixpands, transaons basedn other standards
may be included as required.

Each transaction may have as its payload one or more féreositent, as well as specificetadata
describing that content within the transaction. Thecsjation of the payload andetadad about it
are the components of a Content Integration Profile. Blyopad is specified in @ontent Module, and
the impacts of any particular payload on aseation are described withircantent binding. The
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payloads of each transaction are also basestandards (such as HL7, IET&STM, DICOM, ISO,
OASIS, etc.), again, in order to meet the needs of a specific use case.

In some cases, IHE recommends selection of specific oigorted by these standardswever,
IHE does not introduce techmaicchoices that contradiconformance to these standarti®rrors in or
extensions tpexisting standards are identified, IHEWipy is to report them to thappropriate
standards bodies for resolution within their canfance and standards evolut&inategy.

IHE is therefore an implementation framework, not a standandfd@mance claims for produatsust
still be made in direct reference to specific standdndaddition, vendors who hawaplemented IHE
integration capabilities in their prodis may publish IHE legration Statements communicate their
products' capabilities. Vendors publishing IHiEegration Statements accdpll responsibility for
their content. By comparing the IHE Intetioam Statements from differeptroducts, a usédamiliar

with the IHE concepts of actors and integratprofiles can determine thevel of integration between
them. See ITI TH: Appendix C for the format of IHE Integration Statements.

2.2 Relationship to Product Implementations

The IHE actors ahtransactions described in the IHE Technicahtéaork are abstractions of theal
world healthcare information system environment. Whome of the transactions &ditionally
performed by specific product categories (&S, Clinical Data Reposiry, Electronic Health record
systems, Radiology Information Syster@inical Information System®r Cardiology Information
Systems), the IHE TechnicBfamework intentionally avoidsssociating functions or actors with such
product categories. Feachactor, the IHE Technicdiramework defines only those functions
associated with integrainnformation systems. The IH#efinition of an actor should therefore not be
taken as the completiefinition of any product thahight implement it, nor should tieEamework

itself be taken to comprehensivelgscribe tharchitecture of a healthcare information system.

The reason for defining actors and transactions is to provide adradefining the interactionamong
functional components of the healthcar®rmation system environment. In situations where a single
physical product implements multiple functions)ythe interfaces between tpeoduct and external
functions in the environment are considered toi@paificant by the IHEnitiative. Therefoe, the IHE
initiative takes no position as to theattve merits of an integrated environment based single, all
encompassing information system versus one based on maeitgiems that together achieve the same
end.

2.3 Relation of this Volume to the Technical Framework
The IHE QRPH domain does not have yet a published technical framework.

22
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2.3.1 Content Modules

This supplement uses as content modules the baseta@iA Release 2.0, with tiedservation

that other standards are usediher QRPH profilesuch as CDISC. Underneath eatandard, the
content modules are organized using a very coarse hieratamgnt to the standar8o for CDA

Release 2.0 the modules are organized by documenighesaction, entry, and valsets eleents.

Each content module can be viewed as the definition of a "class" in software design terms, and has
associated with it a name. Like "class" definitions in softwiasgn, a content module iS@ntract”,
which is defined in terms of constrainksat muste obeyed by instances of tltaintent module. Each
content module has a name, also known as its temgétgfier. Thetemplate identifiers are used to
identify the contract agreed tg the content module. The QRPIchnical Committee is respsible

for assigning the template identifiers to each content module.

Like classes, content modules may inherit features of other content modules of the same type
(Document, Section or Entry) by defining the parent content redtiat they inherit fromrheymay
not inherit features from a different type. Although informatiothe CDA Header is in different
location that information in a CDA Entry, these two cohtaendules are considered to dfethe same
type, and so may inheritdm each other wimenecessary.

This supplement uses the convention that a content moduietdaave more than one paréathough
it may have several ancestors). Thisis similar t h e
where classes can derive from only one p&ar€his convention is not due any specific technical
limitation of the technical framework, but e®make it easier for softwadeveloperdo implement

content modules.

C 0 n st mpragraminingilamguagh,e J av

Each content module has a list of data elements that are requireddiitred if known (R2), and
optional (O). The presentation of this information varies withtype of content module, and is
described in more detail below. Additiortdta elements may begvided by the sender that aret
defined by a specific content module, but the receiver isaoptired to interpret them.

Required data elements must always be sent. Data dkethahare required may undexceptional
circumgances have an unknown value (e.g., the naina@ unconscious patient). tinese cases the
sending application is required to indicate the reason that the data is not atailable

Data elements that are marked required if known (R2) must b&ken the snding applicatiommas

that data available. The sending application must be able to demonstrate thaendtalrequired if
known elements, unless it does not in fact gather that W&ten the information is navailable, the
sending application mapdicate the reason that the data is not available.

4
The reason

why

t he

i nformati on

i s

mi ssing is indication

value expressing missing information and possibly the reason why the information is missing).
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Data elements that are marked optional (O) may be sent at the choice of the sending application. Since
a content module may include data elements not spebyid¢ice profile, some might askhy theseare
655 specified in a content module. The reason for sp@egifthe optional data elemenssto ensure that
both sender and receiver use the appropriaastc interpretation of thesdements. Thus, an
optional element need not be sent, but whensent, the content modulgefines the meaning of that
data element, and a receiver can always h&ed®of what that datelement represents when it is
present. Senders should not sendational data element with amknown value. If the value is not
660 known simply do not send the data element.

Other data elements may be included in an instance of a content module above what is defined by this
supplement. Receivers are not required to process éhements, and if they do natderstand them,
must ignoreghem. Thus, it is not an error to includh®re than is asked for, butistan error to reject a

665 content module because it contains mora iealefined by the frameworkKhis allows value to be
added to the content modules defeatin this framework, ttoughextensions to it that are not defined
or profiled by IHE. It furthe allows content modules to ldefined later by IHE that are refinements or
improvements wer previous content modules.

670 For example, in the PCC Technical Framework, there is a@e&ummary content module defined in
this framework. The ED Referral content modulesweeated and it inherited thenstraints of the
Referral Summary content module, with a few mase case specific constraiaitded. Systems that
do not understandhé ED Referral content module but do understand the

675 Referral Summary content module will be able to interoperatesygitems that send instances of
documents that conform to the ED Referral content module. This interoperability, albeitiatad
levd of functionality, is by virtue of the fact that ED Refas are simply a refinement tife Referral
Summary. In order to retain this capability, there are a few rules about how the QRPH and PCC
Technical Committee creates constraints. Constraintaiidy to any content module will always

680 apply toany content modules that inherit from it. Thus, the "contracts" are always valid down the
inheritance hierarchy. Secondly, data elements of a content modiuter@ly be deprecated. Thusill
usually occuonly in the cases where they have been depédnt the base standard. Wtaley
specific content module has a limited scope and set of use cases, deprecating the data element prevents
any future content module from taking advantage of what has albesdydefined when a particular

685 data element has been deprecated simply becausenbtvascessary in the originaée case.

2.3.1.1 Document Content Modules Constraints

Each document content module will define the appropriate amiekto classifthe documentand

will also describe the specific data elements that are includedcdde used to classify itgpecified
690 using an external vocabulary, typically LOINC in the case of C[2fe&se 2.@locuments. The set of

data elements that make up tleedment arelefined, including the whethénese data elements must,

should or may be included in tdecument. Each data elementyigically a section within the

document, but may also describéormation that is containeelsewhere within of the documig(e.g.,

in the header). Each datarient is mapped into a contembdule via a template identifier, and the
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695 document content moduwhell further indicate whethethese are data elements are required, required if
known or optional. Thus, a document cartt@odule shall contain as constraints:

e The template identifier of the parent content module when there is one.
e The LOINC code or codes that shall be used to classify the document.

e A possibly empty set of required, required if known, and optionalsectntenmodules,
700 and their template identifiers.

e A possibly empty set of required, required if known, and optional header camidntes,
and their template identifiers.

e Other constraints as necessary.

705 The template identifier for the documentlviie provided in the narrative, as will the legal LOINC
document type codes and if preseny parent template identifier.

The remaining constraints are presented in two tables. The firstidaloitifies the relevant data
elements as determined duyithe technical analysis, and maps ¢héata elements to one or more

710 standards. The second table actually provides the constraints, whachi data element identified
the first table is repeated, along with whether it is required, required if krmoweptional. Following
this column is a reference to the specification for theestt module that encodes tlolata element,
and the template identifier assigned to it. The simple example below completestiat
specification described above. A sinfigld example is shown below:

715
Sample Document Specification SampleDocumentOID
Sample Document has one required section, and one entry that is required if known

720 2.3.1.1.1 Specification [get sample]

2.3.1.1.2 Conformance [get sample]

CDA Release ® documents that conform to the requirements ofcibrigent module shall indicate
their conformance by the inclusion of the appropriate <templatd&inents in the header of the
725 document. This is shown in the sample document below.

2.3.1.2 Section Content Modules Constraints

Section content modules will define the content of a section afiaatldocument. Sections will
730 usually contain narrative text, and so this definition will often desdhb information present the
narrative, although séons may be whty comprised of subsections.
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Sections may contain various subsections, and these nmaguieed, required if known aptional.
Sections may also contain various entries, and agairg thag be required, requireckiiown, or
optiond. A section may not contain just entries; it mustdavleast some narrative textsubsections
to be considered to be valid content.

Again, sections can inherit features from other section content modules. Once again, sections are
classified usingn external vocabulary (again typically this wob&LOINC), and so the list of
possible section codes is also specified. Sections that inherit fremseittions will not specify a
LOINC code unless it is to restrict the type of section to smadtesf £ OINC codes specified bgne

of its ancestors. Thus, a section content module will contain as constraints:

¢ The temjate identifier of the parent content module when there is one.
e The LOINC code or codes that shall be used to classify the section.

e A possibly empty set of required, required if known, and optional section combeltes,
and their template identifiers for the subsections of this section.

e A possibly empty set of required, required if known, and optional entry cantahiles,
and treir template identifiers.

e Other constraints as necessary.

2.3.1.3 Entry and Header Content Modules Constraints

Entry and Header content modules are the lowest level of cdatemhich content modules are
defined. These content modules are assediaith classes frorthe HL7 Reference Information
Model (RIM). These "RIM" content modules will constrainimgte RIM class. Entry contemhodules
typically constrain an "Act" class or one of its subtypesile header content modubedl normally
congrain "Participation”, "Role" or "Entity" classesjttimay also constrain an "Aatlass.

Entry and Header content modules will describe the required, required if known, and optional XML
elements and attributes that are present in the CDA Rédagstance. Header and Entrgntent
modules may also be built up using other Header ang Eotitent modules. An entry beader

content module may also specify constraintsh@nvocabularies used for codesnd in the entry, or
data types for the valuesund in the entry. Thus, an entry or header content module will contain as
constraints:

e The template identifier of the parent content module when ibenee.

e A description of the XML elements and attributes used in the entry, alongxpthnations
of their meaning.

e Anindication of those XML elements or attribstinat are requiredequiredif known, or
optional.

e Vocabulary domains to use when coding the entry.
e Data types used to specify the value of the entry.
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e Other constraints as necessar

An example is shown belowjget sample]
775
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3 IHE Transactions
[No new transactions are required].

780
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4 IHE Bindings

[No new bindings are required.]

785
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5.0 Namespaces and Vocabularies

<This section lists the namespaces and identifiers defined or referenced by the IHE PCC Technical Framework,
and the vocabularies defined or referenced therein. Additional namespaces and vocabularies shall be added to
790 the table in the following format. For specific examples see PCC TF-2:5.0>

The followingvocabularies are referenced in this document. An extensive list of registered
vocabularies can be found at http://hl7.ahtgnet/oid/frames.cfm.

codeSystem codeSystemName Description
1.3.6.1.4.1.19376.1.5.3.1 IHE PCC Template This is theroot OID for all IHE PCC Templates. A list of
Identifiers PCC templates can be found@DA Release 2.0 Content
Modules [get official link]
Need to get a root OID IHE QRPH Template This is the root OID for all IHE QRPH Templates. A list of
Identifiers PCC temphies can be found in [get official link]
1.3.6.1.4.1.19376.1.5.3.2 IHEActCode SeelHEActCode Vocabularypelow
1.3.6.1.4.1.19376.1.5.3.3 IHE PCC RoleCode SeelHERoleCode Vocabulargelow
1.3.6.1.4.1.19376.1.5.3.4 Namespace OID used for IHE Exténss to CDA Release
2.0
2.16.840.1.113883.10.20.1 CCD Root OID Root OID used for by ASTM/HL7 Continuity of Care
Document
2.16.840.1.113883.6.1 LOINC Logical Observation Identifier Names and Codes
2.16.840.1.113883.6.96 SNOMED-CT SNOMED Controled Terminology
2.16.840.1.113883.6.103 ICD-9CM (diagnosis International Classification of Diseases, Clinical Modifiers,
codes) Version 9
2.16.840.1.113883.6.104 ICD-9CM (procedure International Classification of Diseases, Clinical Modifiers,
codes) Version 9
2.16.840.1.113883.6.88 RxNorm RxNorm
2.16.840.1.113883.6.12 C4 Current Procedure Terminology 4 (CEY codes.

795 5.1 IHE Format Codes

<This section contains a table that lists the format codes, template identifiers and media types used by the IHE
Profiles specified in the PCC Technical Framework, and also lists, for reference purposes the same values for
other selected IHE Profiles from other committees. For specific examples see PCC TF-2:5.1>

Profile uﬂ Format Code M Media Type “ﬂ Template ID

2010 Profiles

800
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5.2 IHE ActCode Vocabulary

CCD

ASTM/HL7 Continuity of Care Document

CCR

ASTM CCR Implementation Guide

The IHEActCode vocabulary is a small vocabulary of clinical acts that are not presently supported by

the HL7 ActCode voabulary. The root namespace (OID) for this vocabulary is

1.3.5.1.4.1.19376.1.5.3.2. These vocabulary terms are based on the vocabulary and concepts used in th

CCR and CCD standards (listed above).

CASTAGE

A qualifier that identifies the stage of the canaising AJCC .

5.3 IHE RoleCode Vocabulary

The IHERoleCode vocabulary is a small vocabulary of role codes that are not presently supported by

the HL7 Role Code vocabulary. The root namespace (OID) for this vocabulary is
1.3.5.1.4.1.19376.8.3.3.

Pharmacy

The phamacy a patient uses.

Rev. 1.0- 201606-04
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6.0 QRPH Content Modules

6.1 Conventions

The ProviderReporting content profile has its own content specificatigiosvever some of the

content is dependent amany patient care coordination presikand the profilgoints to the

specifications in th®CC technical frameworK he reader of this chapter needs to have access to and
good understanding of the content modules of the PCC technical framework.

Additional documents that provide backgrounmtierstanding:

Various tables used in this section will further constrain the content. Within this volume, the follow
conventions are used.

R

R2

A "Required" data element is one that shall always be provided. If there is information
available, the datelement must be present. If there is no information available, or it cannot be
transmitted, the data element must contain a value indicating the reason for omission of the
data, via the use of the null flavour. (See PCE2Tb.3.4.2 for a list of approjte statements).

A "Required if data present” data element is one that shall be provided when a value exists. If
the information cannot be transmitted, the data element shall contain a value indicating the
reason for omission of the data. If n@lunformation is available to the creator or if such
information is not available in a well identified manner (e.g. buried in a free form narrative that
contains additional information relevant to other sections) or if the creator requires that
information be absent, the R2 section shall be entirely absent. (See section FXC6.3A.2

for a list of appropriate statements).

An optional data element is one that may be provided, irrespective of whether the information is
available or not. If the impimentation elects to support this optional section, then its support
shall meet the requirement set forth for the "Required if data present” or R2.

A conditional data element is one that is required, required if known or optional depending
upon otherconditions. These will have further notes explaining when the data element is
required, et cetera.
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Note: The definitions of R, R2, and O differ slightly from other IHE profiles. This is due in part to the fact that latzlorg and
policies may irfact prohibit the transmission of certain information, and that a human decision to transmit the
information may be required in many cases.

6.2 Folder Content Modules

This section contains modules that describe the content requirements of FoldeviahuX&is, XDM
or XDR. The QRPHProviderReporting profile does not contain any folders.

6.3 HL7 Version 3.0 Content Modules

This section contains modules that describe the content requirement of documents used within the
Cancer Reporting profile.

6.3.1 CDA Document Content Modules

1.1.1.1 Medical Documents Specification 1.3.6.1.4.1.19376.1.5.3.1.1.1
This section defines the base set of constraints used by almost all medical document profiles described
the PCC Technical Framework.

1.1.1.1.1 Standards How
CDAR2 HL7 CDA Release 2.0

CDTHP CDA for Common Document Types History and Physical Notes (DS
XMLXSL Associating Style Sheets with XML documents

1.1.1.1.2 Conformance

CDA Release 2.0 documents that conform to the requirements of this content module shall indicate
their conformance by the inclusiof the appropriate <templateld> elements in the header of the
document. This is shown in the sample document below.

<ClinicalDocument xmlIns="urn:hl7 - org:v3'>
<typeld extension="POCD_HDO000040" root="2.16.840.1.113883.1.3"/>
<templateld root="1.3.6.1. 4.1.19376.1.5.3.1.1.1'/>

<id root="" extension=""/>
<code code=""displayName=""
codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<title>Medical Documents</title>
<effectiveTime value='20081004012005'/>

<confidentialityCode cod e='N' displayName="Normal'
codeSystem='2.16.840.1.113883.5.25' codeSystemName="'Confidentiality' />
<languageCode code='en -uUs'/>

<component><structuredBody>

</structuredBody></component>
</ClinicalDocument>

Figure 6.3-1 Sample Medical Documents Document
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<! -- Verify the document type code >
<assert test="cda:code[@code = "{{{LOINC}}}' ] >
Error: The document type code of a Medical Documents must be {{{LOINC}}}
</assert>
<assertt est='cda:code[@codeSystem ="2.16.840.1.113883.6.1"]">
Error: The document type code must come from the LOINC code
system (2.16.840.1.113883.6.1).
</assert>

Figure 6.3-2 Sample Medical Documents Schematron Rules

1.1.1.1.3 Specification

The constraints for encoding of the CDA Header (Level 1) can be found in the CDA for Common
Document Types History and Physical Implementation Guide, in the section 2. CDA Hdadeeral
Constraints.

e |HE Medical DocumentsHALL follow all constraints found in that section with the exception of
the constraint on realmcode foundd@NF-HP-10..

e |HE Medical Documents which are implemented for the US RealmL follow ALL constraints
found in that section, argHALL use both the IHE Medat Document templateld
(1.3.6.1.4.1.19376.1.5.3.1.1.1) and the HL7 General Header Constraints templateld
(2.16.840.1.113883.10.20.3).}}

Realm ﬂﬂ Constraints ﬂﬂ Template IDs Required

CONF-HP-1 throughCONF-HP-14

CONF-HP-16 throughCONF-HP-40 1.3.6.14.1.19376.1.5.3.1.1.1

Universal

1.3.6.1.4.1.19376.1.5.3.1.1.1

us CONF-HP-1 throughCONF-HP-53 2.16.840.1.113883.10.20 3

DE 22?22?2772 299999

1.1.1.1.4 Style Sheets

Document sourcesHoULD provide an XML style sheet to render the content of the Medical Summary
document. Tie output of this style shestiaLL be an XHTML Basic (see

http://www.w3.0rg/TR/xhtnHbasic) document that renders the clinical content of a Medical Summary
Document aslosely as possible as the sending provider viewed the completed document. When a style
sheet is provided, at least one processing instrustianL be included in the document that including

a link to the URL for the XML style sheet. To ensure that thke sheet is available to all receivers,

more than one stylesheet linkay be included.

When a stylesheet is used within an XDS Affinity domain, the link$eiALL be provided using an
HTTPS or HTTP URL.

<?xml - stylesheet href="https://foobar:8080/mys tylesheet.xsl' type="text/xsl'?>
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When using XDM or XDR to exchange documents, the styleshet also be exchanged on the
media. The link to the styleshe®iALL be recorded as a relative URL.

<?xml - stylesheet href="../../stylesheets/mystylesheet.xslI' type="text/xsl'?> |

Style sheetsHoULD NOT rely on graphic or other media resources. If graphics other media resources
are used, thessHALL be accessible in the same way as the stylesheet. The Content QeeatsoT
be the provider of the resources/lssheet or graphcs).

When a Content Creator provides a style sheet, Content Consuasargrovide a mechanism to
render the document with that style sheet. Content Conswmersiew the document with their own
style sheet.

To record the stylesheet Wih a CDA Document that might be used in both an XDS and XDM
environment, more than one stylesheet processing instruction is required. In this case, all style sheet
processing instructions includenlsT include the alternate='yes' attribute.

<?xml - styles heet href="https://foobar:8080/mystylesheet.xsl' type="text/xsl' alternate="yes'?>
<?xml - stylesheet href="../../stylesheets/mystylesheet.xsl' type="text/xsl' alternate="yes'?>

A Content Consumer that is attempting to render a document using the docupmdistisstylesheet
MAY use the first style sheet processing instruction for which it is able to obtain the style sheet content,
andsHALL NOT report any errors if it is able to find at least one stylesheet to render with.

1.1.1.1.5 Flavors of Null
Information thais sentmusT clearly identify distinctions between

None

It is known with complete confidence that there are none. Used in the context of problem and
medication lists, this indicates that the sender knows that there is no relevant information that
can besent.

None Known

None are known at this time, but it is not known with complete confidence than none exist.
Used in the context of allergy lists, where essentially, it is impossible to prove the negative that
no allergies exist, it is only possible to edghat none have been found to date.

None Known Did Ask

None are known at this time, and it is not known with complete confidence than none exist, but
the information was requested. Also used in the context of allergy lists, where essentially, it is
impossible to prove the negative that no allergies exist, it is only possible to assert that none
have been found to date.

Unknown
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The information is not known, or is otherwise unavailable.

In the context of CDA, sections that are required to be presehaia no information should use one
of the above phrases where appropriate.

| Add section 6.3.1.A \

965 6.3.1.A <Document Content Module Specification Name>

The namespace for CDA Release 2.0rshl7 - org:v3 . This guide does not require use of any
specific namespace prefix. In the examples in this specification, all eleanersisown wprefixed,
assuming that the default namespace is declaredua:b@ -org:v3 .

970 CONF-1: The document element SHALL be a ClinicalDocument element from the urn:hl7 - org:v3
namespace.

CONF-2: Instances SHOULD NOT include an xsi:schemalLocation element .

ClinicalDocument example

975 <ClinicalDocument xmins="urn:hl7 - org:v3'>

</ClinicalDocument>

1.1.1.2 Provider Report to Cancer Registry Specification

A provider report contains a snapshot of the patient's medical information, including at the very least,
980 diagnosis, stagéreatment and patient status.

1.1.1.2.1 Parent Template

This document is an instance of tdedical Documentemplate.

1.1.1.2.2 Standards
CDAR2 HL7 CDA Release 2.(

1.1.1.2.3 Data Element Index
985

1.1.1.2.4 Specification

Data Element Name (Section) Optionality Template ID
SocialHistory o Wks-Sectionr01
Usual Occupation
Usual Industry
Payers @) WKks- Sectionr02
Primary Payer
Payer History
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Data Element Name (Section)

Optionality

Template ID

Results

Microscopic Examination
Laboratory Name
Diagnosis Date
Primary Site

Laterality

Histology

Behavior

Grade
DiagnosticConfirmation
Comorbidities

R

WKks- Section03

Stage/Prognostic Factors
TNM Clinical Staged By

TNM Clinical T

TNM Clinical N

TNM Clinical M

TNM Clinical Stage Group
TNM Clinical Stage Descriptor

Wks- Section04

Supporting Documentation

Text Place of Dignosis

Text Diagnostic ProceduiiePhysical Examination
Text Diagnostic ProceduiieX-Ray/Scan

Text Diagnostic ProceduiieScopes

Text Diagnostic ProceduiieLab Tests

Text Diagnostic ProceduiieOperation

Text Diagnostic ProceduiePathology

Text Stage/Rognostic Factors

R2

WKks- Section05

Course of Treatment
Surgery Text
Chemotherapy
Start Date
End Date
Chemotherapy Protocol/Regimen Text
Drug Name(s)
Hormone Therapy
Immunotherapy
Other Therapy Text
Hematologic Tansplant or Endocrine Proca@urext
Palliative Care Text

R2

Wks- Section06

Patient Status

CancerStatus

Date of first ecurrence
Recurrent Locatioii Distant Site
Quiality of Survival

Vital Status

Cause oDeath

Place ofDeath

Autopsy

R2

Wks- Section07

Rev. 1.0- 201606-04
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Data Element Name (Section) Optionality Template ID

Cancer Control (@) Wks- Section08
ScreeningPate
Screening Result

Plan of Care R2 WKks- Sectior09
HospitalizationStatus
Name of Hospital
Radiation Therapy Facility
ProviderReferred From
ProviderReferred To

Table 1.1.1.2.4-1

1.1.1.2.5 Conformance

CDA Release 2.0 documents that conform to the requirements of this content module shall indicate
their conformance by the inclusion of the appropriate <templateld> elements in the header of the
document. This is shown in the sample document hefdo@DA Document may conform to more than
one template. This content module inherits fromMrezlical Documentontent module, and so must
conform to the requirements of that template as well, thus all <templateld> elements shown in the
example below shable included.

<ClinicalDocument xmiIns="urn:hl7 - org:v3™>
<typeld extension="POCD_HDO000040" root="2.16.840.1.113883.1.3"/>
<templateld root='1.3.6.1.4.1.19376.1.5.3.1.1.2'/>
<templateld root="1.3.6.1.4.1.19376.1.5.3.1.1.3/>
<id root="" extension="' ‘>
<code code="" displayName=""
codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<title> Provider Report to Cancer Registry <ftitle>
<effectiveTime value='20100506 012005'/>
<confidentialityCode code='N' displayName='"Normal'
codeSystem='2.16.840.1.113883.5.25' codeSystemName="'Confidentiality' />
<languageCode code='en - Us'/>

<component>
<structuredBody>
<component>
<section>
<templateld root=' XXX ‘>
<! 8Conditional Social History - >
<[section>
</component>

<component>
<section>
<templateld root=' XXX >
<! 3ConditionalPayers - >
<[section>
</component>

<component>
<section>
<templateld root=' XXX 1>
<! 8Required Results - >
</section>
</component>
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<component>
<section>
<templateld root=' XXX ‘>
<! 8Required Stage/Prognostic Factors
<[section>
</component>

<component>
<section>
<templateld root=' XXX ‘>
<! 8Required if known Supporting Documentation
<[section>
</component>

<component>
<section>
<templateld root="' XXX 1>
<! dRequired if Known Course of Treatment
</section>
</component>

<component>
<secti on>
<templateld root="' XXX >
<! dRequired if Known Patient Status -
</section>
</component>

<component>
<section>

<templateld r oot=' 1.3.6.1.4.1.19376.1.5.3.1.3.23

TS

</section>
</component>

<component>
<section>
<templateld root=' XXX >
<! 8Conditional Cancer Control - >
</section>
</component>

<component>
<section>
<templateld root=' XXX >
<! dRequired if Known Plan ofCare - >
</section>
</component>

</structuredBody>
</component>
</ClinicalDocument>

<! -- Required if known Immunizations Section content

Figure 03-3 Provider Report to Cancer Registry Document

| Add section 6.3.2.B

6.3.2.B <Header Content Module Specification Name>

<This section corresponds to Header Content Module Specification B of the IHE Technical Framework.>
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See appendix B for formatting indicators of the table.

realmCode
The realmCode element signals the imposition of realm  -specific constraints and identifies the realm
in question.
CONF-3: A ClinicalDocument/realmCode element SHALL be present where the value of @codeis

coming from the QRPHrealmCode value set

ClinicalDocument/realmCode examples

<realmCode code='US'/>
<realmCode code='CA'/>
<real mCode code=6DEb&6/ >

typeld
The typelD element identifies the document as an instance confor ming to CDA release 2.
CONF-4: A ClinicalDocument/typeld element SHALL be present where the value of @root is
2.16.840.1.113883.1.3 and the value of @extensionis POCD_HD000040
ClinicalDocument/typeld example
| <typeld root="2.16.840.1.113883.1.3' extension="POCD_ HDO000040'/>
templatelD i Implementation Guide
This temp| atelD element identifies the document instance as conforming to this version of this
Implementation Guide
CONF-5: A ClinicalDocument/templateld element SHALL be present where the value of  @root is

ClinicalDocument/templateld example

| <templateld root= >

templateld i Provider Report

This templateld  element identifies the document instance as conforming to the constraints for a

provider report.

id (instance identifier)

The d o ¢ u me i teferment is an instance identifier data type. The

the scope of the extension attribute.

root attribute specifies

CONF-6: A ClinicalDocument/id element sSHALL be present and SHALL uniquely identify the

document.
ClinicalDocument/id example

| <idro 0t="2.16.840.1.113883.19.4" extension="2939"/>
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code
The code element at the document root specifies the document type code that classifi es the
document as
CONF-7: A ClinicalDocument/code element SHALL be present where the value of @codeis x-
1130 LOINC STATIC

ClinicalDocument/code example

<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="x - Cancer Record "/>

1135 title
The title is a display string that identifies the type of d ocument.

CONF-8: Atitle element SHALL be present.
ClinicalDocument/title example

| <title>  Provider Report to a Cancer Registry <ftitle>

1140 effectiveTime
ClinicalDocument/effectiveTime example
| <effectiveTime value='20061031'/>

confidentialityCode

Confidentiality isa  required contextual component of CDA, where the value expressed in the

1145 header holds true for the entire document, unless overridden by a nested value.
HL7 confidentialityCode inwhichthevalue Nmeans O0Nor mal confidentiald]
(according to good healt h care practice) apply. That is, only authorized individuals with a
|l egiti mate medical or business need may access this
CONF-9: A confidentialityCode element SHALL be present where the value of ~@codeSystem is
1150 2.16.840.1.113883.5.25 and the value of @codeis N.

ClinicalDocument/confidentialityCode example

<confidentialityCode codeSystem='2.16.840.1.113883.5.25'
code='N'/>

languageCode

1155 The languageCode specifies the document language. Note that portions of the document can
specify use of a different language.

CONF-10: A languageCode element SHALL be present where the value of ~ @codeis from the
QRPHIlanguageCode Value Set.
ClinicalDocument//languageCode example

1160 | <languageCode code="en - US"/>
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setld and versionNumber

See section Error! Reference source not found. of this document for a description of the
use of setld and versionNumber in succession management.
CONF-11: Asetld elementanda versionNumber element SHALL be present.
1165 ClinicalDocument/setld and versionNumber example

<setld root="2.16.840.1.1 13883.19.7"
extension="BB35"/>
<versionNumber value="1"/>

relatedDocument

1170 See section Error! Reference source not found. of this document for a description of the
use of relatedDocument  in succession management

CONF-12: If versionNumber/@value is greater than 1, relatedDocument/@typeCode SHALL be
RPLC(replace) and relatedDocument/parentDocument/id SHALL be populated with the
id of the document being replaced.

1175 relatedDocument example

<relatedDocument typeCode="RPLC">

<parentDocument>
<l-- Previous documentds £pble id
<id root="2.16.840.1.113883.19.4" extension="2939"/>
1180 <!l-- Previous documentédés set+d and version

<setld root="2.16.840.1.113883.19.7" extension="BB35"/>
<versionNumber value="1"/>
</parentDocument>
</relatedDoc  ument>

1185 Participants

The Patient: ClinicalDocument/recordTarget

The recordTarget  element represents the patient whose health history is described by this
cancer report . The CDA patientRole element can record patient identification (ID, name,
gender, birthd ate, marital status) and contact data (current address and telephone).

1190 Detailed conformance statements for the basic information are provided by the CDA
specification and are not repeated here.

CONF-13: A recordTarget/patientRole element SHALL be present.

ClinicalDocument/recordTarget example

1195 <recordTarget>
<patientRole>

<! -- Patient ID - Hospital -- >

<id root="2.16.840.1.113883.3.117.1.1.5.1.1.1" extension="123456"/>

<! --  Medical record number for the patient - >
1200 <id root="2.16.840.1 .113883.3.117.1.1.5.1.1.2" extension="24333334"/>
<! - Patient's Social Security Number - >
<id root="2.16.840.1.113883.4.1" extension="999 - 99-9999"/>
<addr>

<streetAddressLine>17 Daws Road</streetAddressLine>
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<city>Blue B ell</city>
<state>MA</state>
<postalCode>02368</postalCode>
</addr>
<telecom value="tel:(888)555 -1212"/>
<patient>
<name>
<family>Henry</family>
<given>Levin</given>
<given>D.</given>
<suffix>the 7th</suffix>
</name>

<birthTime value="19320924"/>
<birthplace>
<place>
<addr>

</addr>
</place>
</birthplace>
</patient>
</patien tRole>
</recordTarget>

Patient Identifiers

A patient identifier consists of an identifier and the OID of the authority that issued it as a
unique identifier within its scope. An OID in itself is not sufficient to specify the kind of

identifier being reco rded >, therefore an id element for each identifier must be present in the
specified order.

CONF-14: The patientRole element SHALL contain id el ements representing the fa
I D, the facilityds Medical Recor d NumbcalrSectirityr t he p
Number, in that order. The  id element SHALLNOT have a nullFlavor attribute.
Gender Observation
The patientds genetic gender is recorded as an obser
CONF-15: A Sex Observation SHALL be represented with a Question/Answer (Code) Pattern , with the
values NAACCRtld - 220, 21840-4 Sex , and VS OID- 220 NAACCRSegode STATIC
20070101.
CONF-16: | f the patientds gender vatue/@multFladom o wspALL HelNe v al ue of
[NAACCR 9]
Gender Value Set
5For exampl e, t héntlDasdpnedcal fe€osd nymaer would both be scoped by the OID
identifying the hospital. Some facilities assign an OID specifically to their Medical Record Numbers;
however, relying on this would require the receiver of the document 0 for example, a Cen tral Registry
0 to be able to interpret the OIDs of all facilities which submit records to it. That is not always viable:
the submissions may be unanticipated, and the senderds OC

be discussed by the Structured Docume nts Working Group.
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Iltem 220
LOINC = 21840 -4

Value Set: NAACCRSexCode VS-0OID-220
Code System: NAACCR Sex CS-0ID-220

Code Meaning

1 Male

2 Female

3 Other (hermaphrodite)
4 Transsexual

1245

Gender example

<observation cl assCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tid -220"/>
<code codeSystem="2.16.840.1.113883.6.1

1250 codeSystemName="LOINC"

code=" 21840- 4"

displayName="  Sex"/>

<statusCode code="  completed "/>
<value xsi:type=" CcD
1255 codeSystem="CS - OID- 220"
codeSystemName=" NAACCR SexX
code=" 2"
displayName="Female"/>
</observation>

1260

Race Observation

This observation c¢ ode[RacdMalee Spta PHVE Racé $iL7rVa c e .
2.16.840.1.113883.1.11.14914 ]

A Race Observation SsHALL be represented with a Question/Answer (Code) Pattern , with the
1265 values

CONF-17: The value element MAY be repeated to represent multiple races.

Ethnicity (Spanish/Hispanic Origin Observation) [national standard?]

CONF-18: A Spanish/Hispanic Origin Observation SHALL be represented with a Question/Answer
1270 (Code) Pattern , with the values [Ethnicity group  PHVS_EthnicityGroup_CDC ;
2.16.840.1.114222.4.11.837 )

CONF-19: If itis unknown whether the patient has a Spanish/Hispanic origin, the value of
value/@nullFlavor SHALL be NI. [NAACCR 9]

Ethnicity (Spanish/Hispanic Origin) Value Set
Item 190

LOINC = 21837 -0
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Value Set: Ethnicity G roup
Code System: PHVS_EthnicityGroup_CDC

2.16.840.1.114222.4.11.837

Ethnicity (Spanish/Hispanic Origin) example

<observation cl
<templateld root=" Y
<code codeSystem
codeSystemName="LOINC"

code=" 21837 -0"

</observation>

assCode="0OBS" moodCode="EVN">

="2.16.840.1.113883.6.1"

displayName="  Spanish/Hispanic Origin ">
<statusCode code="  completed " />
<value xsi:type=" CcD
codeSystem="PHVS_EthnicityGroup_CDC
codeSystemName="  Ethnicity G roup "
code=" 2135-2 "
displayName=" Hispanic or Latino ">

1.1.1.3 Patient Address at Diagnosis Observation

United States addresses in a NAACCR record conform to the USPS Postal Addressing
Standards. Canadian addresses conform to the Canada Postal Guide.

CONF-20: A Patient Address At Diagnosis Observation SHALL be represented by an observation
element where the value of @classCode is OBSand the value of @moodeCodeis EVN

CONF-21: Atemplateld element SHALL be present where the value of ~ @root is NAACCRtld -
Address - at - diagnosis

CONF-22: The value of c ode/@code SHALL be x-address - at - diagnosis  from
2.16.840.1.113883.6.1 LOINC STATIC 20071203.

CONF-23: A statusCode element SHALL be present where the value of @codeis completed

CONF-24: Avalue element sHALL be present where the value of @xsi:type is AD.

CONF-25: The value element SHALL contain street, city, state, county, and postalCode elements.

NAACCR provides exception values to use if a required address element is not known. These

are shown in

the table following the example code. The values do not correspond to HL7

nullFlavor values, so they are recorded in the CDA document as element content (text
strings) using a nullFlavor of OTH. These are not, therefore, codes in the CDA sense, and the

tables are not value -set tables.

Figure 4: Patient Address at Diagnosis observation example

<! --  Diagnosis Observation - >
<observation classCode="0OBS" moodCode="EVN">

<entryRelationship typeCode="COMP">

< !-- Address at Diagnosis Observation - >
<observation classCode="0OBS" moodCode="EVN">
<templateld root=" NAACCR -tld - Address - at - diagnosis  "/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
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code="x - address - at - diagnosis"/>

<statusCode code ="completed"/>
1320 <value xsi:type="AD">
<streetAddressLine>24 Somewhere Street</streetAddressLine>
<city>AnyTown</city>
<state>CO</state>
<county nullFlavor="OTH">998</county>
1325 <postalCode>99999</postalCode>

</value>

</observation>

</entr yRelationship>

1330 </observation>
<! -- end of Diagnosis Observation - >

The Vendor Name: /ClinicalDocument/author

This vendor name data item records the name of the computer service vendor who

1335 programmed the system submitting the data and the software version. The code is self -
assigned by the vendor and is  recorded as
author/assignedAuthor/assignedAuthoringDevice/softwareName

CONF-26: An author element sSHALL be present where the value of
1340 assigned Author /represented  AuthorO rganization/id represents the author of  the
CDA document.

Vendor Name example

<author>
<time nullFlavor="UNK"/>
1345 <assighedAuthor>
<id null Fl avor =0NIl o/ >

<assignedAuthoringDevice>
<softwareName> AP2.3.0</softwareName>
</assignedAuthoringDevice>
1350 </assignedAuthor>
</author>

Document Custodian

Custodian is a required CDA element. The custodian must keep a copy of the CDA file or be
able to generat e an equivalent copy on demand.

1355 CONF-27: A custodian element SHALL be present where the value of
assignedCu stodian/representedCustodianOrganization/id represents the
custodian of the CDA document.

ClinicalDocument/custodian example
<custodian>
1360 <assighedCustodian>
<representedCustodianOrganization>
<idroot="OID  -for - FIN-numbers"ext ension="242424"/>
</representedCustodianOrganization>
</assignedCustodian>
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</custodian>

Physician Contacts: Participants

The CDA participant element, like the recordTarget element, can record name,
address, and phone number

CONF-28: One or more participant elements MAY be present representing physicians who can be
contacted for information about the case. Where the associatedEntity/code element
represents the type of contact physician and is drawn from Value Set VS OID- 2460
ContactPhysicianTypeCod e DYNAMIC andthe id element represents an identifier for
the physician. The value of  participant/@typeCode SHALL be CALLBCKand the value of
associatedEntity/@classCode SHALL be PROV

Contact Physician Types Value Set
2460, 2470, 2480, 2490, 2500

Value S et: NAACCR ContactPhysicianTypeCode VS -0OID-2460
Code System: LOINC 2.16.840.1.113883.6.1

Code Meaning

22025 -1 Physician: Managing
22026 -9 Physician: Follow -up
22027 -7 Physician: Primary Surgeon
22028 -5 Physician 3, Physician 4, ...

Contact Physiciapxample
<participant typeCode="CALLBCK">
<associatedEntity classCode="PROV">
<id root="0OID  -for - FIN- numbers"
extension="1231231234"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="22026 -9"
displayName="Follow - up Physician"/>
</associatedEntity>
</participant>

Service Event

Reporting Facility: ClinicalDocument/documentationOf/serviceEvent

The serviceEvent element records the id of the reporting facility and the dates of first and
last contact. In the code example below, an NPI facility ID is shown.

CONF-29: A documentationOf/serviceEvent element SHALL be present where the value of
performer/assignedEntity/representedOrganization/id represents the reporting
facility and the value of  effectiveTime/low and effectiveTime/high represent the
dates of first and last contact respectively.

Reporting Facility
<documentationOf>
<serviceEvent>
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<effectiveTime>
<low value="2004010 1'/>
<high value="20071215"/>
</effectiveTime>
<performer typeCode =0PRFO
<assignedEntity>
<id nullFlavor="NI"/>
<representedOrganization>
<id root="OID  -for - NPI- numbers"
extension="  3453453456"/>
</representedOrganization>
</assignedEntity>
</performer>
</serviceEvent>
</documentationOf>

6.3.3 CDA Section Content Modules

| Add section 6.3.3.C

6.3.3.C <Section Content Module Specification Name>

<This section corresponds to Section Content Module Specification C of the IHE Technical Framework. This
section may or may not be present depending on the issues the profile addresses.>

The CDA struc turedBody component contains sections.
CONF-1: A ClinicalDocument/componen t/structuredBody

ClinicalDocument/component/structuredBody Example

element SHALL be present.

<ClinicalDocument>
... [neader elements]

<component>
<structuredBody>

</structuredBody>
</component>
</ClinicalDocument>

Each section is itself a component of the CDA structuredBody.

Section Titles

Section Optionality Cardinality Template ID
Social History (0] [0..%] Wks-Section01
Payers (0] [0..%] Wks- Section02
Results R [0..%] Wks- Section03
Stage/Prognostic Factors R [0..%] Wks- Sedion-04
Supporting Documentation R2 [0..%] Wks- Sectior05
Course of Treatment R2 [0..%] Wks- Section06

Rev. 1.0- 201606-04
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Section Optionality Cardinality Template ID
Patient Status (0] [0..%] Wks- Sectior07
Cancer Control (0] [0..%] WKks- Sectior08
Plan of Care R2 [0..%] WKks- Sectior09

Section in structuredBodyxample

<ClinicalDocument>
... [neader elements]

<component>
<structuredBody>

<component>
<section>

<templateld root="...">

<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="..."
displayName="..."/>

<title>...</title>

... [section content here]

</section>
</component>

<component>
<section>

</section>
</component>

</structuredBody>
</component>
</ClinicalDocument>

6.3.4 CDA Entry Content Modules

| Add section 6.3.4.D

6.3.4.D <Entry Content Module Specification Name>

See appendix B for formatting indicators of thetable. Ther e i s

a

new tabl eé.
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1.4 Section: Social History

1.4.1 Section-level Requirements
The value of code/@code SHALL b e x- ®iagnosis 62.16.840.1.113883.6.1 LOINC.

1480 CONF-1: The value of templateld/@root SHALL be NAACCRtld -
SocialHistory Section

CONF-2:  Asection title  SHALL be present.

Template ID WKS-Section01
Parent Template Ana will provide the parent template
The Soci al Hi story section shall cont ai
General Description usual occupation and industry. Data elements should be populated if known.

LOINC Code Opt Description

(0]
Entries Opt Description
Simple Observation (0] 1.3.6.1.4.1.19376.1.5.3.1.4.13

CONF-3: A component element MAY be present representing a Usual Occupation Observation
1485 (templateld NAACCR -tld -270).

CONF-4: A component element MAY be present representing a Usual Industry Observation
(templateld NAACC R-tid - 280).

1.4.1.1 Usual Occupation Observation

This observation records the patientds usual occupat
1490 Associated with it is a string tha  t conforms to the 1989 Revisio  n of the U.S. Death
Certificate , and an observation recording the s ource of the data.

CONF-5: A Usual Occupation Observation SHALL be represented with a Question/Answer (Code)
Pattern , with the values NAACCRtId - 270, 21843 - 8 Occupation Code , and VS OID- 270
NAACCROccupationCode STATIC 20070101. If only the text representation of t he usual
1495 occupation is known, the value of value/@nullFlavor SHALL be OTH and
value/originalText  SHALL be present containing the text representation.

CONF-6: The value element MAY contain an originalText element recording a text representation
of the Usual Occupat ion code.

UsualOccupation Value Set
ltem 270
LOINC =21843 -8

Value Set: NAACCROccupationCode VS -OID-270
Code System: NAACCR Occupation Code CS -0OID-270

Code Meaning

XXX An occupation code from the Census Occupation code system
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1500

Usual Occupation exang

<observation class Code="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld -270"/>
<code codeSystem="2.16.840.1.113883.6.1"

1505 codeSystemName="LOINC"

code="21843 -8"
displayName="Occupation Code"/>
<statusCode co  de=" completed " />

<value xsi:type="CD"

1510 codeSystem="CS - OID- 270"
codeSystemName=" NAACCROccupation"
code="xxx"
displayName="yyy">

<originalText>Computer Worker</originalText> <! -- NAACCRitem 310 -- >

1515 </value>

</observation>

1.4.1.2 Usual Industry Observation

1520 This observation records the industry in which the patient usually worked, using U.S.
Census codes. Associated with it is a string tha t conforms to the 1989 Revision of the U.S.
Death Certificate , and  an observation recording the source of the data.

CONF-7: A Usual Industry Observation SHALL be represented with a Question/Answer (Code)
Pattern , with the values NAACCRtId - 280, 21844 - 6 Industry Code ,and VS OID- 280
1525 NAACCRIndustryCode STATIC 20070101. If only the text representation of the usual
industry is known, the value of value/@nullFlavor SHALL be OTH and value/originalText
SHALL be present containing the text representation.

CONF-8:  The value element MAY contain an originalText element recording a text representati  on
of the Usual Industry code.

1530 Usual Industry Value Set
Iltem 280
LOINC = 21844 -6

Value Set: NAACCRIndustryCode V S-OID-280
Code System: NAACCR Industry C ode CS-OID-280

Code Meaning

XXX An industry code from the Census Industry code system

Usual Industy example
<observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tid - 280"/>

1535 <code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21844 - 6"
displayName="Industry Code"/>

<statusC ode code="completed"/>
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1540 <value xsi:type="CD"

codeSystem="CS - OID- 280"

codeSystemName="NAACCR Industry Code"

code="xxx"

displayName="yyy">

1545 <originalText>0il and Gas</originalText> <!
</value>

</observation>

NAACCR 320 -- >

1.5 Section: Payers

1550 The value of code/@code SHALL b e x-®iagnosis 6¢2.16.840.1.113883.6.1 LOINC.
CONF-9: The value of templateld/@root SHALL be NAACCRtId - Payers Section

CONF-10: A section title  SHALL be present.

Template ID WKS-Section02

Parent Template Ana will provide the parent template

The Payer section shall contain a description opthers associated with the Patient. Thig
includes, at a minimum, the current payer and should include a list of payers with effect

General Description dates of use.

LOINC Code Opt Description
(0]
Entries Opt Description
Simple Observation (0] 1.3.6.1.4.1.19376.1.5.3.1.4.13

1.5.1.1 Primary Payer Type at Diagnosis Observation

1555 CONF-11: An entry element MAY be present containing  a Primary Payer at Diagnosis Obser  vation
(templateld NAACCRtld - 630).

CONF-12: A Primary Payer Type at Diagnosis Observation SHALL be represented with a
Question/Answer (Code) Pattern , with the values NAACCRtld - 630, x- 630 NAACCR

Primary Payer at Diagnosis ,and VS OID- 630
1560 NAACCRPrimaryPayerAtDiagno sisCode STATIC 20070101.
CONF-13: If the insurance status is unknown, the value of value/@nullFlavor shall be NI.

[NAACCR 99]
Primary Payer Type at Diagnosis Value Set
Item 630
LOINC x -630

Value Set: NAACCRPrimaryPayer TypeAtDiagnosisCode VS -OID-630
Code System: NAACCR Primary Payer Type at Diagnosis CS -OID-630

Code Meaning
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01 Not insured
02 Not insured, self -pay
10 Insurance, NOS
20 Private Insurance: Managed care, HMO, or PPO
21 Private Insurance: Fee -for-Service
31 Medicaid
35 Medicaid -Administered th rough a Managed Care plan
60 Medicare/Medicare, NOS
61 Medicare with supplement, NOS
62 Medicare - Administered through a Managed Care plan
63 Medicare with private supplement
64 Medicare with Medicaid eligibility
65 TRICARE
66 Military
67 Veterans Affairs
68 Indian/Public Health Service

1565 Primary Payer Type at Diagnosis example
<observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tid - 630"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"

1570 code="x - 630"
displayName="Primary Payer at Diagnosis"/>
<statusCode code="  completed "/>

<value xsi:type="CD"
codeSystem="CS - OID- 630"

1575 codeSystemName="NAACCR Primary Payer Type at Diagnosis"
code="02"
displayName="Not insured, self pay"/>
</observation>
1580

1.6 Section: Results

1.6.1 Section-level Requirements
The value of code/@code SHALL b e 06
CONF-14: The value of templateld/@root SHALL be Results
1585 CONF-15: Asection title  SHALL be present.

Template ID WKS-Sectbn-03

Parent Template Ana will provide the parent template
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The Results section shall contain a description of the results of a patient encounter. It
General Description combination of coded results and narrative results
LOINC Code Opt Description
(0]
Entries Opt Description
Simple Observation R 1.3.6.1.4.1.19376.1.5.3.1.4.13

CONF-16: A Diagnosis Observation SHALL be represented with an  observation  element where the
value of @classCode is OBSand the value of @moodCodds EVN

CONF-17: Anentry elem ent SHALL be present containinga Primary Site Observation (templateld
1590 NAACCRtId - 400).

CONF-18: An entry element SHALL be present containing a Laterality Observation ( templateld
NAACCRtId -410).

CONF-19: Anentry element SHALL be present containing a Best Method of Diagno stic Confirmation
Observation ( templateld NAACCRtId -490).

1595 CONF-20: A templateld element SHALL be present where the value of  @root is NAACCRtld -

Result .
CONF-21: The value of code/@code SHALL be ASSERTIONand the value of code/@codeSystem SHALL
be 2.16.840.1.113883.5.4 HL7 ActCode Complete STATIC 20080130.

CONF-22: A statusCode element SHALL be present where the value of @codeis completed

1600 CONF-23: Avalue element SHALL be present where the value of @xsi:type is CDand the value of
@codeis 373795004 Cancer diagnosis based on clinical evide nce, from
2.16.840.1.113883.6.96 SNOMED.

CONF-24: An effectiveTime element sSHALL be present representing the date of diagnosis.

CONF-25: A targetSiteCode element SHALL be present representing the primary site of tumors,
1605 where the value of @codeis selected from Value Set VS OID- 400
NAACCRPrimarySiteOfTumorsCode  STATIC 20070101.

CONF-26: The targetSiteCode element SHALL contain a qualifier element where the value of

name/@code is 272741003 Laterality from 2.16.840.1.113883.6.96 SNOMED and
the value of value/@code is selected from Valu e Set VS OID- 410
1610 NAACCRLateralityAtDiagnosisCode STATIC 20070101.
Item 400

Value SetNAACCRPrimarySiteOfTumorsCode SID-400
Code SystemNAACCR Primary Site of Tumor€S-OID-400

Code Meaning

A code from ICD -O-3 (Topography Section)

Laterality atDiagnosis Value Set
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Item 410

Value SetNAACCRLateralityAtDiagnosisCode \®ID-410

Code SystemNAACCR Laterality at Diagnosis G®ID-410

Code Meaning

0 Not a paired site

1 Right: origin of primary

2 Left: origin of primary

3 Only one side involed, right or left origin unspecified

4 Bilateral involvement, lateral origin unknown; stated to be single primary; includin
both ovaries involved simultaneously, single histology; bilateral retinoblastomas;
bilateral Wil msdé tumors

9 Paired site, but nmformation concerning laterality, midline tumor

1615 Diagnosis Observation example
<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld - Diagnosis"/>
<code code="ASSERTION" codeSystem="2.16.840.1.113883.5.4"/>

1620
<statusCode code="  completed"/>
<! --  Date of diagnosis - >
<effectiveTime value="20060101"/>
1625

<! -- Cancer diagnosis - >
<value xsi:type="CD"
code="373795004"
codeSystem="2.16.840.1.113883.6.96"
1630 codeSystemName="SNOMED"
displayName= "Cancer diagnosis based on clinical evidence"/>

<! -- Primary site and Laterality at Diagnosis - >
<targetSiteCode codeSystem="CS - OID- 400"
1635 codeSystemName=ANAACCR Primary Site of Tumofs
code="xxx">
<qualifier>

<name codeSystem="2.16.840.1.113883.6.96"
codeSystemName="SNOMED"
1640 code="272741003"
displayName="Laterality"/>
<value codeSystem="CS - OID- 410"
codeSystemName=ANAACCR Laterality at Diagnosi s’

code="2"
1645 displayName="origin of primary: left"/>
</qualifier>
</targetSiteCode>
1650
<! --  Histology Organizer - >

<entryRelationship typeCode="COMP">
<organizer moodCode="EVN" classCode="CLUSTER">
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</organizer>
</ entryRelationship>

</observation>
<! -- end of the Diagnosis Observation - >

1.6.1.1 Histologic Type Observation

CONF-27:

CONF-28:
CONF-29:

CONF-30:
CONF-31:

An Histologic Type Observation SHALL be represented with an observation  element
where the value of @classCode is OBSand the value of @moodCoddas EWN.

A templateld element sSHALL be present where the value of  @root is NAACCRtld - 522.

The value of code/@code SHALL be 371441004 Histologic Type from
2.16.840.1.113883.6.96 SNOMED.

A statusCode element SHALL be present where the value of @codeis completed

A value element sSHALL be present where the value of @xsiitype is CD The value for
value/@code SHALL be selected from ValueSet VS- OID- 522 NAACCRHistologicTypeCode

STATIC 20070101 . If the value is not known, the value for value/@nullFlavor SHALL be
NI.

Histologic Type Value Set

Item 522

LOINC = 312058

Value SetNAACCRHistologicTyp&€ode VSOID-522
Code SystemNAACCR Histologic Type CS0ID-522

Code Meaning

An ICD-0-3 code (Morphology Section)

1.6.1.2 Best Method of Diagnostic Confirmation Observation

This observation records the best method of diagnostic confirmation.

CONF-32:

CONF-33:

A Best Method of Diagnostic Confirmation Observation SHALL be represented with a
Question/Answer (Code) Pattern |, with the values NAACCRtId - 490, 21861 - 0 NAACCR
Diagnostic Confirmation ,and VS OID- 490 NAACCRDiagnosticConfirmationCode
STATIC 20070101

If it is unknown whether the diagnosis was microscopically confirmed, the value of
value /@nullFlavor shall be NI. [NAACCR 9]

NAACCR Diagnostic Confirmation Value Set

Item 490

LOINC = 218610

Value SetNAACCRDiagnosticConfirmationCode VSID-490
Code System: NAACCR Diagnostic Confirmation-C#-490

Code Meaning

Positive histology
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Positive cytology, no positive histology

Positive microscopic confirmation, method not specified

Positive laboratory test/marker study

Direct visualization without microscopic confirmation

Radiography and other imaging techniques without microscopic confirmation

NG|~ DN

Clinical diagnosis only (other than 5, 6, or 7)

Diagnostic Confirmation example
<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tid - 490"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21861 -0"
displayName="Diagnostic Confirmation"/>
<statusCo de code=" completed " />
<value xsi:type="CD"
codeSystem="CS - OID- 490"
codeSystemName="NAACCR Diagnostic Confirmation"
code="2"
displayName="Positive cytology, no positive histology"/>
</observation>

1.6.2 Comorbidity / Complication Observation

1.6.2.1 Comorbidity/Complication Observation

This observati on r ec o-exsting medieal cpnditionsefactors inflsiengng e
health status, and/or complications, using ICD -9-CM codes.
CONF-34: A Comorbidity/Complication Observation SHALL be represented with a Question/Answer
(Code) Pattern , with the values NAACCRtld - 3110, 42126 - 3 NAACCR Comorbidit y and

Complication , and VS OID- 3110 NAACCRComorbidit yAndComplicationCode STATIC
20070101.

Comorbidity and Complication Observation Valtet
ltem 311Q 3120, 3130, 3140, 3150, 3160, 3161, 3162, 3163, 3164
LOINC = 421263
Value SetNAACCRComorbidityAndComplicationCode \VSID-3110
Code SystemNAACCR Comorbidity and Complication GSID-3110
Code Meaning

An ICD-9* or ICD-10* code (Versia is Realm Specific.
Add a table that indicate the countries and versions.

Comorbidiy and @mplication example
<observation cl assCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld -3110"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code=" 42126 - 3"
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displayName="NAACCR Comorbidities and Complications"/>
<statusCode code="  completed "/>
<value xsi:type="CD"
codeSystem="CS - OID- 3110"
codeSystemName="NAACCR Comorbidit y and Complication"
code="xx"
displayName="yy"/>
</observation>

1.7 Section: Stage / Prognostic Factors

1.7.1 Section-level Requirements
The section records TNM data, and Comorbidities/Complications.

CONF-35;: A section element sHALL be present wher e the value of code/@code i sx- 0
St agePrognosticFactorso 2.160B@&@&0.1.113883.6.1

CONF-36: The value of templateld/@root SHALL be NAACCRItId -
StagePrognosticFactorsSection

CONF-37: A section title  SHALL be present.

Template ID WKS-Section04
Parent Template Ana will provide the parent template
The Stage/Prognostic Factors section shall contain a description of the stage of the cat|
General Description is represented by coded values.

LOINC Code Opt Description

R
Entries Opt Description
Simple Obseration R 1.3.6.1.4.1.19376.1.5.3.1.4.13

The next conformance statements record the professional role of the person who recorded the clinical

staging el ements and the stage group in the patientos
CONF-38: A participant/participantRole/playingEntit y element MAY be present where the

value of participantRole/@code is 21910-5 from 2.16.840.1.113883.6.1 LOINC

STATIC 20071203 and the value of p  layingEntity/@code is drawn from Value Set VS

OID- 990 NAACCRTNMClinicalStagedByCode STATIC 20070101.

CONF-39: Ifthe rol e of the person who did the staging is not known, the value of
playingEntity/@nullFlavor SHALL be NI [NAACCR 9]. If the case is not eligible for
staging, the value of playingEntity/@nullFlavor SHALL be NA[NAACCR 8]. If the case
was not staged, the value o f playingEntity/@nullFlavor shall be OTH (NAACCR 0].

TNM Clinical Staged By Value Set
Item 990
LOINC = 2191065
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Value Set: NAACCRTNMClIinicalStagedByCode M3 D-990
Code System: NAACCR TNM Clinical Staged By C8D-990

Code Meaning
Managing physician

Pathologist

Pathologist and managing physician

Cancer Committee chair, cancer liaison physician, or registry physician advisor

Cancer registrar

Cancer registrar and physician

N(fojlo|lh~A|lW|IN|F

Staging assigned at another facility

The next conformance stat ements specify the component observations that record pathologic and

1745 clinical staging data. In the NAACCR record this data is coded using one of several editions of the
AJCC Manual; the section OTNM Edition Numberé bel ow desc
recorded in the CDA document.

CONF-40: A component element MAY be present containing a TNM Clinical Tumor Observation
(templateld NAACCR -tld - 940).

1750 CONF-41: A component element MAY be present containing a TNM Clinical Nodes Observation
(templateld NAACCR -tid - 950).

CONF-42: A component element MAY be present containing a TNM Clinical Metastases Observation
(templateld NAACCR -tid - 960).

CONF-43: A component element MAY be present containing a TNM Clinical Stage Group Observation
1755 (templateld NAACCR -tid - 970).

CONF-44: A component element MAY be present co ntaining a TNM Clinical Stage Descriptor
Observation ( templateld NAACCR -tld -980).

1.7.1.1 TNM Edition Number

1760 TNM Edition OID example

<value xsi:type="CD"
codeSystem="CS - OID- AJCG 4e"
codeSystemName="AJCC Manual Fourth Edition"
code="xx"

1765 displayName="(meaning of xx)"/>

The TNM codeSystem OIDs are shown in the table below.
TNM Edition Number codeSystem OIDs

codeSystem OID Name
CSOID-AJCC 1le First Edition of the AJCC Manual
CSOID-AJCG2e Second Edition (publishetP83)
CSOID-AJCG3e Third Edition (published 1988)
CSOID-AJCG4e Fourth Edition (published 1992), recommended for use for cases diagnosed 199
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1997
CSOID-AJCG5e Fifth Edition (published 1997), recommended for use for cases diagnose@Q@®8
CSOID-AJCG6e Sixth Edition (published 2002), recommended for use for cases diagnosed 20034
CSOID-AJCGNI Edition unknown

When the case has not been staged, there is no TNM data to represent and the TNM
Organizer does not appear in the CDA document.

1.7.1.2 TNM Clinical Tumor Observation
This observation records a detailed site  -specific staging code for the clinical tumor.

CONF-45: A TNM Clinical Tumor Observation SHALL be represented with a Question/Answer (Code)
Pattern , with the values NAACCRtld - 940, 21905 - 5 NAACCR TNM Clinical Tumor , and
VS OID- 940 NAACCRTNMCIlinicalTumorCode  STATIC 20070101.

CONF-46: |If this observation is not applicable to the case, the value of value/@nullFlavor shall be
NA [NAACCR 88]

TNM Clinical Tumor Value Set

Item 940

LOINC = 219055

Value SetNAACCRTNMClinicalTumorCode VSOID-940
Code System: NAACCR TNM Clinical Tumor
The OID will be one of CSOID-AJCGC 1e,-2e€, etc. as specified in section 3.5.3.1.

Code Meaning

A code from the specified version of the AJCC manual

TNM Clinical Tumor example

<obse rvation classCode="OBS" moodCode="EVN">

<templateld root="NAACCR - tld - 940"/>

<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21905 -5"
displayName="TNM Clinical T"/>

<statusCode code="  compl eted " />

<value xsi:type="CD"
codeSystem="CS - OID-AJCG 4 e 0
codeSystemName="AJCC Manual Fourth Edition"
code="aCode"
displayName="(meaning of aCode)"/>

</observation>

1.7.1.3 TNM Clinical Nodes Observation
This obser vation records a detailed site  -specific code for the clinical nodes.

CONF-47: A TNM Clinical Nodes Observation sHALL be represented witha Question/Answer (Code)
Pattern , with the values NAACCRtId - 950, 21906 - 3 NAACCR TNM Clinical Nodes , and
VS- OID- 950 NAACCRTNMCIinicalNCode sTATIC 20070101.

CONF-48: If this observation is not applicable to the case, the value of value/@nullFlavor shall be
NA [NAACCR 88]
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TNM Clinical Nodes Value Set
Item 950

LOINC = 219063

Value SetNAACCRTNMClinicalNodesCode V$ID-950
Code System: NABCR TNM Clinical Nodes
The OID will be one ofCSOID-AJCC 1e,-2¢, etc. as specified in section 3.5.3.1.

Code Meaning

A code from the specified version of the AJCC manual

TNM Clinical Nodes

<observation classCode="0OBS" moodCode="EVN">

1805 <templatel  d root="NAACCR -tld - 950"/>

<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21906 - 3"
displayName="TNM Clinical N"/>

1810 <statusCode code="  completed "/>

<value xsi:type="CD"
codeSystem ="CS- OID-AJCG 4 e O
codeSystemName="AJCC Manual Fourth Edition"
code="aCode"

1815 displayName="(meaning of aCode)"/>

</observation>

1.7.1.4 TNM Clinical Metastases Observation
This observation records a detailed site  -specific staging ¢ ode for the clinical metastases.

1820 CONF-49: A TNM Clinical Metastases Observation SHALL be represented with a  Question/Answer
(Code) Pattern , with the values NAACCRtl , 21907 - 1 NAACCR TNM Clinical
Metastases , and VS OID- 960 NAACCRTNMClinicalMetastasesCode STATIC 2007 0101.

CONF-50: If this observation is not applicable to the case, the value of value/@nullFlavor shall be
NA [NAACCR 88]
1825 TNM Clinical Metastases Value Set
Item 960
LOINC = 21907 -1
Value Set: NAACCRTNMClinical MetastasesCode VS -OID-960

Code System: NAACCR TNM Cli nical Metastases
The OID will be one of CS-OID-AJCC-1e, -2e, etc. as specified in section 3.5.3.1.

Code Meaning

A code from the specified edition of the AJCC manual

TNM Clinical Metastases example

<observation classCode="0OBS" moodCode="EVN">
<te mplateld root="NAACCR  -tld -960"/>

1830 <code codeSystem="2.16.840.1.113883.6.1"
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codeSystemName="LOINC"
code="21907 - 1"
displayName="TNM Clinical M"/>
<statusCode code="  completed " />
1835 <value xsi:type="CD"
cod eSystem="CS - OID- AJCG 4 e 0
codeSystemName="AJCC Manual Fourth Edition"
code="aCode"
displayName="(meaning of aCode)"/>
1840 </observation>

1.7.1.5 TNM Clinical Stage Group Observation
This observation records a detailed site  -specific ¢ ode for the clinical stage group.

CONF-51: A TNM Clinical Stage Group  Observation SHALL be represented with a Question/Answer
1845 (Code) Pattern , with the values NAACCRtld - 970, 21908 - 9 NAACCR TNM Clinical
Stage Group , and VS OID- 970 NAACCRTNMClinicalStageGroupCode STATIC 20070101.

CONF-52: If the value is not provided, the value of value/@nullFlavor shall be NI.[NAACCR 99]

CONF-53: If this observation is not applicable to the case, the value of value/@nullFlavor shall be
NA [NAACCR 88]
1850 TNM Clinical Stage Group Value Set
Item 970
LOINC =21908 -9

Value Set: NAACCRTNMClinicalStage Group Code VS-OID-970
Code System: NAACCR TNM Clinical Stage Group
The OID will be one of CS-OID-AJCC-1e, -2e, etc. as specified in section 3.5.3.1.

Code Meaning

A code from the specified edition of the AJC C manual

TNM Clinical Stage Group example
<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld -970"/>
1855 <code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21908 - 9"
displayNa me="TNM Clinical Stage Group"/>
<statusCode code="  completed "/>
1860 <value xsi:type="CD"
codeSystem="CS - OID-AJCG 4 e 0
codeSystemName="AJCC Manual Fourth Edition"
code="aCode"
displayName="(meaning of aCode)"/>
1865 </observation>
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1.7.1.6 TNM Clinical Stage Descriptor Observation

This observation records the AJCC clinical stage prefix/suffix recorded by the physician.

AJCC stage descriptors identify special cases that require separate analysis.
1870 CONF-54: A TNM Clinical Stage Descrip tor Observation SHALL be represented with a

Question/Answer (Code) Pattern , with the values NAACCRtld - 980, 21909 - 7 NAACCR TNM

Clinical Stage Descriptor , and VS OID- 980
NAACCRTNMCIinicalStageDescriptorCode STATIC 20070101.
CONF-55: If this observation is not provid  ed, the value of value/@nullFlavor shall be NI. [NAACCR
1875 9]
TNM Clinical Stage Descriptor Value Set
Item 980
LOINC = 21909 -7
Value Set: NAACCRTNMCIinical StageDescriptor Code VS-OID-980
Code System: NAACCR TNM Clinical Stage Descriptor CS -OID-980
Code Meaning
0 None
1 E (Extranodal, lymphomas only)
2 S (Spleen, lymphomas only)
3 M (Multiple primary tumors in a single site)
4 Y (Classification during or after initial multimodality therapy)
pathologic staging only
5 E & S (Extranodal and spleen, lymphom as only)
6 M & Y (Multiple primary tumors and initial multimodality therapy)

TNM Clinical Stage Descriptor example

<observation classCode="OBS" moodCode="EVN">
1880 <templateld root="NAACCR  -tld - 980"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21909 -7"
displayName="TNM Clinical Stage Descriptor"/>
1885 <statusCode code="  completed "/>
<value xsi:type="CD"
codeSystem="CS - OID- 980"
codeSystemName="NAACCR TNM Clinical Sta ge Descriptor"
1890 displayName="S (Spleen, lymphomas only)"/>
</observation>
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1.8 Section: Supporting Documentation

1.8.1 Section-Level Requirements

1895 This section groups together the data items that contain free text that provides suppor ting
documentation for the coded values. These are not equivalents of the codes but separate
information.

All are coded with the Question/Answer (Text) Pattern. Sample code for the first is shown.

CONF-56: A section element sHALL be present where the value of code /@code is fi x

1900 SupportingDocumentationo 2. 1BQINC40. 1.113883.6.1
CONF-57: The value of templateld/@root SHALL be NAACCRtId -
SupportingDocumentation Section
CONF-58: A section title  SHALL be present.
Template ID WKS-Section05
Parent Template Ana will provide the parertemplate
The Supporting Documentation section shall contain a narrative description of the the
General Description patientds medical experience. n Data el ¢
LOINC Code Opt Description
R2
Entries Opt Description
Simple Observation R2 1.3.6.1.4.1.19376.1.5.3.1.4.13

1905 CONF-59: An entry element MAY be present containing a Text Place of Diagnosis Observation
(templateld NAACCR -tld -2690).

CONF-60: An entry element MAY be present containing a Text Diagnostic Procedure, Physical Ex am
Observation ( templateld NAACCR -tild - 2520).
CONF-61: An entry element MAY be present containing a Text Diagnostic Procedure, X -Ray/Scan
1910 Observation ( templateld NAACCR -tld -2530).

CONF-62: An entry element MAY be present containing a Text Diagnostic Procedure, Scopes
Obser vation (t emplateld NAACCR -tld -2540).

CONF-63: An entry element MAY be present containing a Text Diagnostic Procedure, Lab Tests
Observation ( templateld NAACCR -tld - 2550).

1915 CONF-64: An entry element MAY be present containing a Text Diagnostic Procedure, Operation
Observation (templateld NAACCR -tld - 2560).

CONF-65: An entry element MAY be present containing a Text Diagnostic Procedure, Pathology
Observation ( templateld NAACCR -tld - 2570).

CONF-66: An entry element MAY be present containing a Text Stage/Prognostic Factors Observation
1920 (templateld ~ NAACCRtld -2600).
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1.8.2 Clinical Statements

1.8.2.1 Text Place of Diagnosis

This observation documents the facility, physician office, city, state, or county where the
1925 diagnosis was made.

CONF-67: A Text Place of Diagnosis Observation SHALL be represented with a Question/Answ er
(Text) Pattern, with the values ~ NAACCRtld - 2690, 22046 - 7 Text: Place of diagnosis ,
and 2.16.840.1.113883.6.1 LOINC.

1930 Text Place of Diagnosis example
<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2690"/>
<code codeSys tem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"

1935 code="22046 - 7"
displayName="Text: Place of Diagnosis"/>
<statusCode code="  completed "/>
<value xsi:type="ST">Dr. Dol inds Clinic</value>
</observation>

1940 Text Diagnostic Procedure - Physical Exam

CONF-68: A Text Diagnostic Procedure, Physical Exam Observation sHALL be represented with a
Question/Answer (Text) Pattern, with the values NAACCRtld - 2520, 22029 - 3 Text:
Diagnostic Procedure PE ,and 2.16.840.1.113883.6.1 LOINC.

Text Diagnostic Procedurie Physical Exanexample
1945 <observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2520"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="22029 - 3"
1950 display Name="Text: Diagnostic Procedure PE ">
<statusCode code="  completed "/>
<value xsi:type="ST"> Multiple ecchymoses on legs and arms </value>
</observati  on>

1955 1.8.2.2 Text Diagnostic Procedure - Xray/Scan

CONF-69: A Text Diagnostic Procedure, X -Ray/Scan Observation SHALL be represented with a
Question/Answer (Text) Pattern, with the values NAACCRtId - 2530, 22030 - 1 Text:
Diagnostic Procedure X - Ray/Scan , and 2.16.840.1.113883.6.1 LOINC.

Text Diagnosis Procedutie Xray/Scanexample

1960 <observation classCode="OBS" moodCode="EV N">
<templateld root="NAACCR -tld -2530"/>
<code codeSystem="2.16.840.1.113883.6.1"

codeSystemName="LOINC"

code="220 30- 1"
1965 displayName="Text: Diagnostic Procedure X- Ray/Scan "/>
<statusCode code="  completed "/>
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<value xsi:type="ST"> X- ray shows small mass in the LUL </value>
</observati  on>

1970 1.8.2.3 Text Diagnostic Procedure i Scopes

CONF-70: A Text Diagnostic Procedure, Scopes Observation SHALL be represented with a
Question/Answer (Text) Pattern, with the values NAACCRtld - 2540, 22031 -9 Text:
Diagnostic Procedure - Scopes, and 2.16.840.1.113883.6.1 LOINC.

Text Diagnosis ProceduieScopes example
1975 <observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2540"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="220 31-9"

1980 displayName="Text: Diagnostic Procedure Scopes />
<statusCode code="  completed "/>
<value xsi:type="ST"> Colonoscopy shows 3 small polyps at 17 cm </value>
</observation>

1.8.2.4 Text Diagnostic Procedure i Lab Tests

1985 CONF-71: A Text Diagnostic Procedure, Lab Tests Observation SHALL be represented with a
Question/Answer (Text) Pattern, with the values NAACCRtId - 2550, 22032 - 7 Text:
Diagnostic Procedure - LabTests , and 2.16.840.1.113883.6.1 LOINC.

TextDiagnostic ProcedurieLab Testeexample

<observation classCode="0OBS" moodCode="EVN">

1990 <templateld root="NAACCR  -tld - 2550"/>

<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="220 32-7"

displayName ="Text:  Diagnostic Procedure Lab Tests ">
1995 <statusCode code="  completed "/>
<value xsi:type="ST"> Total Protein Albumin/Globulin ratio is very elevated </value>

</observation >

1.8.2.5 Text Diagnostic Procedure i Operation (item 2560)

2000 CONF-72: A Text Diagnostic Proced ure, Operation Observation SHALL be represented with a
Question/Answer (Text) Pattern, with the values NAACCRtId - 2560, 22033 - 5 Text:
Diagnostic Procedure - Operation , and 2.16.840.1.113883.6.1 LOINC.

Text Diagnostic ProceduieOperationexample

<observat ion classCode="OBS" moodCode="EVN">

2005 <templateld root="NAACCR  -tld - 2560"/>

<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="220 33-5"

displayName="Text: Diagnostic Procedure - Operation ">
2010 <statusCode code="  completed "/>
<value xsi:type="ST"> Abdominal hysterectomy with bilateral salphingo - ooperectomy
</value>
66

Rev. 1.0- 201006-04 Copyright © 2010: IHE International



2015

2020

2025

2030

2035

2040

2045

2050

IHE Technical Framework SuppleménProvider Reporting to Bublic Health Repository Cancer
Registry (PRPH)

| </observation>

1.8.2.6 Text Diagnostic Procedure i Pathology (item 2570)

CONF-73: A Text Diagnostic Procedure, Pathology Observation SHALL be represe nted with a
Question/Answer (Text) Pattern, with the values NAACCRtld - 2570, 22034 - 3 Text:
Diagnostic Procedure - Pathology , and 2.16.840.1.113883.6.1 LOINC.

Text Diagnatic Procedure Pathologyexample
<observation classCode="0OBS" moodCode="EVN">
<te mplateld root="NAACCR  -tld -2570"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="220 34- 3"

displayName="Text: Diagnostic Procedure Pathology "/>
<statusCode code="  completed "/>
<value xsi: type="ST"> excision mole, left arm: melanoma in situ </value>
</observation>

1.8.2.7 Text - Stage/Prognostic Factors (item 2600)

CONF-74: A Text Stage/Prognostic Factors Observation SHALL be represented with a
Question/Answer (Text) Pattern, with the values NAACCRtId - 2600, 22037 - 6 Text:
Stage/Prognostic Factors ,and 2.16.840.1.113883.6.1 LOINC.

Texti Stage/Prognostic Factoegample
<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld -2600"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="220 37-6"

displayName="Text: Stage/Prognostic Factors ">
<statusCode code="  completed "/>
<value xsi:type="ST"> HER2 status is positive </value>
</observation>

1.9 Section: Course of Treatment

1.9.1 Section-level Requirements

The Course of Treatment Section records data about a course of treatment. The section is
repeatable. The value of code/@code SHALL b e x- €ourseOfTreatment 06
2.16.840.1.113883.6.1 LOINC.

CONF-75: The value of templateld/@root SHALL be NAACCRtld - CourseOfTreatment Section

CONF-76: A section title  SHALL be present.

Template ID WKS-Section06
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Parent Template Ana will provide the parent template
The Course of Treatment section shabkl d
General Description treatment. Data elements should be populated if known.
LOINC Code Opt Description
R2
Entries Opt Description
Simple Observation R2 1.3.6.1.4.1.19376.1.5.3.1.4.13
CONF-77: An entry element MAY be present containing a Chemotherapy Observation ( temp lateld
2055 NAACCRtid -700).

CONF-78: An entry element MAY be present containing a Hormone Therapy Observation
(templateld NAACCR -tid -710).

CONF-79: An entry element MAY be present containing an Immunotherapy Observation
(templateld NAACCR -tld - 720).

2060 CONF-80: An entry element MAY be prese nt containing an Other Therapy Observation ( templateld
NAACCRtId - 730).

CONF-81: An entry element MAY be presenting containing a Hematologic Transplant/ Endocrine
Procedure Observation ( templateld NAACCR -tld - 3250).

CONF-82: An entry element MAY be present containing a Pallia  tive Procedure Observation
2065 (templateld NAACCR -tld -3280).

1.9.2 Chemotherapy
1.9.2.1 Chemotherapy Start Date
1.9.2.2 Chemotherapy End Date
2070 1.9.2.3 Chemtherapy Protocol Regimen Text
1.9.2.4 Chemotherapy Drugs

1.9.2.5 Chemotherapy-Text

CONF-83: An effectiveTime/low element MAY be present representing the date  when
chemotherapy started. If the date is not provided, effectiveTime/low/@nullFlavor
2075 SHALL be present with an appropriate value.

CONF-84: If manual documentation of the chemotherapy treatment of the tumor is available, an
entryRelationship element SHALL be present where the value of @typeCode is COMP
containing a Chemotherapy Text Observation ( templateld NAACCR -tld - 2640).

Chemotherapy example
2080 | <observation classCode="OBS" moodCode="EVN"> |
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<templateld root="NAACCR -tld - 700"/>
<code codeSystem="2.16.840.1.1138 83.6.1"
codeSystemName="LOINC"
code="21881 -8"

2085 displayName="NAACCR Chemotherapy Status"/>
<statusCode code="  completed " />
<effectiveTime>

<l ow value=0200802020/ >
</effectiveTime>
2090 <value xsi:type="CD"
codeSystem="CS - OID- 700"
codeSystemName="NAACCR Chemotherapy Status"
code="2"
displayName="Chemotherapy, single agent"/>
2095
<entryRelationship typeCode="COMPO >

<templateld root="NAACCR -tld - 2640"/>

<obs ervation classCode="0OBS" moodCode="EVN">

<code codeSystem="2.16.840.1.113883.6.1"

2100 codeSystemName="LOINC"
code="22041 -8"
displayName="Chemotherapy Text"/>

<statusCode code="  completed "/>
<value xsi:type=0STo>xxx</value>
2105 </observation>

</entryRelationship>

</observation>

2110 1.9.2.6 Chemotherapy (Text) Observation

This observation records manual documentation of information regarding chemotherapy
treatment of the reported tumor. Itis en tered as text independently of the coded values and
is not the oOoriginal texto6é, in CDAG6s sense, from whi

CONF-85: A Chemotherapy (Text) Observation SHALL be represented with a Question/Answer (Text)
2115 Pattern, with the values ~ NAACCRtld - 2640, 22041 -8 Chemotherapy Text , and
2.16.840.1.113883.6.1 LOINC

Chemotherapy (Text) example

<observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2640"/>

2120 <code codeSystem="2.16.840.1.113883.6.1"

codeSystemName="LOIN C"

code="22041 -8"

displayName="Chemotherapy (Text)"/>

<statusCode code="  completed "/>
2125 <value xsi:type="ST">xxx</value>
</observation>
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1.9.3 Hormone Therapy

CONF-86: A Hormone Therapy Status  Observation SHALL be represented with a Question /Answer
2130 (Code) Pattern , with the values NAACCRtld - 710, 21882 - 6 Hormone Therapy  Status
and VS OID- 710 NAACCRHormoneTherapyStatusCode STATIC 20070101.

CONF-87: An effectiveTime/low element MAY be present representing the date when the Hormone
Therapy started. If th e date is not provided, effectiveTime/low/@nullFlavor SHALL be
present with an appropriate value.

2135 CONF-88: An entryRelationship element MAY be present where the value of ~@typeCode is COMP
containing a Hormone Therapy Text Observation ( templateld NAACCR -tld -2650).

Hormone Therapy example

<observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tid - 710"/>

2140 <code codeSystem="2.16.840.1.113883.6.1"

codeSystemName="LOINC"

code="21882 -6"

displayName="Hormone Therapy Status"/>
<statusCode code="  completed "/>
2145 <effectiveTime>

<l ow value=0200802020/ >
</effectiveTime>
<value xsi:type="CD"
codeSystem="CS - OID- 710"
2150 codeSystemName="NAACCR Hormone Therapy Status"
code="82"
displayName="Not recommended/administered because contraindicated"/>

<entryRelationship typeCode="COMPO >

2155 <observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2650"/>
<code codeSystem="2.16.840.1.11 3883.6.1"

codeSystemName="LOINC"
code="22042 - 6"

2160 displayName="Hormone Therapy Text"/>
<statusCode code="  completed "/>
<value xsi:type=0STo>xxx</value>
</observation>

</entryRelationship>

2165

</observation>

1.9.3.1 Hormone Therapy (Text)

This observation records manual documentation of information regarding hormone therapy
2170 treatment of the reported tumor. It is entered as text independently of the coded values and
is not the oori ddbsabenert 6friom @bBbich coded values

CONF-89: A Hormone Therapy Text Observation SHALL be represented with a Question/Answer

(Text) Pattern, with the values =~ NAACCRtld - 2650, 22042 -6 Hormone Therapy Text ,
and 2.16.840.1.113883.6.1 LOINC

2175 <observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2650"/>

70
Rev. 1.0- 201006-04 Copyright © 2010: IHE International



IHE Technical Framework SuppleménProvider Reporting to Bublic Health Repository Cancer
Registry (PRPH)

<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code=" 22042 - 6"

2180 displayName="Hormone Therapy (Text)"/>
<statusCode code="  completed " />
<value xsi:type="ST">xxx</value>
</observation>

Figure 1.7.3.1-1: Hormone Therapy (Text) example

2185
1.9.4 Immunotherapy
CONF-90: An effectiveTime/low element MAY be present representing the d ate when the
Immunotherapy started. If the date is not provided, effectiveTime/low/@nullFlavor
SHALL be present with an appropriate value.
2190 CONF-91: An entryRelationship element MAY be present where the value of ~@typeCode is COMP

containing an Immunotherapy Text Ob servation ( templateld NAACCR -tld - 2660).

Immunotherapy example

<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tid - 720"/>

2195 <code codeSystem="2.16.840.1.113883.6.1"

codeSystemName="LOINC"

code="21883 - 4"

displayName="Immunotherapy Status"/>
<statusCode code="  completed "/>
2200 <effectiveTime>

<l ow value=0200802020/ >
</effectiveTime>
<value xsi:type="CD"
codeSystem="CS - OID- 720"
2205 codeSystemName="NAACCR Immunother apy Status"
code="86"
displayName="Immunotherapy not administered, patient died"/>

<entryRelationship typeCode="COMPO >
2210 <observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2660"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="22043 - 4"

2215 displayName="Immunotherapy Text"/>
<statusCode code="  completed "/>
<value xsi:type=0STo>xxx</value>
</observation>
</entryRelationship>
2220
</observation>
1.9.4.1 Immunotherapy (Text) Observation
This observation records manual documentation of information regarding immunotherapy
treatment of the reported tumor. It is entered as text independently of the coded values and
2225 isnot the ooriginal texto6, in CDAd®ds sense, from whicl
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CONF-92: An Immunotherapy (Text) Observation SHALL be represented with a Question/Answer
(Text) Pattern, with the values ~ NAACCRtld - 2660, 22043 -4 Immunotherapy Text , and
2.16.840.1.1138  83.6.1 LOINC

Immunotherapy (Text) example
2230 <observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2660"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="22043 - 4"
2235 displayNa me="Immunotherapy (Text)"/>
<statusCode code="  completed "/>
<value xsi:type="ST">xxx</value>
</observation>

2240 1.9.5 Other Treatment

The AOther Treatment" category records whether
surgery, radiation, aystemic therapy as defined in the NAACCR Data Dictionary v11.1 [or] that does
not meet the usual definition in which treatment modifies, controls, removes, or destroys proliferating
tissue. This category includes phlebotomy, transfusions, and aspirin.

2245 Inthe NAACCR Data Dictionary this observation is further defined as Other Treatment at the
Reporting Facility. In the CDA document a facility identifier can be associated with a clinical
statement; this would all ow #yamyéaciltyratdvhichfsucti Ot h e r ¢
treatment took place.

1.9.5.1 Other Treatment Status Observation

2250 CONF-93: An effectiveTime/low element MAY be present representing the date when the
treatment in question started . If the date is not provided,
effectiveTime/low/@nullFlavor SHALL be present with an appropriate value.
CONF-94: An entryRelationship element MAY be present where the value of @typeCode is COMP

containing a Other Treatment Text Observation ( templateld NAACCR -tld -2670).

2255  Other Treatment Status Observation example
<observation ¢ lassCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 730"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
2260 code="21884 -2"
displayName="Other Treatment Status"/>
<statusCode code="  comple ted " />
<effectiveTime>
<low value=0200802020/ >
2265 </effectiveTime>
<value xsi:type="CD"
codeSystem="CS - OID- 730"
codeSystemName="NAACCR Other Treatment Status"

2270 displayName="Other experiment al'/>
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<entryRelationship typeCode="COMPO >
<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 2670"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="220 44-2"
displayName="Other Treatment Text"/>

<statusCode code="  completed " />
<value xsi:type=0STo>xxx</value>
</observation>

</entryRelationship>

</observation>

1.9.5.2 Other Treatment (Text) Observation

This observationacords manual documentation of information regarding other treatment of the

reported tumor. I't i s entered as text independe

CDAOGs sense, from which coded values wer e

CONF-95: An Other Treatment Te xt Observation SHALL be represented with a Question/Answer
(Text) Pattern, with the values ~ NAACCRtld - 2670, 22044 -2 Other Treatment (Text),
and 2.16.840.1.113883.6.1 LOINC

<observation cl assCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld -2670"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code=" 22044 - 2"
displayName="Other Treatment (Text)"/>

<statusCode code="  comple ted " />
<value xsi:type="ST">xxx</value>
</observation>

Figure 1.7.5.2-1: Other Treatment (Text) example

1.9.5.3 Hematologic Transplant and Endocrine Procedures Status Observation

CONF-96: An effectiveTime element MAY be present representi ng the date of the systemic therapy.
If no systemic therapy was administered, or the case was diagnosed at autopsy, the value
of @nullFlavor sHALL be NA [NAACCR 00000000Q]. If it is unknown whether any systemic
therapy was administered, the date is unknown, or the case was identified by death
certificate -only, the value of @nullFlavor ~ sHALL be NI [NAACCR 9999999]. If systemic
therapy is planned as part of the first course of therapy, but had not been started at the
time of the most recent follow  -up, the valu e of @nullFlavor sHALL be OTH [NAACCR
88888888].

Hematologic Transplant and Endocrine Procedures example

<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 3250"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSys temName="LOINC"
code="42121 - 4"
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displayName="Hematologic Transplant and Endocrine Procedures ">
<statusCode code="  completed "/>

<value xsi:type="CD"
codeSystem="CS - OID- 3250"

code="30"

</observation>

<effectiveTime value=0200505050/ >

codeSystemName="NAACCR Hematologic Transplant and Endocrine Procedures Status"

displayName="Stem cell harvest and infusion"/>

1.9.5.4 Palliative Procedures Status Observation

Palliative Procedure example

<observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 3280"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="42124 -8"
displayName="Palliative Procedure"/>
<statusCode ¢ ode=" completed "/>
<value xsi:type="CD"
codeSystem="CS - OID- 3280"

code="2"

</observation>

codeSystemName="NAACCR Palliative Procedure Status"

displayName="Radiation therapy to alleviate symptoms"/>

1.10Section: Patient Status

1.10.1 Section-Level Requirements

This section contains several observations related to the last patient status, such as date and type of

recurrence, vital status, cancer status, quality of survival, and underlying cause of death.

CONF-97: A section elemen t SHALL be present where the value of
LastPatientStatus 02.16.840.1.113883.6.1

SHALL be NAACCRItld - LastPatientStatus Section

CONF-98: The value of templateld/@root

CONF-99: A section title SHALL be present.

code/@code i sx- O

LOINC.

Template ID WKS-Section07
Parent Template Ana will provide the parent template
The Patient Status section shall contain a narrative or coded description of cancer recu
General Description quality of life, cancer status, vital status and death information.
LOINC Code Opt Description
R2
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Entries Opt Description
Simple Observation R2 1.3.6.1.4.1.19376.1.5.3.1.4.13

2355 CONF-100: An entry element MAY be present containing a Date of First Recurrence Observation
(templateld NAACCR -tid -1860).

CONF-101: An entry element MAY be present containing uptoth  ree Recurrence at Distant Site
Observations (t emplateld NAACCR -tld -1871).

CONF-102: An entry element MAY be present containing a Type of First Recurrence Observation
2360 (templateld NAACCR -tld -1880).

CONF-103: An entry element MAY be present containing a Cancer Status Observation (templateld
NAACCRtlId -1770).

CONF-104: An entry element MAY be present containing a Quality of Survival Observation
(templateld NAACCR -tid -1780).

2365 CONF-105: An entry element SHALL be present containing a Vital Status Observation ( templateld
NAACCRtld - 1760).

CONF-106: An entry element MAY be present containinga n Underlying Cause of Death Observation
(templateld NAACCR -tid -1910)

CONF-107: An entry element MAY be present containing a Place of Death Observation ( templateld
2370 NAACCRtId -1940).

CONF-108: An entry element MAY be present containinga n Autopsy Per formed Observation
(templateld NAACCR -tld -1930).

1.10.1.1 Date of First Recurrence Observation

2375 CONF-109: A Date of First Recurrence Observation SHALL be represented with a Question/Answer
(Date) Pattern, with the values ~ NAACCRtId - 1860 and 21981 - 6 Date of First
Recurrence

CONF-110: If the date is not provided, the value of value/@xsi:typ e SHALL be CDand the value of
value/@code SHALL be selected from Value Set VS OID- 1860
2380 NAACCRDateOfFirstRecurrenceExceptionCode STATIC 20070101.

Date of First Recurrence example

<observation classCod e="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 1860"/>
<code codeSystem="2.16.840.1.113883.6.1"
2385 codeSystemName="LOINC"
code="21981 - 6"
displayName=" Date of  First Recurrence ">
<statusCode code="  completed "/>
<value xsi:type=0TS0 value=0200804300/ >
2390 </observation>
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1.10.1.2 Recurrence Distant Site Observation

This observation is repeatable. The NAACCR record allows three occurrences, named Recurrence
Distant Site 1, 2, and 3.

CONF-111: A Recurrence Distant Site  Observati on SHALL be represented with a  Question/Answer
(Code) Pattern , with the values NAACCRtld - 1871, 42063 - 8 Recurrence Distant Site ,
and VS OID- 1871 NAACCRRecurrenceDistantSiteCode STATIC 20070101.

Table 2: Recurrence Distant Site Value Set

ltem 1871, 1872, 1873

LOINC = 42063 -8

Value Set: NAACCRRecurrenceDistantSiteCode VS -OID-1871
Code System: NAACCR Recurrence Distant Site  CS-OID-1871
Code Meaning

0 None or none known

1 Peritoneum

2 Lung

3 Pleura

4 Liver

5 Bone

6 Central nervous system

7 Skin

8 Lymph nodes (distant)

9 Other, generalized, not otherwise specified, carcinomatosis

Recurrence Distant Site example
<observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld -1871"/>
<code codeSystem="2. 16.840.1.113883.6.1"
codeSystemName="LOINC"
code="42063 - 8"
displayName="Recurrence Distant Site 1"/>
<statusCode code="  completed "/>
<value xsi:type="CD"
codeSystem="CS - OID- 1871"
codeSystemName =" NAACCRRecurrence Distant Site"

displayName="Lung"/>
</observation>
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1.10.1.3 Cancer Status Observation

CONF-112: Cancer Status Observation SHALL be represented with  Question/Answer (Code) Pattern
with the values NAACCRtld - 1770, 21976 - 6 Cancer Status and VS OID- 1770
2420 NAACCRCancerStatusCode STATIC 20070101.

Cancer Status Value Set
Item 1770
LOINC = 21976 -6

Value Set: NAACCRCancer Status Code VS-OID-1770
Code System: NAACCR Cancer Status CS-OID-1770

Code Meaning
1 No evidence of this tum or
2 Evidence of this tumor

Unknown, indeterminate whether this tumor is present, not stated in
9 patient record

Cancer Status example
<observation classCode="OBS" moodCode="EVN">
2425 <templateld root="NAACCR  -tld - 1770"/>
<code codeSystem="2.16.840.1. 113883.6.1"
codeSystemName="LOINC"
code="21976 -6"
displayName="Cancer Status"/>
2430 <statusCode code="completed"/>
<value xsi:type="CD"
codeSystem="CS - OID- 1770"
codeSystemName="Cancer Status"

2435 disp layName="Evidence of this tumor"/>
</observation>

1.10.1.4 Quality of Survival Observation

CONF-113: A Quality of Survival Observation SHALL be represented witha Question/Answer (Code)
2440 Pattern , with the values NAACCRtld - 1780, 21977 - 4 Quality of Survival ,and VS
OID- 1780 NAACCRQualityOfSurvivalCode STATIC 20070101.

CONF-114: If this observation is not applicable because the patient is dead, the value of
value/@nullFlavor SHALL be NA [NAACCR 8]

CONF-115: 1 f t he patientds quality of swue/@nulklavori s shafibken own,
2445 NI. [NAACCR 9]

Quiality of Survival Value Set
Iltem 1780
LOINC = 21977 -4

Value Set: NAACCRQuality OfSurvival Code VS-OID-1780
Code System: NAACCR Quality of Survival CS-OID-1780
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Code Meaning
0 Normal activity
1 Symptomatic and ambulatory
2 Ambulatory mo re than 50 percent of the time, occasionally needs
assistance
Ambulatory less than 50 percent of the time, nursing care needed
4 Bedridden, may require hospitalization

Quality of Survival example

<observation class Code="0OBS" moodCode="EVN">
<temp lateld root="NAACCR -tld -1780"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21977 -4"
displayName="Quality of Survival'/>
<statusCode code="  completed " />
<value xsi:type="CD"
codeSystem="CS - OID- 1780"
codeSystemName="NAACCR Quality of Survival"
code="1"
displayName="Symptomatic and ambulatory"/>
</observation>

1.10.1.5 Vital Status Observation

This observation records whether the patient was alive the afate entered in Date of Last Contact.

This observation is required.

CONF-116: A Vital Status Conversion Observation shall be represented with an
observation element where the value of @classCode is OBSand the value of
@moodCodes EVN If the patient died, the  value of @negationind SHALL be

false . If the patient did not die, the value of @negationind  SHALL be true .
CONF-117: Atemplateld element shall be present where the value of @root is NAACCR
tld -1760.
CONF-118: The value of code/@code SHALL be ASSERTIONand the value of
code/ @codeSystem SHALL be 2.16.840.1.113883.5.4 HL7 ActCode Complete

STATIC 20080130.

CONF-119: A statusCode element SHALL be present where the value of @codeis
completed

CONF-120: A value element sHALL be present where the value of @xsiitype is CDand the
value of @codeis 419099009 Dead, from 2.16.840.1.113883.6.96 SNOMED CT
STATIC 20070101 .

CONF-121: An entry Relationship element MAY be present where the value of @typeCode
is COMPcontaining a Cause of Death Observation ( templateld NAACCR -tld -
1910).
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CONF-122: An entry Relationship element MAY be present where the value of @typeCode is COMP
containing an Autopsy Performed Observation ( templateld NAACCR -tld - 1930).

2485 CONF-123: An entry Relationship element MAY be present where the value of ~@typeCode is COMP
containing a Place of Death Observation (t  emplateld NA ACCRtld -1940).

Vital Status example

2490 1.10.1.6 Underlying Cause of Death Observation

CONF-124: An Underlying Cause of Death Observation SHALL be represented with a Question/Answer
(Code) Pattern , with the values NAACCRtld -1910, 21984 - 0 Underlying Cause of
Death , and VS OID- 1910 NAACCRUnNderlyingCauseOfDeathCode  sTATIC 20070101.

CONF-125: If this observation is not applicable because the patient was still alive at the time of last
2495 contact, the value of  value/@nullFlavor shall be NA [NAACCR 0000]

Underlying Cause of Death Value Set
Iltem 1910
LOINC = 21984 -0

Value Set: NAACCRUnderlying Cause OfDeath Code VS-OID-1910
Code System: NAACCR Underlying Cause of Death CS-OID-1910

Code Meaning
An ICD-9 orICD -10 code

Underlying Cause of Death example

<observation classCode="0OBS" moodCode= "EVN">

2500 <templateld root="NAACCR  -tid - 1910"/>

<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21984 -0"
displayName="Underlying Cause of Death"/>

2505 <statusCode code="  completed "/>

<value xs i:type="CD"
codeSystem="CS - OID- 1910"
codeSystemName="NAACCR Underlying Cause of Death"
code="7777"

2510 displayName="State death certificate not available"/>

</observation>

1.10.1.7 Autopsy Performed Observation

CONF-126: An Autopsy Pe rformed Observation SHALL be represented with an  Question/Answer (Code)
2515 Pattern , with the values NAACCRtld -1930, 21986 -5 Autopsy and VS- OID- 1930
NAACCRAutopsyCode sTATIC 20070101.

CONF-127: If this observation is not applicable because the patient is still alive, t he value of
value/@nullFlavor shall be NA [NAACCR 0]
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CONF-128: If it is not known whether an autopsy was performed, the value of value/@nullFlavor

shall be NI.[NAACCR 9]

Autopsy Performed Value Set

Iltem 1930

LOINC = 21986 -5

Value
Code

Set: NAACCRAutopsy Code VS-OID-1930
System: NAACCR Autopsy CS -0OID-1930

Code

Meaning

1

Autopsy performed

2

No autopsy performed

Autopsy example

<code

<value

</observatio

<observation class Code="OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 1930"/>

<statusCode code="  completed " />

codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21986 - 5"
displayName="Autopsy"/>

xsi:type="CD"
codeSystem="CS - OID- 1930"
codeSystemName=" NAACCRAutopsy"
code="1"
displayName="Autopsy performed"/>
n>

1.10.1.8

Thi

CONF-129:

CONF-130:

CONF-131:

Place of Death Observation
s observation records the state or country where the patient died.

A Place of Death Observation SHALL be represented with a Question/Answer (Code)
Pattern , with the valu es NAACCRtId - 1940, 21987 - 3 Place of Death and VS OID-
1940 NAACCRPIlaceOfDeathCode sTATIC 20070101.

If the observation is not applicable (because the patient is still alive), the value of
value/@nullFlavor shall be NA [NAACCR 997]

If the place of death is  unknown, the value of  value/@nullFlavor shall be NI.[NAACCR
999]

Place of Death Value Set

Item 1940

LOINC = 21987 -3

Value
Code

Set: NAACRPlaceOfDeath Code VS-OID-1940
System: NAACCR Appendix A Geocodes CS -0OID-1940

Code

Meaning
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‘ ‘ State or country code fr om NAACCR v11.1 Appendix B ‘

2550 Place of Death example
<observation classCode="0OBS" moodCode="EVN">
<templateld root="NAACCR -tld - 1940"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"

2555 code="21987 - 3"
displayName="Place of Death"/>
<statusCode code="  completed "/>

<value xsi:type="CD"
codeSystem="CS - OID- 1940"

2560 codeSystemName="NAACCR Appendix A Geocodes"
code="519 "
displayName=" Egypt "/>
</observation>

2565 1.11Section: Cancer Control

1.11.1 Section-Level Requirements
This section contains observations related to the screening date.

CONF-132: A section element sHALL be present where the value of code/@code is fi x
CancerControl o 2.16.840.1..113883.6.1 LOI NC

2570 CONF-133: The value of templateld/@r oot SHALL be NAACCRtld - CancerControl Section
CONF-134: A section title SHALL be present.

Template ID WKS-Section08
Parent Template Ana will provide the parent template
The Supporting Documentation section shall contain a narrative destigpthe the
General Description patientdos medical experience. Data el ¢g

LOINC Code Opt Description

R2
Entries Opt Description
Simple Observation R2 1.3.6.1.4.1.19376.1.5.3.1.4.13

CONF-135: An entry element MAY be present containing a  Date of Screening Observation (templateld
NAACCR-tld -510).

2575 CONF-136: An entry element MAY be present containing a Screening Result Observation (templateld
NAACCR-tld -520).
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1.11.2 Screening Date

CONF-137: A Date of Screening Observation SHALL be represented with a Question/Answer (Date)
Pattern, with the values NAACCRtld -510 and 21863 - 6 NAACCR Screening Date

2580 CONF-138: If the patient did not participate in the screening program, the value of
value/@nullFlavor shall be  NA [NAACCR 00000000]

CONF-139: If the patient participated in the screening program but the date is unknown, the value of
value/@nullFlavor shall be NI.[NAACCR 99999999]

Screening Date example
2585 <observation classCode="OBS" moodCode="EVN">
<templateld root="NAACCR -tld -510"/>
<code codeSystem="2.16.840.1.113883.6.1"
code SystemName="LOINC"
code="21863 -6"

2590 displayName="Screening Date  "/>
<statusCode code="  completed " />
<value xsi:type=0TS0 value=0200804300/ >
</observation>

1.11.3 Screening Result Observation

2595 CONF-140: A Screening Result Observation SHALL be represented with a Question/Answer (Code)
Pattern , with the values NAACCRtld - 520, 21864 - 4 Screening Result , and VS OID-
520 NAACCRScreeningResultCode  sTATIC 20070101 .

CONF-141: If this observation is not applicable, the value of value/@nullFlavor shall be NA
[NAACCR 8]

2600 CONF-142: If the screening result is not known, the value of value/@nullFlavor shall be NI.
[NAACCR 9]

Screening Result Value Set
Item 520
LOINC = 21864 -4

Value Set: NAACCRScreening Result Code VS-OID-520
Code System: NAACCR Screening Result CS-0OID-520

Code Meani ng

0 Within normal limits

1 Abnormal/not suggestive of cancer
2 Abnormal/suggestive of cancer

3 Equivocal/no follow -up necessary
4 Equivocal/evaluation recommended

Screening Result example
2605 <observation class Code="OBS" moodCode="EVN">
<templateld root="NAACCR - tld - 520"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="21864 - 4"

82
Rev. 1.0- 201006-04 Copyright © 2010: IHE International



IHE Technical Framework SuppleménProvider Reporting to Bublic Health Repository Cancer

Registry (PRPH)
2610 displayName="Screening Result"/>
<statusCode code="  completed "/>

<value xsi:type="CD"
codeSyste m="CS OID- 520"
codeSystemName=" NAACCRScreening Result"
2615 code="3"
displayName="Equivocal/no follow - up necessary"/>
</observation>

1.12Section: Plan of Care

2620 1.12.1 Section-Level Requirements

This section contains several observation s related to the referring providers, both referrals to
this provider and the providerds referral to anot her

CONF-143: A section element sHALL be present where the value of code/@code i sx- 0
LastPatientStatus 02.16.840.1.113883.6.1 LOINC.

2625 CONF-144: The value of templa teld/@root sHALL be NAACCRtId - PlanofCareSection
CONF-145: A section title  SHALL be present.

Template ID WKS-Section09

Parent Template Ana will provide the parent template

The Plan of Care section shall contain a narrative or coded ptémeof referral status,

General Description including hospitalization status, name of hospital and name of Radiation Therapy Facili

LOINC Code Opt Description
R2
Entries Opt Description
Simple Observation R2 1.3.6.1.4.1.19376.1.5.3.1.4.13

CONF-146: An entry element MAY be present containing a Provider Referred From (t emplateld
2630 NAACCRtld - xx).

CONF-147: An entry element MAY be present containing a Provider Referred To(  templateld
NAACCRtld - xx).

1.12.2 Provider Referred From: /ClinicalDocument/participant

The provider that referred th e patient to the reporting facility is recorded as a participant
2635 At present, Facility Identification Numbers are used to record registry IDs. When NPI
Registry IDs are in use, they can be used in the same way. More than one id elementis
allowed. Both typ es are shown in the example code below.
CONF-148: A participant element MAY be present representing the  provider from which the patient
was referred. If presentit  SHALL contain an associatedEntity/id element representing
2640 the referring provider 6 & . The value of participant/@typeCode SHALL be REFBand the
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value of associatedEntity/@classCode SHALL be SDLOC If the referring provider 6 s
identification number is unknown, the value of id/@nullFlavor SHALL be NI . If the case
was not referred, the value of  id/@nullFlavor SHALL be NA

ProviderReferred From example
2645 <participant typeCode="REFB">
<associatedEntity classCode="SDLOC">
<id root="OID  -for - FIN- numbers" extension="1231231234"/>
<id root="OID - for - NPI- numbers" extension="3453453456"/>
<code codeSystem="2.16.840.1.113883.6.1"
2650 codeSystemName="LOINC"
code="22021 -0"
displayName=" Provider = Referred From"/>
</associatedEntity>
</participant>

2655 1.12.3Provider Referred To: /ClinicalDocument/participant

The provider to which the reporting facility refers the patient is recorded as a participant
At present, Facility Identification Numbers are used to record registry IDs. When NPI
Registry IDs are in use, they can be used in the same way. More than one id elementis

allowed. Both types are shown in the example code below.

2660 CONF-149: A participant element MAY be present representing the  provider to which the reporting
facility referred the patient. If present it SHALL contain an associatedEntity/id element
representin g that provider & & . The value of participant/@typeCode SHALL be REFTand
the value of associatedEntity/@classCode SHALL be SDLOC If that provider 6 s
identification number is unknown, the value of id/@nullFlavor SHALL be NI. If the case

2665 was not referred, the value of id/@nullFlavor SHALL be NA

ProviderReferred To example
<participant typeCode="REFT">
<associatedEntity classCode="SDLOC">
<id root="0OID  -for - FIN - numbers" extension="1231231234"/>

2670 <id root="OID  -for - NPI- numbers" extensi  on="3453453456"/>
<code codeSystem="2.16.840.1.113883.6.1"

codeSystemName="LOINC"

code="22022 -8"

displayName=" Provider = Referred To"/>
2675 </associatedEntity>
</participant>

1.12.4 Hospitalizaton Status
1.12.5 Name of Hospital/participant

2680 1.12.6 Name of Radiation Therapy Facility/participant
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6.4 QRPH Value Sets

| Add section 6.5.A

6.4.A <Value Set Name>

[Add any NAACCR specific Value Sets here]

This is currently included in the Content Body Module. It includes the section, the entry and

the values sets.

<Appendix letter> Appendix_Name

<Detailed cross transaction relationships or mapping details are described in an appendix in Volume 2>

Appendix A Coding Patterns
The semantics within

t he

body

of a CDA document

CDA clinical statement may be represented by any of GIDA elements, of which the most
commonly used in this Implementation Guide are observation, procedure, and
substanceAdministration. (For more information about CDA clinical statements, $éeal@inical

Document Architecture, Release 2.0

The coding of observations often follows certain regular patterns. The coding patterns defined in this
section are used repeatedly in this Implementation Guide. Each pattern requires fivaaocdor
statementdn this Guide they are referenceddgingle conformance statemémat provides the

values requiredlhis shortens the Guide considerably and makes the commonalities easy tthsee. If
clinical-statement design does not follow the @attexactly, the pattern is not referenced.

Please note that, in accordance with the pilot scope, most data items are encoded as observations with
LOINC codes obtained by NAACCR. Therefore, the LOINC coding system is included in the patterns
defined for his Implementation Guide, although the same CDA patterns can be used with other

vocabularies.

In the definitions below, the conformance statements for each pattern are shown first in full, with a
conformancestatement numbering scheme that representsattern type, and then in the shortened
form used in the body of the Implementation Guide.

The coding patterns are referenced in the body of the Implementation Guide by name:

e Assertion Pattern,
¢ Question/Answer (Code) Pattern,
e Question/Answer (Number) Patte

Rev. 1.0- 201606-04
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¢ Question/Answer (Text) Pattern,

¢ Question/Answer (Measurement) Pattern, and

e Question/Answer (Date) Pattern.

Assertion Pattern

The Assertion Pattern is composed of composed of five conformance statements using four variables

shown in blue:
CONF-AS-1: A Diagnosis Observation

SHALL be represented with an  observation  element
where the value of @classCode is OBSand the value of @moodCodeas EVN

CONF-AS-2: Atemplateld element SHALL be present where the value of @root is
2.16.840.1.113883.10.20.5.2.2.3.1

CONF-AS-3: The value of code/@code SHALL be ASSERTIONand the value of

code/@codeSystem SHALL be 2.16.840.1.113883.5.4

STATIC 20080130.

HL7 ActCode Complete

CONF-AS-4: A statusCode element SHALL be present where the value of @codeis

completed

CONF-AS-5: Avalue element sHALL be present where the value of @xsi:type is CD and the
value of @code is 373795004 Cancer diagnosis based on clinical evidence ,

from 2.16.840.1.113883.6.96
In the body of this guide, the Assertion Patter

statement, as follows:

CONF-1: A Diagnosis Observation

SNOMED CT STATIC 20070101

n is invoked by a single conformance

SHALL be represented with an Assertion Pattern, with

the values 2.16.840.1.113883.10.20.5.2.2.3.1
diagnosis based on clinical evidence

, 373795004 Cancer

6,and 2.16 .840.1.113883.6.96

<observation moodCode="EVN" classCode="0OBS">

<statusCode code="completed"/>
</observation>

<templateld root="2.16.840.1.113883.10.20.5.2.2.3.1"/>
<code code="ASSERTION" codeSystem="2.16.840.1.113883.5.4"/

Figure A-1: Assertion Pattern Example

Question/Answer (Code) Pattern

The Question/Answer (Code) Pattern is composed of five conformance statements and four

variables shown in blue:

CONF-QAC-1: An ICD-0-2 Conversion

@moodCodeas EVN

® The phrase fAclinical evidencebd

of Anot microscopically

Observation
observation element where the value of

conf i

r med.

SHALL be represented with an
@classCode is OBSand the value of

here means evidence
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CONF-QAC-2: A templateld  element sHALL be present where the value of  @root is
2755 2.16.840.1.113883.10.20.5.2.2. 3.1.

CONF-QAC-3: The value of code/@code SHALL be 21990 -7 ICD -O-2 Conversion from
2.16.840.1.113883.6.1 LOINC STATIC 20071203.

CONF-QAC-4: A statusCode element sSHALL be present where the value of @codeis
completed

2760 CONF-QAC-5: A value element SHALL be pre sent where the value of @xsi:type is CD. The
value for value/@code SHALL be selected from ValueSet
2.16.840.1.113883.13.8 ICDO2ConversionCode STATIC 20070101 . If the
value is not known, the value for value/@nullFlavor SHALL be NI.

In the body of this guide , the Question/Answer (Code) Pattern is invoked by a single
2765 conformance statement, as follows:

CONF-1:  An ICD-0O-2 Conversion Observation SHALL be represented with a
Question/Answer  (Code) Pattern, with the values
2.16.840.1.113883.10.20.5.2.2.3.1 , 21990 -7 ICD-0O-2 Conversion Flag
and 2.16.840.1.113883.13.8 ICDO2Conversion Code STATIC 20070101

2770

<observation classCode="0OBS" moodCode="EVN">
<templateld root="2.16.840.1.113883.10.20.5 2.2.3.1">
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
2775 code="21990 - 7"
displayName="ICD - O 2 Conversion"/>
<statusCode code="completed"/>
<value xsi:type="CD"
codeSystem=" 2.16.840 .1.113883.13.8
2780 codeSystemName="ICDO2 Conversion Code"
code="1234567"
displayName="Sample"/>
</observation>

Figure A-2: Sample Question/Answer (Code) Pattern
2785

Question/Answer (Number) Pattern

This and the following Pattes differ from Question/Answer (Code) Pattern in their treatment of
unknown values: a separate conformance statement, not part of the pattern, is required to express the
2790 form of the value element when the value is not provided.

The Question/Answer (NumbdPgattern is composed of five conformance statements and the three
variables shown in blue:

CONF-QAN-1: A Multiplicity Counter Observation SHALL be represented with an
observation element where the value of @classCode is OBSand the value of
2795 @moodCodds EWN.
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CONF-QAN-2: A templateld  element sHALL be present where the value of  @root is
2.16.840.1.113883.10.20.5.2.2.3.1

CONF-QAN-3: The value of code/@code sSHALL be 42032 -3 NAACCR Multiplicity Counter
from 2.16.840.1.113883.6.1 LOINC STATIC 20071203,

CONF-QAN-4: A statusCode element sSHALL be present where the value of @codeis
completed

CONF-QAN-5: If the number is known, a value element SHALL be present where the value of
@xsi:type is INT and the value of @value represents the number.

In the body of this gui  de, the Question/Answer (Number) Pattern is invoked by one
conformance statement, as follows:

CONF-1 A Multiplicity Counter Observation SHALL be represented with a
Question/Answer (Number) Pattern , with the values
2.16.840.1.113883.10.20.5.2.2.3.1 and 4203 2-3 Multiplicity Counter

If the observation is required, a second conformance statement specifies the coding for the case in
which the value is not known. The form of this second conformance statement depends on whether
NAACCR records records simply thidie value is unknown, in which case a @nullFlavor is
appropriate, or records coded exception values. The forms are:

CONF-2: If the number is not provided, the value of value/@nullFlavor SHALL be NI.
or

CONF-2 If the number is not provided, the value of v alue/@xsi:type SHALL be CDand the
value of value/@ code SHALL be selected from VS OID- 446
NAACCRMultiplicityCounterExceptionCode STATIC 20070101.

Additional conformance statements may state further constraints for coding ranges such as
090 or moreb6d.

<observation classCode="OBS" moodCode="EVN">
<templateld root="2.16.840.1.113883.10.20.5.2.2.3.1"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="42032 -3"
displayName="Multiplicity Counter"/>
<statusCode code="completed"/>
<value xsi:type="INT"
value="3"/>
</observation>

Figure A-3: Question/Answer (Number) Pattern example

Question/Answer (Measurement) Pattern
The Question/Answer (Measurement) Pattern is composed of five conformance statements and the four
variables shown in blue:

This pattern does not include the form of the value element when the value is not provided: a separate
conformance statemg not part of the pattern, is required to express that.
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CONF-QAM-1: A CS Tumor Size Observation SHALL be represented with an  observation
element where the value of @classCode is OBSand the value of @moodCodds
EVN

2840 CONF-QAM-2: A templateld  element SHALL be present where the value of  @root is
2.16.840.1.113883.10.20.5.2.2.3.1

CONF-QAM-3: The value of code/@code SHALL be 42079 -4 NAACCR CS Tumor Size from
2.16.840.1.113883.6.1 LOINC STATIC 20071203,

CONF-QAM-4: A statusCode element sHALL be present where the value of @codeis
2845 completed

CONF-QAM-5: If the value is known, a value element SHALL be present where the value of
@xsi:type is PQ, the value of @unitis  mm , and the value of @value represents
the measurement.

In the body of this guide, the Question/ Answer (Measurement) Pattern is invoked by one
2850 conformance statement, as follows:

CONF-1 A CS Tumor Size Observation SHALL be represented with a  Question/Answer
(Measurement) Pattern , with the values 2.16.840.1.113883.10.20.5.2.2.3.1 ,
42079 -4 CS Tumor Siz e, and mm .

If the observation is required, a second conformance statement specifies the coding for the case in

2855 which the value is not known. The form of this second conformance statement depends on whether
NAACCR records simply that the value is unknownwimich case a @nullFlavor is appropriate, or
records coded exception values. The forms are:

CONF-2 If the measurement is not provided, the value of value/@xsi:type SHALL be CD
and the value of value/@code  SHALL be selected from VS OID- 2800
2860 NAACCRCSTumorSi zeExceptionCode STATIC 200 70101.
or
CONF-2: If the measurement is not provided, the value of value/@nullFlavor SHALL be NI.

<observation classCode="0OBS" moodCode="EVN">
2865 <templateld root="2.16.840.1.113883.10.20.5.2.2.3.1"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="42079 -4"
displayName="CS Tumor Size"/>

2870 <statusCode code="completed"/>
<value xsi:typ e="PQ"
unit="mm"
value="2"/>
</observation>
2875 Figure A-4: Question/Answer (Measurement) Pattern Example

Question/Answer (Text) Pattern

The Question/Answer (Text) Pattern is composed of five conformance statements and the four
variablesshown in blue:
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CONF-QAT-1: A Primary -Site Title Observation SHALL be represented with an
observation element where the value of @classCode is OBSand the value of
@moodCodéds EVN

CONF-QAT-2: A templateld  element SHALL be present where the value of  @root is
2.16.840.1.113883.10.20.5.2.2.3.1

CONF-QAT-3: The value of code/@code SHALL be 22035 -0 Primary Site Title from
2.16.840.1.113883.6.1 LOINC STATIC 20071203.

CONF-QAT-4: A statusCode element SHALL be present where the value of  @codeis
completed

CONF-QAT-5: Avalue element sSHALL be present where the value of @xsi:type is ST and
@value or @nullFlavor is present.

In the body of this guide, the Question/Answer (Text) Pattern is invoked by a single
conformance statement, as follows:

CONF-1: A Primary -Site Title Observation SHALL be represented with a
Question/Answer  (Text) Pattern, with the values
2.16.840.1.113883.10.20.5.2.2.3.1 , 22035 - 0 Primary Site Title ,
and 2.16.840.1.113883.6.1 LOINC

<observation classCode="0OBS" moodCode="EVN">
<templateld root="2.16.840.1.113883.10.20.5.2.2.3.1"/>
<code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="22035 - 0"
displayName="Primary Sit e Title"/>
<statusCode code="  completed " />
<value xsi:type="ST">xxx</value>
</observation>

Figure A-5: Question/Answer (text) Pattern example

Question/Answer (Date) Pattern

Dates are recorded as an  effectiveTime element. When there is a clinical s tatement to
which the date pertains, the effectiveTime element appears within that clinical statement.
For example, the date hormone therapy started is recorded as effectiveTime/low in the
Hormone Therapy Observation.

However, when there is no other clinic al statement to which the date pertains, the date is
recorded in an observation whose name begins
first positive biopsy is recorded as effectiveTime in a Date of First Positive Biopsy
observation.

The Question/An swer (Date) Pattern is composed of five conformance statements and the
three variables shown in blue:

wi t h
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CONF-QAD-1: An Date of First Positive Biopsy Observation SHALL be represented with an
2920 observation  element where the value of @classCode is OBSand the val ue of
@moodCodéds EVN

CONF-QAD-2: A templateld  element SHALL be present where the value of  @root is
2.16.840.1.113883.10.20.5.2.2.3.1

CONF-QAD-3: The value of code/@code SHALL be 21919 -6 NAACCR Date of First Positive
2925 Biopsy from 2.16.840.1.113883.6.1 LO  INC STATIC 20071203,

CONF-QAD-4: A statusCode element SHALL be present where the value of @codeis
completed

CONF-QAD-5: A value element SHALL be present representing the date. If the date is
provided, the value of @xsiitype  SHALL be TS.

2930 In the body of t his guide, the Question/Answer (Date) Pattern is invoked by one
conformance statement, as follows:
CONF-1: A Date of First Biopsy Observation SHALL be represented with a
Question/Answer  (Date) Pattern, with the values
2.16.840.1.113883.10.20.5.2.2.3.1 and 1919 -6 NAACCR Date of First
2935 Positive Biopsy

If the observation is required, a second conformance statement specifies the coding for the
case in which the value is not known. The form of this second conformance statement
depends on whether NAACCR records  simply that the value is unknown, in which case a
@nullFlavor is appropriate, or records coded exception values. The forms are:

2940 CONF-2: If the date is not provided, the value of value/@xsi:type SHALL be TS and the
value of value/@nullFlavor ~ sHALL be NI.
or
CONF-2: If the date is not provided, the value of value/@xsi:type SHALL be CDand the
value of value/@code SHALL be selected from ValueSet
2945 2.16.840.1.113883.13.8 DateOfFirstPositiveBiopsyExceptionCodes
STATIC 20070101.
mple
<observation classCode="0OBS" moodCode="EVN">
<templateld root="2.16.840.1.113883.10.20.5.2.2.3.1"/>
2950 <code codeSystem="2.16.840.1.113883.6.1"
codeSystemName="LOINC"
code="1919 -6"
displayName="NAACCR Date of First Positive Biopsy"/>
<statusCode code="  completed "/>
2955 <value xsi:type=0TS06 value=02008043006/ >
</observation>

Figure A-6: Question/Answer (date) Pattern example

Appendix B Summary of NAACCR Code Systems
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An astersk on theValue Set Nameindicates that the code system is not included in this

Implementation Guide because of its length; a reference to the code system is given in the value set

table.

Table 3: Summary of NAACCR Code Systems

Summary of NAACCR Code Systems

Code System Code System Value Set Name Value Set
Name OID OID
NAACCR Appendix CSOID-1940 *NAACCRPlaceOfDeathCode VS-0ID-1940
Geocodes
NAACCR Autopsy CSOID-1930 NAACCRAutopsyCode VS-0ID-1930
NAACCR Behavior CSOID-523 NAACCRBehaviorCode VS-OID-523
Code
NAACCR Cancer CSOID-1770 NAACCRCancerStatusCode VS-0OID-1770
Status
NAACCR Cancer CS0ID-1340 NAACCRCancerDirectedSurgeryStatusCode VS-0ID-1340
Directed Surgery
Status
NAACCR CSOID-700 NAACCRChemoherapyStatusCode VS-0OID-700
Chemotherapy Status
NAACCR CS0ID-3110 *NAACCRComorbidityAndComplicationCode VS-0ID-3110
Comorbidity and
Complication
NAACCR Date of CSOID-1860 DateOfFirstRecurrenceExceptionCode VS-OID-1860
First Recurrence
Exception Codes
NAACCR Diagnostic CSOID-490 NAACCRDiagnosticConfirmationCode VS-0ID-490
Confirmation
NAACCR Grade CSOID-440 NAACCRGradeCode VS-0OID-440
NAACCR CS0ID-3250 NAACCRHematologicTransplantAndEndocrineProq VS-OID-3250
Hematologic eduresStatusCode
Transplant and
Endocrine Procedures
Status
NAACCR Histologic CSOID-522 *NAACCRHistologicTypeCode VS-OID-522
Type
NAACCR Hormone CSOID-710 NAACCRHormoneTherapyStatusCode VS-OID-710
Therapy Status
NAACCR CSOID-720 NAACCRImmunotherapyStatusCode VS-OID-720
Immunotherapy
Status
NAACCR Industry CSOID-280 *NAACCRIndustryCode VS-0ID-280
Code
NAACCR Laterality CSOID-410 NAACCRLateralityAtDiagnosisCode VS-0OID-410
at Diagnosis
NAACCR Marital CSOID-150 NAACCRMaritalStatusAtDiagnosisCode VS-0OID-150
Status at Diagnosis
NAACCR Occupation | CSOID-270 *NAACCROccupationCode VS-0OID-270
Cock
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