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Foreword

This is a supplement to the IHEhatomic Pathologyechnical FrameworKrial Implementation
V2.0. Each supplement undergoes a procegsiblic comment and trial implementation before
being incorporated into the volumes of the Technical Frameworks.

This supplement is submitted for Public Comment betwddg 30, 201GndSeptember 15,
2010 Comments are invited and may be submitted toHEeforums at
http://forums.rsna.org/forumdisplay.php?f=411i order to be considered in development of the
Trial Implementation version of the supplemaamments must be received gptembel 5,
2010 Please use the Public Comm&emplate povided in the thread and submit comments by
posting the completed template as an attachment to a Reply or New Thread.

This supplement describes changes to the existing technical framework documenterand wh
indicated amends text by additidmo{d underline) or removal beld-strikethrough), as well as

addition of | arge new sections introduced by

which for readability are not bolded or underlined.

i B 0 x iaestructions like the sample below indicate to the Volume Editor how to integrate the
relevant section(s) into the relevant Technical Framework volume:

Replace Section X.X by the following: |

General information about IHE can be foundvatuw.ihe.net

Information about the IHRnatomic Pathologganbe found at:
http://www.ihe.net/Domains/index.cfandwiki.ihe.net/index.php?titte=Anatomic_Pathology

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

The current version of the IHE Technical Framework can be found at:
http://www.ihe.net/Technical Framewdindex.cfm
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Introduction

This supplement is written for Public Commadhts written as changes to the documdisted
below. The reader should have already read and understood these documents:

1. PAT Technical Framework Volume 1, Revision 2.0

This supplement also references other docuntaat®ader shoulthe aware of
1. IHE IT Infrastructure Technical Framework Volume 1, Revision 6.0

IHE IT Infrastructire Technical Framework Volume 3, Revision 6.0

IHE PCC Technical Framework Volume 2, Revision 5.0

IHE LAB Technical Framework Volume 3, Revision 3.0
HL7 CDA r2 normative edition 2005

Goldsmith, J.D., et al., Reporting guidelines for clinical laboratory reports in surgical
pathology. Arch Pathol Lab Med, 2008. 132(10): p. 1668

7. CAP Cancer Protocols and Checklists 2010

L

Profile Abstract

Anatomic pathology reports (APR) document the pathologic findings in specimens removed
from patients for diagnostic or therapeutic reasons. This information can be used for patient care,
clinical research and epidemiology.

This Content Integration Profile the result of a joinnitiative from IHE and HL7 anatomic
pathologyworkgroups who brought aloragmethodology and toote facilitate the development
of consensubasedanatomic pathologgtructured reports (APSR) and to publish an HL7
Clinical Docunent Architecture (CDA) implementation guide for these APSR.

The current scope of this IHE content profile for the first year is tceaddkPSR for surgical
pathologyin all fields of anatomic pathologycénces, benign neoplasmass well asion
neoplasticonditony and t o handle information of Atra
using light microscopy (including immunohistochemistry, FISH, etc))

Cytopathologyandforensicpathology(autopsy, toxicology) will be addressed in further cycles
as wel as special ancillary techniquesd.,flow cytometry,cytogenetis, electron microscopy).

Goldsmith provides recent recommendations that delineate the required, preferred, and optional
elements which should be included in any APR for surgical pathology, regardless of report types.
Several international initiatives intend to define standard structumgalates for specific types

of APRs (CAP (College of American Pathologists) in United States, INCa (National Cancer

! Goldsmith, J.D., et al., Reporting guidelines for clinical laboratory reports in surgical pathateyPathol Lab
Med, 2008. 132(10): p. 16685
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Institute) in FranceRoyalCollege of Pathologists Australasia (RCPA) in Australasia. Some of

the implementation guides of APSRs proposethiwithese initiatives are not based on

international healthcare IT standardsy(,CAP eCC), otherare based on either HL7 CDA r2 or

CEN archetypes. HL7 CDA r2 is one of the most reliable standards that can support these needs.
CDA allows the clinical dta to be both machine and husraadable and provides a framework

for incremental growth in the granularity of structured, cedamsnd clinical information. This
document takes into consideratitie current national CDA implementation guides for APSR
deweloped inTheNetherlands (National IT Institute for Healthcare in the Netherlands
[www.nictiz.nl/uploaded/FILES/Publicaties/20A8-07.pdf]) and in Germany.

This Content Integration Profile describes an anatomic pathsltoggturedeport(APSR)asa

CDA r2 document to be published towards a document sharing resource sustieasd
electronichealthrecordusedby a community of care providerglying onone of the
infrastructuredocument sharirigxchangingprofiles defined iHHE ITI TF. A CDA r2 APSRis
composed of a header, which provides all the context of care (patient, care providers,
pathologists, | aboratories, encounter, order
the clinical information, which accompanied the order and specismeldas the observations,
findings and conclusions delivered by the pathologist after examination.

The APSR with its set of observatis in a machineeadable formatayalso be used to share
historical results with appropriate content anonymizatimh @atient identification
pseudonymization to create shared distributed repositories of anatomic pathology information.

Open Issues and Questions

APSR-1371 Missing LOINC code for intraoperative section This code does not seem to be
available in LOINC. Thereation will be submitted to the Regenstrief Institute.

APSR-1471 Gaps in SNOMED CT: It is not straightforward to encode Anatomic Pathology
observations and AP ancillary technique observations and their corresponding value sets
described in Volume IV (Mae Sets for APSR) using SNOMED CT concepts (missing concepts,
issues of postcoordination versus precoordination). Therefore these observations and value sets
are encoded using a coding systanrently beingouilt by the IHE Anatomic Pathology domain
(PahLex-0OID :1.3.6.1.4.1.19376.1.82.H.at hLex codes wi |l | be prov
| mpl ement ati ono Wheteans and expréssiansof Pathlgex avefbeing e .
currently mapped to SNOMED CT concepts in collaboration with IHTSDO. Partsofnidgpping

will be available inthé Tr i a | | mp | e mand ¢completed aver time.eUsirsgi 0 n
SNOMED CTasa reference terminology offers promising perspectives in terms of scalable
semantic queries that could be performed over distributed Anatomial®gatinformation

Systems (APIS), EHRs or Clinical Data Warehouses storing these structured reports. In national
extensions, vocabulary domains may be specifically constrained, for example the possible values
for the observat i on cduétlindtarce usiggithe ARIGAP eode. may b e

Closed Issues
APSR-017 List of potential sections of an AP structured report

1 Clinical information (content supposedly provided by the ordering physician)

Rev. 1.0- 2010-07-30 Copyright © 2010: IHE International
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= =4 4 =2

Intraoperative observations (in casandfaoperative condtation, which may be
macroscopic only or may include cytology and/or frozen section

Macroscopic observations
Microscopic observations
Diagnosis

Procedure stegithis technical section is also useful for tracking the sequence of
operations performed on the specimen at the work ,amédh does not preclude some
of this information from appearing in one of the other sectiertgs,(he Macroscopic
observations sion).

APSR-0271 Content of sections

1

T

Each section SHALL containtaxtelement presenting the content to the human reader.
The profile does not constrain the layout of this narrative block.

The Diagnosis section SHALL contain antryelement with the@responding machine
readable data.

The othersectiors SHOULD contain arentryelement with the correspondingachine
readabledata

The Clinical information section MAY contain other sections.

APSR-0371 Handling the mix of coded content and freainstructured text:

AP reports are often composefifree text (which can be dictated), assembled with a set
of coded informationd.g.,some AP observationsThe Content Creator application must
handle these two kinds of content, and provide a usefangwhich precludegany
confusion between these two kimafscontent, bottat creation time and update tinfeg.,
usingforms with dedicated free text areas and distinct areas for coded fields).

The body of the report is a hierarchy of sections. Eachian presents its content in its
text element, as humareadable text, possibly illustrated by some embedded images.
This humarreadable contendf the sectionor a part of it, may also be present as
machinereadible data coded with the appropriate tewtogies €.g., ICD-O-3,
SNOMED CT, LOINC,ADICAP, or any other terminology admitted by this profile or a
national extension of & ) in entryelemens at the bottom of the section.

There are zero or morentry elemens in a section. Each entry elemecsdrries the
machinereadhble data related to a single specimen. The entry is gshbdividedper
probleminvestigated on thepecimer(see closed issue APSI below)

The text element of the section is supposed to reflect the same organizpgon
specmen, and then, per problem investigated on the specirt@wever, this APSR
content profile does not explicitly describe the structure oftéxitelement, and leaves it

up to the Content Creator applications, or to further constraints brought by national
extensions of this profileThe text element of a section in an APSR instance may be a
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mix of paragraphs, tables, diagrams and images, composed by the author of the report
with the sole purpose of clarity and comprehensiveness for the reader.

APSR-041 Linking AP observations to image&vidence documentslt is sometimes useful to
present to the reader of the report the images related to the observations. The CDA AP
report provides the CDA R2 standard means to embed images at the observation level or
at the organizer level in an entry, using tieservationMedialementand potentially the
regionOfintereselement. These images can only be small illustrations. Big iniadges
whole slide imageer evidence documeniswill stay in their own storage infrastructure,
and may be associated with the APSR document, via a DICOM KOS list of references (as
described in the XD& profile from the Radiology domain), issued in the same
submission set.

APSR-0571 Coding of the TNM: The value sets for the TNM of various tumors will be created
into thePathLexterminology built by IHE PAT, based on the reference material of this
profile.

APSR-061 Two (or more) distinct problems observed on the same specimdn this case,
the AP reort template should provide a means to group the observations per problem.
The solution consists in inserting a battery organizer grouping all observations related to
the same problem below the specimen information organizer.

APSR-071 Representing the herarchy of specimens in an entryThis APSR supplement
does not represent the hierarchy of specimens at the CDA level 3 (within an entry). The
operations on specimen, and production of
St eps 0 s e c tsinahmye alevel3@rtry, th this current release of the profile.

APSR-081 Human authors and/or authoring devices Do we have use cases for recording

authoring devices as fAauthoro in the repo
authors? Theamser i s fAYeso: |l mage modalities may
situations.

APSR-0971 Transcriptionist: A transcriptionist may appear in the CDA report in the heasler
dataEntererelementor within an entry (organizer or observafji@s aparticipant
elementIn both cases the elemardes garticipationTypeilENTO whose definition in
HL7 V3 v oc Apmesdnanteying the data into the originating system. The data
entry person is collected optionally for internal quality control purposesiridtigles the
transcriptionist for dictated text. o

APSR-107 Observation related to multiple specimensFor example tumor staging requiring
combining data from multiple specimeng?y(,a breast excision with positive margins
followed by a reexcision withclear marging in this case the tumor size may be a
composite of measurements from both specimens. Another exarsialging of ovarian
carcinomas with multiple biopsies of pelvis, peritoneum, nodes, omentum, etc.). This
kind of observation shall be attaed to one of the specimens used, the most
representative.

APSR-1171 Derivative specimens Specimens derived from primary specimens for ancillary
studies, which may be sent to a reference lab or done in another part of the same

10
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380 institution, are includeth the scope of this profile. The results produced on a derived
specimen are attached to this specimen in the report. However the hierarchy of specimens
is not explicitly represented in the report (see ARSI apart from being tracked in the
AProcetdaipse secti0&)no (see APSR

APSR12i Multipart report . In some cases the pathologist may create report(s) or report

385 contents in a thirgbarty application and embed, link, or refer to that separate report in the
report produced by the LIS. This use caseatively taken care of by the underlying
document sharing infrastructurhepr of i | es A Cr oss Enterpri se

(XDS),iCr oss Enterprise Documaemtd M&dioas sl rEtnhe n

Document Rel i abl eenablatheeshrcihragn geefo g XMKRY b mi s s
390 groups the collection of documents issued from a particular healthcare act. The APSR

could be grouped with a DICOM Key Objegglectionist (DICOM KOS) referring to

the whole slide images representing the speciimsestgated. It could also be grouped

with a related report produced in some format by a-4{béndy applicationin addition to

being in the same fAsubmission seto these
395 also be explicitly referred from within amtry of theCDA APSR, as a reference to an

externalDocumenexternalObservatiorexternalProcedurer externalActelement

APSR15i1 Preadopting codes from upcoming releases of terminologies or value sdtsr
some AP observations, the value setschenging regularly, which may bring the need
for APSR producers to encode some observations using new codes approved by the

400 source organization in a future version not available yet. This process is enabled by the
fliother, specify mec hani sm ldre8cri bed in vo
11

Rev. 1.0- 2010-07-30 Copyright © 2010: IHE International



IHE Technical Framework Supplemeninatomic Pathology Structured Repod’SR

Volume 11 Integration Profiles

1.7 History of Annual Changes

\ Append the following at the end of section 1.7 \

405 Scope of changes introduced in the current year:

1 The Anatomic patholog$tructuredRepors (APSR) ContentProfile extends the scope of
the Anatomic Pathology Technical Frameworktbhe provision of persistent anatomic
pathology structured reports for various purposes such as care provision, care
coordination, health surveillance.

410

1.12 Glossary

\ Add the following terms to the Glossamysection 1.12
APSR  Anatomic PathologytructuredRepors Content Profile

12
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415 1.15 Scope of the Anatomic Pathology Technical Framework

\ Replacefigure 1.151 by the onédelow

Laboratory Report Sender :
' DOCUMENE SO UICE s

! Hospital ! | Healthcare
1 s e P L [ )
' Patient ; Care Ward Anatomic Pathology i Image Archive/ | community
i mgmt. 1 i Laboratory i Image Manageri |
¥ Image/ (PACS) ! i
1 Evidence ! [
! ! Mgmt ! !
i Evidence ! i
I Creator ! ]
I " 1 1
: Patlent ' : :
o AUm O:der Query ! Report/result |
1 Mgimt Mgmt Modality ] Repository |
' g ! 1
: | ADT worklist | !
1Registration ' Order Placer : Acquisition Modality | 1
[ v ' H 1
: Q 5):“ ? Report Mgmt E: : Report
: W/ ! ._1 ‘ : Receiver
H 1 | 1
it H ‘ Public Health | |
i i : ; Order Filler Report Mgmt 1 1
| I Report Sender r G ‘
' i : Document Sourc H
I i Povide and register document 1
: L set (ITI-41) :
. i ) e Document
lini | Repository
Clinics { Anatomic !
i Pathology . E ‘
1
1
1
1

1.16 Anatomic Pathology Integration Profiles

| Replace figure 1.2@by the new one below, taking the new profile(s) into account.

IHE ITI profiles IHE Anatomic Pathology profiles

ATNA] | Ordering 1, Anatomic Pathology Laboratory I;Healthcare,
Provider :: 'Commumt;}

| Order mgmt. Report mgmt. :'

Security 1 1

1, Image mgmt :,

|

PAM ' ::

APW: Anatomic Pathology I

Ny

Patient ;I :I

mgmt. 1 I:

| 1

XDS ¥ !

K APSR: Anatomic Pathology
h Structured Report

i
g
(2]

XDM |
| g
Docs./Image I: h
Shering :: ARPH: Anatomic Pathology
ESVS? h Report for Public Health
420 L
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1.17 Dependencies among Integration Profiles

| Add the followindinesto Table 1.171

Anatomic Cross Implementers of APSR Content Profile may Ensure that the sharing
Pathology Enterprise implement the XDS Profile to enable sharing of | of laboratory reports
Structured Document the pathology reports within an XDS Affinity within an XDS Affinity
Reports to Sharing Domain. In this case, the Content Creator actor| Domain can ceexist
(APSR) (XDS) must be grouped with aXDS Document Source | with the sharing of
in ITI-TE actor, and the Content Consumer actor must be other types of
grouped with an XDS Document Consumer act¢ documentsd.g.,
imagng, ECG, etc.)
Anatomic Cross Implementers of APSR Content Profile may Ensure that the sharing
Pathology Enterprise implement the XDM Profile to enable sharing ¢ of laboratory reports on
Structured Document the laboratory reports using media. this case, media can cexist
Reports to Media the Content Creator must be grouped with an with the sharing of
(APSR) Interchange XDM Portable Media Creator and the Content | other types of
(XDM) Consumer must be grouped with an XDM documents€.g.,
in ITI-TE Portable Media Consumer. imaging, ECG, etc.)
Anatomic Cross Implementers of APSR Content Profile may Ensure that the sharing
Pathology Enterprise implement the XDR Profile to enable sharing of | of laboratory repogt
Structured Document the laboratoy reports using reliable poitd-point | through reliable point
Reports to Reliable network messages. In this case, the Content to-point messages can
(APSR) Interchange Creator must be grouped with an XDR Docume| co-exist with the
(XDR) Source, and the Content Consumer must be sharing of other types
in ITI-TE grouped with an XDR Document Recipient. of documentsd.g.,
imaging, ECG, etc.)

1.18 Profiles Overview

\ Append sulsection 1.1& (taken from the current profile abstract) at the end of section 1.18. \

1.18.3 Anatomic Pathology Structured Reports (APSR)

This Content Integration Profile describes an anatomic pathology structured report (APSR) as a

CDA r2 document to be published towards a document sharing resource such as a shared
electronic health record usegt a community of care providers, relying on one of the
infrastructure document sharing/exchanging profiles defined in IHE ITI TF.

1.19 Actors Description

\ Add the following acto®@descriptions

Content Creator: An application responsible for the creatmircontent and transmission to a
Content Consumer. This actor is involved in the APSR profile to issue anatomic pathology
structured reports.

Rev. 1.0- 2010-07-30
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Content Consumer An application responsible for viewing, importing, or other processing of
content created by ao@tent Creator Actor. This actor is involved in the APSR profile to
consume anatomic pathology structured reports.

440 \AddSectioMﬁRSRContentProfa'flteebr the AARPH integration\ prof

4 APSR Content Profile

This Content Integration Profile describes an anatomic pathology structured report (APSR) as a
CDA r2 document to be published towards a document sharing resource such as a shared
electronic health record used by a community of care providers, relyingeoof the

445 infrastructure document sharing/exchanging profiles defined in IHE ITI TF.

Anatomic pathology reports (APR) document the pathologic findings in specimens removed
from patients for diagnostic or therapeutic reasons. This information can beupatidnt care,
clinical research and epidemiology. Standardizing and computerizing APRs is necessary to
improve the quality of reporting and the exchange of APR information.

450 The current scope of this IHE content profile for the first year is to addRS& Aor surgical
pathology inall fields ofanatomic patholog{cancers, benign neoplasms as well as non
neoplastic conditongnd t o handl e information of dAtradi
using light microscopy (including immunohistochemist{SH, etc))
Cytopathology, forensic (autopsy, toxicology) will be addressed in further cycles as well as
455  special ancillary technigues (flow cytometry, cytogenegtestronic microscopy

GoldsmitH provides recent recommendations that delineate the required, preferred, and optional
elements which should be included in any APR for surgical pathology, regardless of report types.

Several international initiatives intend to define standard structured templates for specific types
of APRs. For example, in the cancer domain, in the United States, the CAP (College of

460 American Pathologists) has published 67 cancer APSR templates (checklists and
background information)vww.cap.org] In France, the SFP (French society of patby)
[www.sfpathol.orgland the INCa (French National Cancer Institute) [wweagacer.frlhave
published 23 APSR templateminimal set of data required for a primary tumior
Australasia, the Royal College of Pathologists Australasia (RCPA) and teerQarstralia

465 developed an initial 6 reporting protocols (lung, melanoma, breast, colorectal, lymphoma and
prostate) and a framework to guide development of the protocols, in partnership with national
clinician and pathologist organizatioris.some countes, the recommendations for generic and
specific APSR requirements have become clinical guidelines, the use of which may be required
by accrediting bodies.

470 In addition to standardizing the cancer APR contents, it is necessary to computerize them.
Severalktudies have focused on defining an appropriate IT standard comprising the structured
and encoded clinical documents. Some of the implementation guides of APSRs proposed within
these initiatives are not based on international healthcare IT stanelgdSAP eCC), other are
based on either HL7 CDA r2 or CEN archetypes. HL7 CDA r2 is one of the most reliable

475 standards that can support these needs. CDA allows the clinical data to be both machine and
humanreadable and provides a framework for incrementalvth in the granularity of
structured, codebound clinical information. This document takes into consideration current

15
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very few national CDA implementation guides for the APSR developed in Netherlands (National
IT Institute for Healthcare in the Nethertis
480 [www.nictiz.nl/uploaded/FILES/Publicaties/200310-07.pdf]) and in Germany.

This Content Integration Profile describes an anatomic pathology re@o@R@4 r2 document

containng the set ofeleasable results produced by an anatomic pathology laboratory in

fulfillment of an Order or an Order Group (see definition of these terms in PAT) 16t a

patient. The report is shared in a hupneadable format. In addition, this electronic anatomic
485 pathology report SHALL contain anatomic pathology observations and links to corresponding

images in a machineadable format, to facilitate the integration of these observations in the

database of a consumer system.

The definition of required, preferreshd optional elements in this Content Integration Profile is
mainly based on Goldsmithfor generic surgical pathology APSR (regardless of report types)

490 and, in the cancer domain, on standard structured templates provided by United States, the CAP
(College of American Pathologists) [www.cap.org.], the SFP (French society of pathology)
[www.sfpathol.org] and INCa (French National Cancer Institute) [wweargcer.fr] andhe
Royal College of Pathologists Australasia (RCPA).

Structured reports are composed of a header, which provides all the context of care (patient, care

495 providers, pathologist¢aboratories, encounter with the healthcare organization, order, act
documented €é), and a body. The | atter provid
order and specimen as well as the observations, findings and conclusions delivered by the
pathologist after examination.

The anatomic pathology report described in this profile, with its set of anatomic pathology

500 observations in a machisreadable format, MAY also be used to share historical results with
appropriate content anonymization gratient identification pseudonymization to create shared
distributed repositories of anatomic pathology information.

Both the header and the body provide husreadable information. The body is a hierarchy of
sections. Each section presents its conteits textelement, as humameadable text, possibly
505 illustrated by some embedded images. This hureadable content, or a part of it, may also be
present as machifreadhble data coded with the appropriate terminologes. (CD-O-3,
SNOMED CT, LOINC,ADICAP, etc.) nentryelements at the bottom of the section.

There are zero or mosemntryelements in @ection Eachentryelement carries the machine
readchble data related to a single specimen. difiteyis then subdivided per problem investigated
510 on the specimen.

Thetextelement of the section is supposed to reflect the same organization: per specimen, and
then, per problem investigated on the specimen. However, this APSR content profile does not
explicitly describe the structure of thiesxtelementand leaves it up to the Content Creator
applications, or to further constraints brought by national extensions of this profile.

515 The whole content is conformant to a set of templates, which is the implementable specification
of a detailed clinical model.
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4.1 Use cases

4.1.1 Use case 1: General case

Barbara Breast visits Sammy Surgeon for removal of a breast tumor. Sammy Surgeon orders the
Requested Pr oc e dpecinren paBolagiaasexamgaii m and serds thes
specimen(s) to thenatomigpathology department.

Specime(s)is (arg accessioned by the anatomic pathology department. The staff performs a
macroscopic examination of the specirfggngross imaging is performed if needddhe
specimels) are processed for microscopic examination @ther special ancillary techniques or
tissue banking if needed. During the imaging interpretation process, microscopic imaging is
performed if neededht the end of the interpretation procegathologist queries theontent
Creator application for the appopriate APSR template, fills the forfinds some relevant
images and/or regions of interest to specific observatiorgijlates and signs the document.

4.1.2 Use case 2: Specimen collector is not the ordering physician
Patricia Pathologist collectsone marrow to Peter Patient in the clinical ward.

Specimen(s) is (are) accessioned by the anatomic pathology department. The staff performs a
macroscopic examination of the specimen(s); gross imaging is performed if needed. The
specimen(s) are processed microscopic examination and other special ancillary techniques or
tissue banking if needed. During the imaging interpretation process, microscopic imaging is
performed if needed. At the end of the interpretation process, pathologist queGestéet

Creator for the appropriate APSR template, fills the form, binds some relevant images and/or
regions of interest to specific observation(s), validates and signs the document.

4.1.3 Use case 3. Multi-step reporting

Barbara Breast visits Sammy Surgeon for removal of a breast tumor. Sammy Surgeon orders the
Requested Procedure -FRBoerant sseatpgpbnal &spathme
and sends the specimen(s) to @natomigpathology department.

Specimef(s) is (are) accessioned by the anatomic pathology department. The staff performs a
macroscopic examination of the specimengsyss imaging is performed if needed. The
specimen(sare processed for intraoperative observafioleededand tissue bankingf needed
(e.g.,for research purposepuring the imaging interpretation process of frozen sections,
microscopic imaging is performed if needed. At the end of the interpretation process, pathologist
gueries theContent Creator for the appropriate APSRitnplate, fills the intraopetise

observation section, bing®me relevant images and/or regions of interest to specific
observation(s) if needed, validates and siges legally authenticatethe preliminaryAPSR

The day after,lte specimen(s) are m@ssed for microscopic examination and other special
ancillary techniques if needeDuring the imaging interpretation process, microscopic imaging
is performed if needed. At the end of the interpretation process, pathologist queGestiet
Creator for the preliminary APSRfills the form, binds some relevant images and/or regions of
interest to specific observation(s), validates and digndegally authenticatet)efinal APSR
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4.1.4 Use case 4. Opinion request

There are various situationswhich an opinion request is issued: External expert consultation
(requested by Peter Pathologist, often before a final report is issued). Second opinion request
(usually made by a treating physician or patient/family, or lawyer/court in malpractice cases).
External slide review (usually routine review of slides required by protocols in an outside

treating institution). These may vary in terms or workflow and even the materials accessed by the
outside lab.

Requiring pathologist

Peter Pathologist asks for sed opinion for the case of Peter Patient diagnosed as lymphoma.
He sends block(s) or slide(s) or shares/sends whole slide images to Patricia pathologist
requesting her expertise on this mateiid uses theContent Creator application to derive the
anabmic pathology opinion request documérdm the preliminary APSR of Peter Patient.

Peter Pathologist later arseshis Content Consumerapplicationto view and import the APSR
from Patricia Pathologiste uses this report to finalize and issue his owSRm his
application acting as a Content Creator.

Requested pathologist

Patricia Pathologist accepts to deliver second opinion about the case of Peter Patientddiagnose
as lymphoma.

Block(s)

The specimen(s) are processed for microscopic examination and other special ancillary
techniques if needed. During the imaging interpretation process, microscopic imaging is
performed if needed. At the end of the interpretation pro&edaciaPathologis queries the
Content Creator for the appropriate APSR template, fills the form, binds some relevant images
and/or regions of interest to specific observation(s), validates and signs the document.
Slide(s)

During the imaging interpretation process, micogsc imaging is performed if needed. At the

end of the interpretation proce®&atricia Pathologigjueries theContent Creator for the

appropriate APSR template, fills the form, binds some relevant images and/or regions of interest
to specific observatids), validates and signs the document.

Whole slide image(s)

At the end of the interpretation proceBsfricia Rithologist queries th€ontent Creator for the
appropriate APSR template, fills the form, binds some relevant images and/or regions of interest
to specific observation(s), validates and signs the document.

4.2 Actors/Transactions

This section references two other IHE Technical Frameworks:
1 IT Infrastructure Technical Framework (ITI TF)

9 Patient Care Coordination Technical Framework (PCC TF)

Note:see links inthe Introductionsection

18
Rev. 1.0- 2010-07-30 Copyright © 2010: IHE International



595

600

605

610

615

IHE Technical Framework Supplemeninatomic Pathology Structured Repod’SR

4.2.1 Actor/Transaction Relationships

There are two actors in this profile, the Content Creator and the Content Consumer.

Content Creator A Content Creator Actor is responsible for the creation of content and
transmission to a Content Consumer.

Content Consumer A Content Consumer Actor is responsible for viewing, import, or other
processing of content created by a Content Creator Actor

Content (i.e. an anatomic pathology structured report) is created by anO0reator and is to

be consumed by a Content Consumer. The sharing or transmission of content from one actor to
the other is addressed by the appropriate use of IHE profiles described below, and is out of scope
of this profile. A Document Source or arRble Media Creator may embody the Content

Creator Actor. A Document Consumer, a Document Recipient or a Portable Media Importer

may embody the Content Consumer Actor.

The sharing or transmission of anatomic pathology structured reports from one #uotoottoer
is addressed by the use of appropriateContent Bindings with XDS, XDM and XDR
Integration Profiles, described in Volume 3 of the AnatoRathology Technical Framework.

Content Content

Creator Share Conten Consumer

Figure 4.2-1 APSR Actor Diagram

4.3 APSR Content Profile Options

Table 4.31 summarizes the options that actors may take for this Content PPafiendencies
between options when applicable are specified in notes. These options are summarized below the
table, and further detailed in PCC TF, as indicated in the right column of the table.

Table 4.3-1 Actors and Options

Actor Options Domain, Vol & Section

Content Consumer View Option (1) PCC TF2:3.0.1
Document Import Option (1) PCC TF2:3.0.2
Section Import Option (1) PCC TF2:3.0.3
Discrete Data Import Option (1) PCC TF2:3.0.4

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

4.4 Content Bindings with XDS, XDM and XDR

It is expected that the sharing of anatomic pathology structured reports will occur in an
environment where the physician offices and hospitals have a coordinated infrastructure that
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serves the information sharing deeof this community of care. Several mechanisms are
supported by IHE profiles:
1 A registry/repositorybased infrastructure is defined by the IHE Crasserprise
Document Sharing (XDS) and other IHE Integration Profiles such as patient
identification (PIX& PDQ), and notification of availability of documents (NAV).

1 A mediabased infrastructure is defined by the IHE CyBaserprise Document Media
Interchange (XDM) profile.

1 A-reliable messagingased infrastructure is defined by the IHE Csasgerprise
Document Reliable Interchange (XDR) profile.

1 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 ITabifucture Technical Framework
Such an infrastructure is assumed by the use cases described in this Profile.

A content binding describes how the payloads used in IHE transactions are related to and/or
constrained by the data elements contained withicdhéent sent or received in those
transactions. The APSR Content Profile applies one binding, which is used when grouping the
Content Creator with the IHE ITI XDS, XDM or XDR Integration Profiles.

The content and the binding are described in VolumetBeoIHE Anatomic Pathology
Technical Framework.

4.5 APSR Security considerations

4.5.1 Integrity

The choiceon whether theligital signaturas performedat the transaction level (XDS, XDM,
XDR) or at the content leved left up to national extension$ the report is digitally signed, the
person having signed it SHALL be the person represented lagh\uthenticatoelement of
the header.

4.5.2 Confidentiality

In the context of patient care coordination the anatomic pathology report described in this profile
contains patient personal data, and as such must be handled in conformance to the local privacy
policies.

In other contexts such as public health, suraerdEe, researc¢lappropriateeontent anonymization
and patient identification pseudonymization may be required by local policies.

4.5.3 Auditability

Addressed byheCT andATNA profilesfrom ITI TF.
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Volume 31T Content Modules

1 Introduction

| Insert the tekfrom the same section in volumeflthe PAT TF |

1.1 Overview of the Anatomic Pathology Technical Framework

| Insert the text from the same section in voluroéthe PAT TF |

1.2 Overview of Volume 3

The IHE Technical Framework is based on actors that sitdreough transactions using some
form of content.

Actors are information systems or components of information systems that produce, manage, or
act on information associated with operational activities in the enterprise.

Transactions are interactionstween actors that transfer the required information through
standardsdased messages.

Content Integration Profiles specify how the payload of a transaction fits into a specific use of
that transaction. A content integration profile has three main géwsfirst part describes the

use case. The second part is binding to a specific IHE transaction, which describes how the
content affects the transaction. The third part is a Content Module, which describes the payload
of the transaction. A content modusesipecified so as to be independent of the transaction in

which it appears. This overall content module is itself an assemblage of smaller content modules,
which in turn may assemble smaller content modules, conforming to the chosen standard.

In particula, the Anatomic Pathology Technical Framework provides a set of Content Profiles
for the sharing of persistent clinicddcument producelly the anatomic pathology domain.

This Volume 3 specifies the content modules produced at various granularity(leala
whole clinical document to a tiny reusable piece of coded data) by the Anatomic Pathology
domain of IHE for its own Content Profiles.

Some of these content modules produced here, may be used by content modules of higher
granularity from other donmas (e.g.,Patient Care CoordinatianPCC).

Some of these content modules produced here, may leverage content modules of lower
granularityfrom other domainsg.g.,P C C, LAB ¢€)

1.3 Audience

\ Insert the text from the same section in voluofetie PAT TF \

1.4 Relationship to Standards

\ Insert a simplified versioof the text from the same section in voluroétihe PAT TF \
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1.5 Relationship to Real World Architecture

| Insert the text from the same section in voluroéthe PAT TF |

1.6 Conventions

\ Insert a simpfied version of the text from the same section in voluofettie PAT TF \

From this point to the end of this supplement all text is new text created to feed the new v
3, 4 and 5 of PAT TF. The Aunder | ioméortdf el

olumes

t

reader.

1.7 Scope Introduced in the Current Year
Content Modules for the APSR Profile

1.8 Copyright Permission

Health Level Seven, Inc., has granted permission to the IHE to reproduce tables from the HL7
standard. The HL7 tables in tldescument are copyrighted by Health Level Seven, Inc. All rights

reserved. Material drawn from these documents is credited where used.

1.9 Glossary
The glossary of the Anatomic Pathology Technical Framework is centralized in RATLIR.

22
Rev. 1.0- 2010-07-30 Copyright © 2010: IHE International

ad



705

710

715

720

725

730

IHE Technical Framework Supplemeninatomic Pathology Structured Repod’SR

2 Content Modules 7 Basic Principles

This Volume 3 of the PAT TF organizes content modules categorically by the base standard. At
present, PAT TR uses only one base standard, CDA Release 2.0, but this is expected to change
over time. Underneath each standard, the comt®dules are organized using a very coarse
hierarchy inherent to the standard.

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 software designtent module is a
"contract”, and the PAT TB defines that contract in terms of constraints that must be obeyed by
instances of that content module. Each content module has a name, also known as its template
identifier. The template identifiers are ugeddentify the contract agreed to by the content

module. The Anatomic Pathology Technical Committee is responsible for assigning the template
identifiers to each content module.

Like classes, content modules may inherit features of other content mofitilessame type
(e.g.,Document, Section or Entry) by defining the parent content module that they inherit from.
They may not inherit features from a different type.

Constraints that apply to any content module will always apply to any content moditles th
inherit from it. Thus, the "contracts" are always valid down the inheritance hierarchy.

ThePAT TF3 uses the convention that a content module cannot have more than one parent
(although it may have several ancestors). This convention is not due foeaificdechnical
limitation of the technical framework, but does make it easier for software developers to
implement content modules.

Each content module has a list of data elements that are required (R), required if known (R2),
conditional (C) ooptiond (O).

Other data elements may be included in an instance of a content module over what is defined by
thePAT TF3. Content consumeiae not required to process these elements, and if they do not
understand them, must ignore them. Thus, it is not an terinclude more than is asked for, but

it is an error to reject a content module because it contains more than is defined by the
framework. This allows value to be added to the content modules delivgathtionallyin this
framework, througmationalextensionsuilt by the national IHE organizations in various

countries It further allows content modules to be defined later by IHE that are refinements or
improvements over previous content modules.
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3 IHE Transactions

This section defines each IHE teattion in detail, specifying the standards used, and the
information transferred.

3.1 Cross Enterprise Document Content Transactions

At present, all transactions used by the Anatomic Pathology Content Profiles appear irRél'l TF
and ITI TF2b. GeneraOptions defined in content profiles for a Content Consumer are listed
below.

3.1.1 View Option

The full description of this option is provided in PCC-28.0.1.

3.1.2 Document Import Option
The full description of this option is provided in PCC-28.0.2

3.1.3 Section Import Option
The full description of this option is provided in PCC-28.0.3.

3.1.4 Discrete Data Import Option
The full description of this option is provided in PCC-28.0.4.

24
Rev. 1.0- 2010-07-30 Copyright © 2010: IHE International



IHE Technical Framework Supplemeninatomic Pathology Structured Repod’SR

4 IHE Anatomic Pathology Bindings

This section describdgw the payload used in a transaction of an IHE profile is related to and/or
constrains the data elements sent or received in those transactions. This section is where any
755 specific dependencies between the content and transaction are defined.

A content itegration profile can define multiple bindings. Each binding should identify the
transactions and content to which it applies.

The source for all required and optional attributes have been defined in the bindings below.
Three tables describe the three méidS object types: XDSDocumentEntry,

760 XDSSubmissionSet, and XDSFolder. XDSSubmissionSet and XDSDocumentEntry are required.
Use of XDSFolder is optional. These concepts are universal to XDS, XDR and XDM.

The structure of these three tables is presente@€@ TF-2:4

4.1 Anatomic Pathology Document Binding to XDS, XDM and XDR

This binding defines a transformation that generates metadata fb&ieocumentEntry
765 element of appropriate transactions from the XDS, XDM and XDR profiles given a medical
document anthformation from other sources. The medical document refers to the document
being stored in a repository that will be referenced in the registry. The other sources of
information include the configuration of the Document Source actor, the Affinity Dothain,
site or facility, local agreements, other documents in the registry/repository, and this Content
770  Profile.

In many cases, the CDA document is created for the purposes of sharing within an affinity
domain. In these cases the context of the CDA andahtext of the affinity domain are the
same, in which case the following mappings shall apply.

In other cases, the CDA document may have been created for internal use, and are subsequently
775 Dbeing shared. In these cases the contettieodCDA document wouldot ne@ssarily coincide

with that of the affinity domain, and the mappings below would not necessarily apply.

4.1.1 XDSDocumentEntry Metadata

The general table describing tkBSDocumentEntrivletadata requirements for IHE domaigs
shownin PCC TF-2:4.11

780 The subsections below list the only requirements which are specific to the Anatomic Pathology
Domain, and which supersede those from the general table mentioned above.
4.1.1.1 XDSDocumentEntry.formatCode
The values oformatCodeper document template are listed in tabke Bb.
The associatedodingSchem8lot SHALL bel.3.6.1.4.1.19376.1.2i8 all cases.
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4.1.1.2 XDSDocumentEntry.eventCodeList

This metadata provides a means to index anatomic pathology reports by reportaliensondi
(eg.certain types of tumorsé) so as to facili!H
documentsThe conclusions coded in tkatryelement of theliagnosissectionare good

candidates for this metadata.

4.1.1.3 XDSDocumentEntry.parentDocumentRelationship

The Anatomic Pathology document Content Modu
between instances aiPSRdocuments.

Thus, XDSDocumentEntry.parentDocumentRelationship is constrained teBhe&™ (replace)
value.The new document issued replaces completely the parent one, which will be considered as
deprecated.

4.1.2 XDSSubmissionSet Metadata

The submission set metadata is as defined for XDS, and is not necessarily affected by the content
of the clinical documentMetadata values in &DSSubmissionSefth names identical to those

in theXDSDocumentEntrgnay be inherited frorXDSDocumentEntrgnetadata, but this is left

to affinity domain policy and/or application configuration.

This content format uses tbebmissionset to create a package of information to send from one
provider to another. All documents or images referenced by the Anatomic Pathology Structured
Report inthis Package must be present (at least as references in the case of images) in the
submissio set.

4.1.3 XDSFolder Metadata
No specific requirements identified.

4.1.4 Configuration

The Anatomic Pathology Content Profiles using this binding require that Content Creators and
Content Consumers be configurable with institution and other speciffuétts or parameters.
Implementers should be aware of these requirements to make such attributes easily configurable.
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5 Namespaces and Vocabularies

5.1 OID tree of PAT TF

1.3.6.1.4.1.19376.1.81.3.6.1.4.1.19376i4 .Be OID ofthe IHE Anatomic Patholgg domain
All exchangeable objects specified by this domain are identified by OIDs built coohis

Branchl1.3.6.1.4.1.19376.1.8is dedicated to CDA Content Modules created by this domain.
Subbranchl1.3.6.1.4.1.19376.1.8.1 is dedicated to Document Content Modules.
Subbranchl1.3.6.1.4.1.19376.1.8.2 is dedicated to Section Content Modules.
Subbranchl1.3.6.1.4.1.19376.1.8.3 is dedicated to Entry Content Modules.
Subbranchl.3.6.1.4.1.19376.1.8.4 is dedicated tBlement Content Modules.

Branch1.3.6.1.4.1.19376.1.8is dedicated ténterface Terminologiedefined by this domain.

Branch 1.3.6.1.4.1.19376.158s dedicated to Value Sets defined by this domain.

Branch1.3.6.1.4.1.19376.1.8 is used to identifinstances in the examples built by the PAT TF.

5.2 Terminologies and controlled coded vocabularies

This sectiorists the terminologies and the coded vocabularies referenced by this Volume 3 of
the IHE PAT TF.

codeSystem codeSystemName Description Owner

2.16.840.1.113883.6.1 LOINC Logical Observation Identifier Names and Regenstrief
Codes Institute

2.16.840.1.113883.6.96 SNOMED-CT Systematized Nomenclature of Medicine IHTSDO
Clinical Terms

1.3.6.1.4.1.19376.1.5.3.2 | IHEActCode Vocabulary defined by IHPCC in PCC TF IHE PCC
25.1.2

2.16.840.1.113883.6.3 ICD-10 International  Classification of Disease| WHO
revision 10

2.16.840.1.113883.6.43 ICD-O International Classification of Diseases fd¢ WHO
Oncology

1.2.250.1.213.2.11 ADICAP Thesaurus Frenchthesaurus of lesions in anatomic ADICAP
pathology

1.2.250.1.213.2.12 SNOMED International | Systematized Nomenclature of Medicine ASIP santé

(3.9

1.3.6.1.4.1.19376.1.8.2.1 | PathLex Interface terminology covering the scope { IHE PAT
anatomic pathology observations and A
ancillary technique observations

5.3 Value Sets

The value sets defined or referenced by this Volume 3 of the IHE PAreTlksted involume 4
of the IHE PAT TE
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5.4 Namespaces

5.3.1 Namespace protecting extensions to the CDA schema

There is currently one single extension to the CDA.xsd schema used in RATTHIE
extension has been created by IHE LARI isprotectedby this particular namespace in

835 document ingtnces: xmlns:lab="urn:0id:1.3.6.1.4.1.19376.1.3.2"

5.5 References to Content Modules built outside of IHE PAT TF

The Content Modules specified in this Volume 3 of the PAT TF leverage a number of Content

Modules (currently CDA templates) producitimaintained by other groups, including other

domains of IHETable 5.41 lists them.

840
Table 5.4-1 External Content Modules referenced by PAT TF-3
templateld Standard Definition Source of specification
1.3.6.1.4.1.19376.1.5.3.1.3.1 | CDAR2 Reason foreferral IHE PCC TF2:6.3.3.1.2
1.3.6.1.4.1.19376.1.5.3.1.3.4 CDAR2 History of present illness IHE PCC TF2:6.3.3.2.1
1.3.6.1.4.1.19376.1.5.3.1.3.6 | CDAR2 Active Problems IHE PCC TF2:6.3.3.2.3
1.3.6.1.4.1.19376.1.5.3.1.4.2 CDAR2 Annotation Comment IHE PCC TF2:6.3.4.6
1.3.6.1.4.1.19376.1.3.3.1.7 CDAR2 Performing laboratory IHE LAB TF-3:2.3.3.22
1.3.6.1.4.1.19376.1.3.3.1.6 CDA R2 Ordering Provider (ordering physician) | IHE LAB TF-3:2.3.3.19
1.3.6.1.4.1.19376.1.3.3.1.4 CDAR2 Intended Recipient IHE LAB TF-3:2.3.3.16
1.3.6.1.4.1.19376.1.3.1.6 CDAR2 Laboratory Observation IHE LAB TF-3:2.3.5.11
2.16.840.1.113883.10.20.15.3.2| CDA R2 Specimen Collection Procedure HL7 US realm
Implementation Guide of CDA
Release 2 for Public Health
Case Reports
5.6 IHE Codes for Anatomic Pathology Document Templates
The table5.5-1 below lists the template identifiers, document type codes, format codes, and
845 media types used by the IHE Profiles specified in this Volume 3 of the Anatomic Pathology

Technical Framework.

Notel: The code systerftodingSchemefpr all formatCode metadata1.3.6.1.4.1.19376.1.2&s
assigned by thE'l Domain for codes used for the purposes of cerggrprise document
sharing (XDS).

850 Note 2: The media type associated with all PATCBAd ocument ttextixplioat e s

Note 3: The metadata typeCodeadbvaysthe @152616LOINC code st a n Batholggy f o r

studie.
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855 Table 5.5-1 formatCode and typeCode per document template
PAT TF-3 Document Template Associated Metadata in XDSDocumentEntry
templateld (default title) typeCode formatCode

1.3.6.1.4.1.19376.1.8.1.1.1 (APSR) 115261 urn:ihe:pat:apsr:all:2010
1.3.6.1.4.1.19376.1.8.1.1.2 (cancer APSR) 115261 urn:ihe:pat:apsr:cancer:all:2010
1.3.6.1.4.1.19376.1.8.1.1.Alreast cancer APSR) 115261 urn:ihe:pat:apsr:cancer:breast:2010
1.3.6.1.4.1.19376.1.8.1.1.2.2 (colon cancer APSR) 115261 urn:ihe:pat:apsr:cancer:colon:2010
1.3.6.1.4.1.19376.1.8.1.1.2.3 (prostate cancer APSR) 115261 urn:ihe:pat:apsr:cancer:prostate:2010
1.3.6.1.4.1.19376.1.8.1.1.2.4 (thyroid cancer APSR) 115261 urn:ihe:pat:apsr:cancer:thyroid:2010
1.3.6.1.4.1.19376.1.8.1.1.2.5 (lung cancer APSR) 115261 urn:ihe:pat:apsr:cancer:lung:2010
1.3.6.1.4.1.19376.1.8.1.1.2.6 (skin melanoma APSR) 115261 urn:ihe:pat:apsr:cancer:skin:2010
1.3.6.1.4.1.19376.1.8.1.1.2.7 (kidney cancer APSR) 115261 urn:ihe:pat:apsr:cancer:kidney:2010
1.3.6.1.4.1.19376.1.8.1.1.2.8 (cervix cancer APSR) 115261 urn:ihe:pat:apsr:cancer:cervix:2010
1.3.6.1.4.1.19376.1.8.1.1.2.9 (endometrium cancer APSR| 115261 urn:ihe:pat:apsr:cancer:endometrium:2010
1.3.6.1.4.1.19376.1.8.1.1.2.10 (ovary cancer APSR) 115261 urn:ihe:pat:apsr:cancer:ovary:2010
1.3.6.1.4.1.19376.1.8.1.1.2.11 (esophagus cancer APSR)| 115261 urn:ihe:pat:apsr:cancer:esophagus: 2010
1.3.6.1.4.1.19376.1.8.1.1.2.12 (stomach cancer APSR) 115261 urn:ihe:pat:apsr:cancer:stomach: 2010
1.3.6.1.4.1.19376.1.8.1.1.2.13 (liver canBBISR) 115261 urn:ihe:pat:apsr:cancer:liver:2010
1.3.6.1.4.1.19376.1.8.1.1.2.14 (pancreas cancer APSR) | 115261 urn:ihe:pat:apsr:cancer:pancreas: 2010
1.3.6.1.4.1.19376.1.8.1.1.2.15 (testis cancer APSR) 115261 urn:ihe:pat:apsr:cancer:testis:2010
1.3.6.1.4.1.19376.1.8.1.1.2.16 (urinary bladder cancer AP| 115261 urn:ihe:pat:apsr:cancer:urinary_bladder:201
1.3.6.1.4.1.19376.1.8.1.1.2.17 (lip oral cavity cancer APSK 115261 urn:ihe:pat:apsr:cancer:lip_oral_cavity:2010
1.3.6.1.4.1.19376.1.8.1.1.2.18 (pharynx cancer APSR) 115261 urn:ihe:pat:apsr:cancer:pharynx:2010
1.3.6.1.4.1.19376.1.8.1.1.2.19 (salivary gland cancer APY 115261 urn:ihe:pat:apsr:cancer:salivary_gland:201Q
1.3.6.1.4.1.19376.1.8.1.1.2.20 (larynxicar APSR) 115261 urn:ihe:pat:apsr:cancer:larynx:2010
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6 Anatomic Pathology Content Modules

6.1 Conventions

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

R

A "Required" data element is one that shall always be provided. If there is information
available, the data element must be present. If there is no information available, or it cannot be
transmitted, the data element must contain a value indicating the reasondsioarof the data.

R2

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 no sudiermation is available to theontentcreator or if

such information is not available in a well identified maneeg.(buried in a free form narrative
that contains additional information relevant to other sections) or dathientcreator requires

that information be absent, the R2 section shall be entirely ali$enContent Creator

application must be able to demonstrate that it can populate all required if known elements,
unless it does not in fact gather that data

O

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

C

A "Conditional" data element is one that is required, required if known or optional depending
upon other conditions. These will have further notes explaining when the data element is

required, et cetera.

2This AR2DO

code

i s

thearedjui REbensagé ¢thee HLThestaaldu:
harmonization with the IHE PCC TF, which is the source of a large number of CDA R2 content modules.
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6.2 HL7 CDA R2 Content Modules
6.2.1 Organization

6.2.1.1 Various Types of Content Modules

For the CDA Release 2.0 standard, the content modules are organized by:
1 document

1 section
1 entry
1 heademnd/orentryelement
o fhelto: A content module representing an el
only.
o fhleeld: A content module representing an el
header and in an entry.
o feeld: A content module representing an el

6.2.1.2 General constraints added by IHE PAT to a CDA R2 document

In the structured body of a CDA R2 documergectionhasa narrative blockthetextelement)
which presents the humaieadable content of the section, &MdY haveone entry or more.
SectiondMAY be nested within one another.

The content modules designed by the PAT TF bomigighlightthefollowing constraints

1 When a section has a narrative block anda@maoreentiies, the contentoded for machine
processing in the emés SHALL be completely transcribed into humesadale content in
the narrative block.

1 For a document of the Anatomic Pathology domdiagentryelemens areinstantiatecoer
specimenOne entry groups all the observations of the section related to the same specimen.
Beneath an entry, the observationsgnaipedper problem. Théextelement of the section
is supposed to reflect the same organization. However, this APSR content profile does not
explicitly constrainthe structure of thigextelement, and leaves its layau to the Content
Creator applicéons, or to further constraints brought by national extensions.

1 Information that is serBHALL clearly identify distinctions between:
None

It is known with complete confidence that there are none. Used in the context of problem
and medication listghis indicates that the sender knows that there is no relevant
information that can be sent.

None Known

None are known at this time, but it is not known with complete confidence than none
exist.
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Asked but unknown

The information was requestedt could not be obtainedsedmainlyin the context
wherean observation was made but the result could not be determined.

920 Unknown
The information is not known, or is otherwise unavailable.
Other, not specified

The actual value does nexist in the asgned value set and is not reported at all by the
author.

925 Other, specify

The actual value does not belong to the assigned value set and the author of the report
provides thidoreignvalueanyway

Not applicable
No proper value is applicable in this context.

930 Sections that are required to be present but have no information should use one of the above
phrases where appropriatetive narrative block. In that case, an appropriate maehine
readhble entry shall providie codes for recording the reason why the information is

missing.
Datae | ement s t hat are required but have no i
935 coding the reason why the information is missing.
Situation nullFlavor HL7 Definition

Askedbut urknown ASKU Information was sought but not found

Unknown UNK A proper value is applicable, but not known.

Other, not specified OTH The actual value is not an element in the value domain of a var

(e.g., concept not provided by required cegstem).
Not applicable NA No proper value is applicable in this context

The two situations ANoneo and ANone knowno
therelatedvalue sets.
The situation AOt her, s piracbdeddataaement be hand

1 Leaving empty theodeattribute and providing the nesoded answer in thariginalText
940 attribute.

1 Providing a value coded from a different coding scheme. This situation is permitted when the
coding strengt h Eof (tChoed eedl eWnarht EixscagpstW ons ) .
displayNamecodeSysterandcodeSystemNanaee filled with the appropriate characteristics
describing the foreign code.

945 6.2.1.3 Common structure for all CDA APSR

Figure 6.21 belowsummarizes the common stture of all CDAAPSRconforming to the
Content Modules specified heRRegarding the machineadable parthe figurehighlights the
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organization of entries within a section and of observations within an Spiegificdetails such
asthe structure of an-AP sectiongmost ofwhich coming from PCC TF)embedeédimages and

950 annotation commen{svhich can be inserted below any organizer as well as any obsenaton)
not showron this global picturéo keepit simple.

[ <ClinicalDocument> | Header of the APSR,
delivers contextual
information.

1.1Y4 <structuredBody> | Body of the report
1..6|—[ AP <section> ] one to six AP sections
1.1 human-readable part
0.* —[ AP <entry> ] machine-readable part
1.1 Y4 specimen information <organizer> ] a specimen
1.1H specimen collection <procedure> | procedure, target site,
speciment y pe, 4§
0..* problem <organizer> ] a problem observed
: 0. has as
0. H AP <observation> | sub-
t observation

0.x —[ AP ancillary technique <observation> ]

0. —[ clinical laboratory <observation> ]

0. non-AP <section> )
Figure 6.2-1 7 Common structure to all CDA APSR

955 Notel: In order to facilitate a further eidentification process of CDA AP reports for some secondary use
(biosurveillance, epidemiol ogy é poptldinganyppaterducer of an
identificaton data (name, sex, birthdat ebpth<endrybelenestsaédd i nt o t
<text> elements)The appropriate locatidior patient identification data is in the CDA header.
Note 2: nonAP sections may appear only below one of the sbsAct i ons, namely the ACI|Iinic
960 which carries the information provided by the ordering physician.
33
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6.2.2 Common layout for the specification of a CDA Content Module
Each CDA R2 Content Module specified in this Volume is presentedwihayout:

6.2.2.1 Content Module Name i OID
Each Content Modulis uniqudy identified by auniqueOID.

6.2.2.1.1 Definition and purpose
This section presents the content module and its purpose.

In case this module is a specialization of a more generic one, the section references its parent
template.

6.2.2.1.2 Example
This section delivers a snippet, showing an example of the content module.

6.2.2.1.3 Specification

The form of the specificatiodepends upon the kind of CDA Content Module (document,
section, entryheader antbr entry elemeny). It respects the guidelines below:

1 If the content module mayestothers, he specificatiorprovides a tablésting the content
modules of lower granulayifpotentially nestethto the current oneeachwith its usage (R,
R2, O, C) cardinalities andreference oits own specification

1 The specification provides a table describing the structure of the content module, each
element being located through ¥RATH expression combined with indentation. The table
provides cardinalities, meaniigr each elementseferences value sedgscribed in section
5 for attributes andprovides the mapping with HL7 V2.5.1 relevant fields.

1 Below the tables appear notesaiing particular constraints on some elemantattributes.

34
Rev. 1.0- 2010-07-30 Copyright © 2010: IHE International



IHE Technical Framework Supplememnatomic Pathology Structured Repo#$PSR

6.2.3 CDA R2 Document Content Modules

990 I n al |l Document

AAnat omic Pathol ogyo.

Content

Modul es

The figure below shows the variosigecializations of an APSEDA content moduleAny
APSR CDA content module is composed of a header and a structured body.

Header B -

- I —_

_ Structured body _,r"'ﬁ\ﬂ:-. Structured Report (AF'S__

...

-

995

)

{Breast cancer APSR)

{{Cnlnn Cancer APSR)

{Frostate Cancer APGR |

‘lrl.{Thyrnid Cancer APSR

II_«{Lung Cancer APSR

| {Skin Melanoma Cancer APSR)
| {Kigney Cancer APSR)
.f:-I:Cenfix Cancer APSR]
rl_,-{Endnmetrium Cancet APSR)

A cancer aPSRJE- {ovary Cancer APSR

“{Esophagus Cancer APSR
{ stomach Cancer APSR)

:"‘{Liver Cancer APSR

|\ Pancreas Cancer APSR)
.I"{Testis Cancer APSR |
:"~|:Urinar5r bladder CancerAF‘SR:I
‘{ Lip aral cavity CancerAPSR:I
\(Pharynx Cancer APSR)
Iu:"{SaIi\farg.f gland Cancer APSR |
Y Larynx Cancer APER)

Figure 6.2.3-1 General structure and specializations of CDA APSR content modules
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6.2.3.1 AP Structured Report (APSR) - 1.3.6.1.4.1.19376.1.8.1.1.1

6.2.3.1.1 Definition and purpose

This Content Module defines the base set of constraints that apply to all AP structured report,
1000 related to any kind of lesion or diagnostic.

Header

Reason for AP procedure section

I" History of present ilNess section
|f

| [‘ Active problems section

| Specimen clinical information entry(ies)
e o | Clinical Information section (Specimen information arganizer)
AP Structured Report (APSR) (
o - Il 'I Intraoperative observation entry(ies)

| Intracperative observat on section (Specimen information arganizer)

| i Macroscopic observation entry(ies)
| Macroscopic observation section (Specimen information organizer)

| Structured body |
Micrascopic abservation entry(ies)

1||‘ Wicroscopic observation section (Specimen information organizer]
h o]

Diagnosis entry(ies)

| Diagnosis section [Specimen information organizer)
O

|
Frocedure step(s) entryiies)

Procedure Step(s) section [Specimen information organizer) .

Figure 6.2.3-2 - Body structure of a CDA APSR content module
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6.2.3.1.2 Example

<ClinicalDocument xmiIns="'urn:hl7 - org:v3'>
<typeld extension="POCD_HDO000040" root="2.16.840.1.113883.1.3"/>
<templateld root=' 1.3.6.1.4.1.19376.1.8 1.1.1/>
<id root="' 1.3.6.1.4.1.19376.1.8 .9 ' extension="' 123'/>
<code code="' 27898 - 6' displayName="' Pathology studies

codeSystem="2.16.840.1.113883.6.1' codeSystemName="LOINC'/>

<title>  Anatomic pathology structured report <ftitle>
<effectiveTime value="2010 0114153000 - 0700'/>
<confidentialityCode code='N' displayName="Normal' code System='2.16.840.1.113883.5.25' />
<languageCode code='en - Us'/>

<!I'-- one or more patient - >
<recordTarget> <patientRole> .. <[patientRole> </recordTarget>

<! -- one or more author - >
<author> .. </author>

<! -- one or more transcriptionists - >
<dataEnterer> .. </dataEnterer>

<! -- one or more person who provided useful  information as input to this document - >
<informant> .. </informant>

<! - the organization (laboratory) issuing this report and in charge with its lifecycle - >
<custodian> .. </custodian>

<! -- zero or more intended recipient other than the ordering physician (« copyto ») - >
<informationRecipient> .. </informationRe cipient>

<! - the person (lab director) legally responsible for this report, who may have signed it - >
<legalAuthenticator> .. </legalAuthenticator>

<! -- one or more pathologists who v alidated and/or corrected the content - >

<authenticator> .. </authenticator>

<! -- t he ordering physician, and the date - time the order was issued  -- >

<participant typeCode='"REF'> .. </participant>

<! - zero or more distinct specimen collector , and the date - time the specimen was collected - >
<participant ty peCode='DIST"> .. </participant> 3

<! -- The order ID - >

<inFulfillmentOf> .. </inFulfillmentOf>

<! --  The service documented and the primary laboratory having performed it - >
<documentationOf> .. </documentationOf>

<l --  zero or one encompassing encounter - >
<component><encompassingEncounter> .. </encompassingEncounter></component>

<! -- The body of the report - >
<component>
<structuredBody>
<! -- body of the report - >
</structuredBody>
</component>

</ClinicalDocument>

% Specimen related information is normally precisely provided at the entry level. At the headehigvel

information will only appear in the rare cases where a specimen collector is distinct from the ordering physician or
surgeon. I n that case the period of ti mementfof speci men
participant|] @ 9ppeCode=6D
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6.2.3.1.3 Specification

Table6.2.3.1.31 lists the Content Modulesvhich are nested at the first level in the current one
1065 with theirtype,usage, cardinalitiesndreference to the specificatioifhe notes below thiable
provide additional precisions.

Table 6.2.3.1.3-1 - Content Modules Nested in AP Structured Report

Name Type |Opt.| Car. Template ID Desc. in Note
Ordering Provider (ordering | h elt R2 [0..1] | 1.3.6.1.4.1.19376.1.3.3.1.6| LAB TF-3: 2.3.3.19 Q)
physician)
Specimen Collector in Headq h elt R2 [0..4] | 1.3.6.1.4.1.19376.1.8.1.4.1| PAT TF3: 6.26.1 (5)
Author hle elt R | [1.%] | 1.3.6.1.4.1.19376.1.8.1.4.2| PAT TR3: 6.26.2 (6)
Intended Recipient h elt O [0..4] 1.3.6.1.4.1.19376.1.3.3.1.4| LAB TF-3: 2.3.3.16 4)
Content Validator h/e elt O [0..4] 1.3.6.1.4.1.19376.1.8.1.4.3| PAT TF3: 6.26.3 3)
Laboratory Performer h/e elt (0] [0.9 | 1.3.6.1.4.1.19376.1.3.3.1.7| LAB TF-3:2.3.3.22 2)
Clinical Information section R2 [0.1] | 1.3.6.1.4.1.19376.1.8.1.2.1| PATTF-3: 6.24.1 ©)
Intraoperative Observation | section R2 | [0..1] | 1.3.6.1.4.1.19376.1.8.1.2.2| PAT TF3: 6.24.2 (8)
Macroscopic Observation section R2 | [0..1] | 1.3.6.1.4.1.19376.1.8.1.2.3| PAT TF3: 6.24.3 9)
Microscopic Observation section R2 | [0..1] | 1.3.6.1.4.1.19376.1.8.1.2.4| PAT TF3: 6.24.4 (120)
Diagnosis section | R | [1.1] | 1.3.6.1.4.1.19376.1.8.1.2.5| PAT TF-3: 6.24.5 (11)
Procedure step section (0] [0.1] | 1.3.6.1.4.1.19376.1.8.1.2.6| PAT TF3: 6.24.6 (12)

Notes:

(1) The Ordering Provider Content Module represents the physician who has submitted the
1070 specimerexamination order to the anatomic pathology laboratory. As specified in LAB
TF-3, this physiciars represented in the CDA header gsagticipantelement with the
typeCodeat t r i but e Thadukelendentfarmcipantitimecarries the date/time of
issuance of the order.

(2) TheAP report is documenting a servi@mcumentationOf/serviceEvéperformed by a
1075 pathology laboratory. Thieaboratory Performer ComéModulerepresentshis
laboratory, and is fully described in the selement
documentationOf/serviceEvent/performiarcasemore than one laboratory contributed to
a serviceonly theprimarylaboratoryis in the CDA headerattached to theerviceEven
element, and the other (secondary) laboratories are described only in the sections of the
1080 report that thegontributed toin the body of the report

(3) TheContentValidator Content Moduleepresents pathologishaving verified and
interpreted the report, and having contributedsgonclusion.This pathologist is
represented in the CDA header asaathenticatorelement. The sublement
authenticator/timearries thedate/time of thealidation/verification More than one

1085 pathologist may verify the content of the report.

(4) The Intended Recipient Content Module represatitsalthcare provider, other thitue
ordering physicianpexpectingo receive a copy of the repofthisrepeatable element
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informationRegiientof the CDA headeis used to listheintended recipients who were
known at the time the report was created and issued.

(5) The Specimen Collector Content Modigeonly used in casespecimerprovided as input
to the AP act documented in this refpearas collected by a different party than the ordering
physician.In that casethisspecimen collector is represented in the CDA header as a
participantelement with theypeCodea t t r i but e v ahesuaeménD|l STO an
participant/timecarries thdime periodof the specimen collection.

(6) The Author Content Module represents an author of the report. This element is repeatable.
The subkelementauthor/timecarries the date/time of the authoring action.

(7) The Clinical Information sectiocontains he information provided by the ordering
physician: Clinical historypreoperative diagnosis, postoperative diagnosis, clinical
laboratory dataspecimefs) descriptioncollectionprocedurereason for anatomic
pathology procedure

(8) Thelntraoperative @servatiorsection contaigs anintraoperativaldiagnosis for each
specimen examined, the specimen identification and descripitomoperative observation
procedure description (frozen section, gross examination, intraoperative cytmhogy)
derived speenen dissected for other ancillary procedures (flow cytometry, cytogenetics,
molecular studies, and electron microscopy).

(9) TheMacroscopic Observatiosection contains the description of the specimen received or
obtained by the laborato(gpecimen typand state), the gross observation, links to gross
images, if taken, processing information and tissue disposition (representative sampling
andtissue sbmitted for additional studies sent to biorepository

(10) TheMicroscopic Observatiogection containeptionallythe histopathologic findings of
the case and many laboratories use this section to record the results of histochemical and
immunohistochemical stains.

(11) TheDiagnosissection containdiagnoses on all specimens that arévéetd to the
pathology department from one operation or patient visit to a single clinician on a
particular day. The diagnoses for each specimen are repeqadatelyThis section
includes additional pathologic finding(s) and the results of anciltadi(gs) and may
include diagrams and/or still images or virtual slides, if taken. In case of cancer, this
section includes theancer checklists or synoptic reports

(12) TheProcedure steysection containthe description of tissue dissection: represeve
specimens and derived specimens dissected for other ancillary procedures (flow cytometry,
cytogenetics, molecular studies, electron

Table 6.2.3.1.2 provides the precise structure of this Content Module, wgtye, cardinalities,
path and constraints of its data elements, value sets /terminologies bound and mapping to HL7
v2.5.1 ORU”RO1 message structure where appropriate. The notes below the table provide
additional constraints.
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Table 6.2.3.1.3-27 AP Structured Report Structure and Value Sets

Data element Usage | Car. | Path and Constraints (Xpath + indentation) | Vocab./ | N. | DT | HL7
Descript. v2.5.1
CDA conformance R [1..1] typeld[@extension="POCD_HD000040"
and @root="2.16.840.1.113883.1.3"]
Content Module R [1..79] templateld[@root=1.3.6.1.4.1.19376.1.8.1.1"] I
conformance
Report revision ID R [1..1] id[@root] @] n
Document type R [1..1] code[@code=115261" LOINC CE
and @codeSystem="2.16.840.1.113883.6.1"
and @di s pPathgldgynStuelieso
and @codeSystemName="LOINC"]
Report title R [1..1] title ST
Time of the report R [1..1] effectiveTime@value (2)| ts | ORCH
Confidentiality level R [1..1] confidentialityCodg@code x_BasicCo CE
and@codeSystem="2.16.840.1.113883.5.25"]| nfidentialit
yKind
Principal language R [1..1] languageCode[@code] RFC 1766 CS | MSH19
Report set ID R [1..1] setld[@root] @]
Report version# o] [0..1] versionNumber[@value] (1) | int
Patient R [1.1] recordTarget/patientRole 3
Patient identifier R [1..%] id Il PID-3
Patientaddress R [1..4] address AD | PID-11
Patient telecom R [1..4] telecom TEL | PID-13
Patient identity R [1.1] patient
Patient full name R [1.1] name PN | PID5
Patient sex R [1..1] administrativeGenderCode[@code Administrat CE | PID8
and codeSystem="2.16.840.1.113883.5.1] iveGender
Patient birth time R [1..1] birthTime@value ts PID-7
Author R [1..4] author
templateld[@root=1.3.6.1.4.1.19376.1.8.4.2"] | PAT TF3:
6.26.2
Transcriptionist (0] [0..9] dataEnterer/assignedEntity OBR-35
Informant ®) [0..4] informant
C [0..1] assignedEntity (5)
C [0..1] relatedEntity (5) NK1
Custodian R [1..1] custodiariassignedCustodian/
organization representedCustodianOrganization
id R [1..4] id Il
name R [1..1] name ON
telecom R [1..1] telecom TEL
address R [1..1] address AD
Intended recipient (@] [0..9] informationRecipient OBR-28
R [1..1] templateld[@root="1.3.6.1.4.1.19376.1.3.3.1.4 LAB TF-3:
2.3.3.16
Legal authenticator R [1..1] legalAuthenticator OBR-32
D/T endorsement R [1..1] time@value ts
Signature status R [1..1] signatureCode@code Participatio CS
nSignature
Person R [1..1] assignedEntity
identifier R [1..9] id Il
address R [1..9] addr AD
telecom R [1..9] telecom TEL
Full name R [1..7] assignedPerson/name PN

Rev. 1.0- 2010-07-30
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Data element Usage | Car. | Path and Constraints (Xpath + indentation) | Vocab./ | N. | DT | HL7
Descript. v2.5.1
Contentvalidator (@) [0..74] authenticator OBR-33
R [1..1] templateld[@root*1.3.6.1.4.1.19376.1.8.1.4]3 | PAT TF-3:
6.26.3
Ordering physician R2 [0..1] participantf@typeCode="REF"]
R [1.1] templateld[@root21.3.6.1.4.1.19376.1.3.36l] | LAB TF-3: ORC12,
2.3.3.19 OBR 16,
ORG9
Specimen collector R2 [0.*] participant{@tyeCode="DIST"]
R [1.1] templateld[@root=1.3.6.1.4.1.19376.1.8.4.1"] | PAT TF-3: OBR-10,
6.26.1 SPM17
Order R2 [0..1] inFullfillmentOf/order
i * H -

Order id R [1..9] id[@root] Il %BRFé_ZZ,
Documentedct R [1.1] documentationOf/serviceEvent

Act id R [1..9 id[@root] I OBR:3,

ORGC3

Act code 0] [0..1] code CE | OBR4

Status of the act R2 [0..1] lab:statusCode LAB TF-3: | (4) | CS | OBR25

2.3.6.3

Time performed R2 [0..1] effectiveTime IVL
(interval or point) _TS

Performing lab (@] [0..1] performeftypeCode="PRF"]

(Laboratory (0] [0..1] templateld LAB TF-3: OBX-23,
Performer) [@root="1.3.6.1.4.1.19376.1.3.3.1.7"] 2.3.3.22 o
Previous releasef R2 [0..1] relatedDocument[@typeCode="RPLC"] 1)
the reportreplaced

Previous rel. id R [1..1] parentDocument/id[@root] @l n N/A

Previous version# 0] [0..1] parentDocument/versionNumber[value] (1) | int N/A
Patientencounter R2 [0..1] componentOf/encompassingEncounter

Encounter id R2 [0..1] id[@root] I P"Z;18

PV1-19

Encounter period R [1..1] effectiveTime IVL

TS
Start R2 [0..1] low@value ts | PVl44
End R2 [0..1] high@value ts | PV145
Clinical information R2 [0..1] component/section
section
R [1..1] templateld PAT TF-3: OBR-13
[@root="1.3.6.1.4.1.19376.1.8.2.1"] 6.24.1
Intraoperative R2 [0..1] component/section
Observatiorsection
R [1..1] templateld PAT TR-3:
[@root="1.3.6.1.4.1.19376.1.8.2.2"] 6.24.2
Macroscopic R2 [0..1] component/section
Observatiorsection
R [1..1] templateld PAT TR-3:
[@root="1.3.6.1.4.1.19376.1.8.2.3"] 6.24.3
Microscopic R2 [0..1] component/section
Observatiorsection
R [1..1] templateld PAT TR3:
[@root="1.3.6.1.4.1.19376.1.8.2.4"] 6.24.4
Diagnosissection R [1..1] component/section
R [1..1] templateld PAT TR-3:
[@root="1.3.6.1.4.1.19376.1.8.2.5"] 6.24.5
Procedure step (0] [0..1] component/section
section
41
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Data element Usage | Car. | Path and Constraints (Xpath + indentation) | Vocab./ | N. | DT | HL7
Descript. v2.5.1
R [1..1] templateld PAT TR3:
[@root="1.3.6.1.4.1.19376.1.8.1.2]6 6.24.6

1130 Notes:

(1) A-report may have several successiésionsover time, in case corrections or
complements arprovided bythe custodian after the initial release of the report.

The unique id othe currentevisionof the reports carried by thed element, and is
conmposed ofid@root, which SHALL be an OID, and optionalig@extensionwhich can

1135 be any string so that the concatenation of the two atésibodt andextensiorprovide a
globally unique id, which iderfties this release of the report.

Thesetldelement provides a globally unique identifieat is commoracross all
successive revisiortf the report. This identifier is similarly composedsetld@root
which SHALL be an OID, and optionalsetld@extension.

1140 The version number of the currenvtisaon of the report is a positive integer @, € )
provided in theversionNumbeelement.

When the currentevisionof the report is not the first onhis newrevisionSHALL

replace the previous onehich SHALL be deprecated. Hence the

relatedDocument@peCodeat t r i but e SHALL be valued ARPI
1145 relatedDocument/parentDocument&HALL provide the identifier of the previous

revision that is to be deprecated.

Optionally therelatedDocument/parentDocument/versionNunmMé&y provide the
version numbeof the previous revision.

(2) This is the date and tinvehen thecurrent version of the report was released.

1150 (3) The anatomic pathology report is related to singlepatient. A patient SHALL be
identified with at least one unique id. The patient address and telecom SHALL be provided
(or null flavored). The patient identity SHALL provide at least the patient full name, sex
and date/time of birth.

(4) Thelab:statusCoddelowdocumentationOf/serviceEveaatan extension to the CDA R2
1155 standard, added by LAB T& to distinguish a preliminary report
(lab:statusCode@code="activefrom a final report
(lab:statusCode@codezbmpletet]). This extension to the standard is prteddy a
dedicated namespace associated in the @lDacument element to the prefix lab:

<Clinical Document xmlns: |l ab="urn:oid: 1.

1160 (5) Zero or more informant may be mentioned in the header of the report. An informant is
either an assignedEntitya professionaparticipating to the healthcare process, and who
was assigned a defined role in that process)elatedEntity(a person who knows the
patient and has providedlevantinformation concerning the patient). Hence the coorli
is eitherassignedEntitys present orelatedEntityis present. These two elements are

1165 usable as defined in the CDA R2 standard without any further constraint.
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6.2.3.2 Cancer APSR -1.3.6.1.4.1.19376.1.8.1.1.2

6.2.3.2.1 Definition and purpose

This Content Module defines the base set of constraints that applémedirelatedAP
structured report.

An AP cancer structured report is a kind of AP structured reploerefore, the parent template
iI$1.3.6.1.4.1.19376.1.8.1.1

6.2.3.2.2 Example

<ClinicalDocument xmiIns="'urn:hl7 - org:v3'>
<typeld extension="POCD_HDO000040" root="2.16.840.1.113883.1.3"/>
<templateld root=' 1.3.6.1.4.1.19376.1.8 1117
<templateld root=' 1.3.6.1.4.1.19376.1.8 1.1.2'7>
</ClinicalDocument>

6.2.3.2.3 Specification

This content module contains the same content modules than its parent tefulaienal
information,specificto cancereportsappear®nly within the entriesand sections

6.2.3.3 Organ Specific Cancer APSR Content Modules

6.2.3.3.1 Definition and purpose
Cancer APSR content modules are specialized per organ.

An organ specific APSR is identified by the templateld of the organ APSR content module it

conforms to. The parent templagel.3.6.1.4.1.19376.1.8.1.1.2 (cancer APSR combemiule)
andthe graneparent is1.3.6.1.4.1.19376.1.8.1.1.1 (generic APSR content module)

6.2.3.3.2 Example

<ClinicalDocument xmiIns="'urn:hl7 - org:v3™>
<typeld extension="POCD_HDO000040" root="2.16.840.1.113883.1.3"/>
<! --  conformance to a generic APSR content module - >
<templateld root="' 1.3.6.1.4.1.19376.1.8 1117
<! -- conformance to a cancer APSR content module - >
<templateld root=' 1.3.6.1.4.1.19376.1.8 1.1.2'7>
<! --  conformance to a breast cancer content module - >
<templateld root=" 1.3.6.1.4.1.19376.1.8 1.1.2.17>
<! -- remainder of the header not shown , similar to the header content of a generic APSR - >
<component>
<structuredBody>
<component>
<section>
<templateld root='1.3.6.1.4.1.19376.1.8.1.2.1'/>
<code code='22636 -5 di spl ayName=6Pathology report relevant
codeSystem="2.16.840.1.113883.6.1' codeSystemName="LOINC'/>
<titte> CLINICAL INFORMATION PROVIDED BY ORDERING PHYSICIAN</title>
<text>
Tissue submitted: left breast biopsy and apical axillary tissue
</text>

histo
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<entry> ... </entry>

<component>
<section>
<templateld root= '1.3.6.1.4.1.19376.1.5.3.1.3.1 ‘>
<code code='42349 -1' di spl ayName= 6Reason for referr
codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<title>Reason for anatomic pathology procedure</title>
<text>Breast mass - left breast</text>
</section>
</component>
<component>
<section>
<templateld root=' 1.3.6.1.4.1.19376.1.5.3 134 />

<code code=dd40di6ddpl ayName= O6Hi story of present

codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>

<title> History of present illness </title>

<text>Carcinoma of breast. Post operative diagnosis: same.
left UOQ breast mass.

<[text>
</section>
</component>
</section>
</component>

<component>
<section>
<templateld root="1.3.6.1.4.1.19376.1.8.1.2.2'/>
<code code=" [TBD displayName="' intraoperative section in anatomic pathology report
codeSystem="'2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<titte> | NTRAOPERATIVE/title>
<text> Frozen section diagnosis of infiltrating duct carcinoma, left breast</text>
<entry> ... </entry>
<[section>
</component>

<component>
<section>
<templateld root="1.3.6.1.4.1.19376.1.8.1.2. 3>
<code code='22634 - 0' displayName="'Pathology report gross observation'
codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<titte> MA®OSCOPIC OBSERVATIO#ltitle>
<text>
Part #1 is | abeled fleft breast biopsyo and is
preparation. It consists of a single firm nodule measuring 3cm in circular diameter
and 1.5cm in thickness surrounded by adherent fibrofatty tissue. On section a pale
gray, slightly mottled appearance is revealed. Numerous sections are submitted for
permanent processing. Part #2 is labeled "apic al left axillary tissue" and is
received fresh. It consists of two amorphous fibrofatty tissue masses without
grossly discernible lymph nodes therein. Both pieces are rendered into numerous
sections and submitte d in their entirety for history.
</text>
<entry> ... </entry>
<[section>
</component>

<component>
<section>
<templateld root="1.3.6.1.4.1.19376.1.8.1.2. 4'/>
<code code="22635 - 7' displayName="Pathology report microscopic observation'
codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<titte> MICROSCOPIC OBSERVATIOHtitle>
<text>
Sections of part #1 confirm frozen section diagnosis of infiltrating duct
carcinoma. It is to be noted that the tumor cells show considerable pleomorphism,
and mitotic figures are frequent (as many as 4 per high power field). Total size of
primary tumor is estimated to be 3cm in greatest dimension. Many foci of
calcification are present within the tumor. Part #2 consists of fibrofatty tissue
and includes 18 lymph nodes. All lymph nodes are free of d isease with the exception
of one lymph node, which contains several micrometastases.

al o6
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</text>
<entry> ... </entry>
</section>

</component>
<component>
<section>
<templateld root='1.3.6.1.4.1.19376.1.8.1.2. 5'>
<code code='22637 - 3' displayName='Pathology report diagnosis
codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<title> DIAGNOSIS</title>
<text>
1.Single intact complete excision of invasive ductal carcinoma. Upper outer
quadrant, left breast. Nottingham Histologic Grade = 2 (Glandular differenciation:
Score 2, Nuclear pleomorphism: score 3, Mit tic count: score 2). Margin uninvolved
by invasive ductal carcinoma. No DCIS. pT2.pN1a.cMO.
2. Micrometastases, left axillary lymph node. Free of disease 17 of 18 lymph nodes
<[text>
<entry> ... < lentry>
</section>
</component>

<component>
<section>
<templateld root="1.3.6.1.4.1.19376.1.8.1.2.6'/>
<code code=" 46059 - 2' displayName=" Special treatments and procedures section
codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<titte> PROCEDURE STERStitle>
<text>

Part #1 is |l abeled fileft breast biopsyo and has

preparation. Numerous sections are submitted for permanent processing. Part #2
received in two pieces is labeled "apical left axillary tissue". Both pieces are
rendered into numerous sections and submitted in their entirety for history.
<[text>
<entry> ... </entry>
<[section>
</component>
</structuredBody>
</component>
</ClinicalDocument>

be

e

6.2.3.3.3 Specification

n

These orgargancercontent moduleBsted in table %-1 contain the same content modules than
their parent template. Specific constraints appear only withiarttrig elementsdepending on

the particular organ template used.
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6.2.4 CDA R2 Section Content Modules
6.2.4.1 Clinical Information Section - 1.3.6.1.4.1.19376.1.8.1.2.1

6.2.4.1.1 Definition and Purpose

The Clinical Information section contains the information provided by the ordering physician:
Clinical history, preoperative diagnosis, postoperative diagnosis, reason for anatomic pathology

procedure, clinical laboratory data, specimen collection procedure including target site,
performer, specimen type, specimen(s) clinical description, and &itaan case of a cancer.

6.2.4.1.2 Example

<component>
<section>
<templateld root="1.3.6.1.4.1.19376.1.8.1.2.1'/>
<code code=22636 -5' di spl ayName=06Pathology report relevant hi st

codeSystem="'2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<title>  CLINICAL INFORMATION PROVIDED BY ORDERING PHYSICIAN <ftitle>

<text>
Tissue submitted: left breast biopsy and apical axillary tissue
<[text>
<entry>
<-- ! Detail of Specimen Clinical Information Entry shown in 6.2.5.1 - >
<[entry>
<component>
<section>
<templateld root=' 1.3.6.1.4.1.19376.1.5.3.1.3.1 ‘>
<code code='42349 - 1' displayName= Reason for referralo

codeSystem="'2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<title>Reason for anatomic pathology procedure</title>

<text>
Breast mass - left breast
</text>
</section>
</component>
<component>
<section>
<templateld root='1.3.6.1.4.1.19376.1. 5.3.1.34 />
<code code=d4a0di6stpl ayMiasneery of present illnessd
codeSystem="'2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<title  >History of present illness <hitle>
<text>

Carcinoma of breast. Post operative diagnosis: same.
left UOQ breast mass.
<[text>
<entry>
<-- ! Detail shown in IHE PCC TF - >
</entry>
</section>
</component>
<[section>
</component>

6.2.4.1.3 Specification

This section SHALL contain eodeelement populated with these attributes:
@code"226365"
@codeSysteni'2.16.840.1.113883.6.1"

ory'
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@displayName "

Pat hol
This section SHALL contain a narrative block, representedtbytalement, which renders the

information to the human reader.

0gy

report

r el

evant

hi

The section SHOULD contairsananySpecimerClinical Informationentry elemens as there

are specimesito be described. These entrgsvide the machineeadable dataorresponding to

the narrative block.

This section MAY contain a number of elemecdsnponent/sectiomtroducing suksections
among the list described below in table 6.2.31,.8ach of these stgections providing a

particular type of clinical information, in its own narrative block for the human reader, and in its
own entry for machine processing for some of these subsections.

Table 6.24.1.31 lists the Content Modules, v are nested at the first level in the current one,
with their type,usage, cardinalities, ownérhe last column provides the LOINC code and
displayName for the sections.

Table 6.2.4.1.3-1 - Content Modules Nested in Clinical Information Section

stor

Rev. 1.0- 2010-07-30

Name Type | Opt. | Car. Template ID Desc. in | LOINC section
code
CodedReason foreferral Section | R2 | [0..1] | 1.3.6.1.4.1.19376.1.5.3.1.3.2| PCC TF2: 423491
(Reason for AP procedure) 6.3.3.12 fiReason for
referrab
History of present iliness Section | R2 | [0..1] | 1.3.6.1.4.1.19376.1.5.3.1.3.4 PCC TF2: 101642
present
Active Problems Section | R2 | [0..1] | 1.3.6.1.4.1.19376.1.5.3.1.3.6) PCC TF2: 114504
SpecimerClinical Information | Entry R2 [0.*] | 1.3.6.1.4.1.19376.1.8.1.3.1 | PAT TF-3:
Entry 6.25.1
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6.2.4.2 Intraoperative Observation Section - 1.3.6.1.4.1.19376.1.8.1.2.2

6.2.4.2.1 Definition and Purpose

The Intraoperative Observation section contains an intraoperative diagnosis for each specimen
examined, the specimen identification and description, intraoperative observation procedure
description (frozen section, gross examination, intraoperative cytology) and derived specimen
dissected for other ancillary procedures (flow cytometry, cytogenetaecular studies, and
electron microscopy).

6.2.4.2.2 Example

<component>
<section>
<templateld root="1.3.6.1.4.1.19376.1.8.1.2.2'/>
<code code=" [TBD displayName=" intraoperative section in anatomic pathology report
codeSystem="'2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<titte> INTRAOPERATIVE OBSERVATION/title>
<text>
Frozen section diagnosis of infiltrating duct carcinoma, left breast
<[text>
<entry>
<-- ! Detail shown i n6.2.5.2 - >
<[entry>
<[section>
</component>

6.2.4.2.3 Specification

This section SHALL contain eodeelement populated with these attributes:
@code"TBD i submit request to Regenstrief Institute for creation of this"code
@codeSysteni2.16.840.1.113883.6.1"

@displayName"intraoperative section in anatomic pathology réport

This section SHALL contain a narrative block, representedtbytalement, which renders the
information to the human reader.

The section SHOULD contain as nya@Bpecimenntraopeative Observatioentryelements as
there are specimsiio be described. These entries provide the maaieiagable data
corresponding tthe narrative block.

This section MAY contain a number of elemecdsnponent/sectiomtroducing sib-sections

among the list described below in table 6.2.31,.8ach of these stfections providing a

particular type of clinical information, in its own narrative block for the human reader, and in its
entry for machine processing, for some of thesasettipns.

Table 6.2.2.3-1 lists the Content Modules, which are nested at the first level in the current one,
with their type, usage, cardinalities, owner.

Table 6.2.4.2.3-1 - Content Modules Nested in Intraoperative Observation Section

Name Type | Opt. | Car. Template ID Desc. in

Specimenntraoperative Observation Entry R2 [0..4] | 1.3.6.1.4.1.19376.1.8.1.3.2 | PAT TR3:6.2.5.2

Entry
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6.2.4.3 Macroscopic Observation Section - 1.3.6.1.4.1.19376.1.8.1.2.3

6.2.4.3.1 Definition and Purpose

The Macroscopi©bservation section contains the description of the specimen received or

1435 obtained by the laboratory (specimen type and state), the gross observation, links to gross
images, if taken, processing information and tissue disposition (representative santpling an
tissue submitted for additional studies or sent to biorepository.

6.2.4.3.2 Example

<component>

1440 <section>

<templateld root="1.3.6.1.4.1.19376.1.8.1.2.2'/>

<code code='22634 - 0' displayName='Pathology report gross observation'
codeSystem='2.16.840.1.113883.6.1' codeSystemName='LOINC'/>

<titte> MACROSCOPIC OBSERVATIGHitle>

1445 <text>
Part #1 is | abeled fileft breast biopsyo and is received fresh
It consists of a single firm nodul e measuring 3cm in circular diameter and 1.5cm in thickness

surrounded by adherent fibrofatty tissue. On section a pale gray, slightly mottled appearance is
revealed. Numerous sections are submitted for permanent processing. Part #2 is labeled "apical
1450 left axillary tissue" and is received fresh. It consists of two amorphous fibrofatty tissue
masses without grossly discernible lymph nodes therein. Both pieces are rendered into numerous
sections and submitted in their entirety for history.
<[text>
<entry>
1455 <-- ! Detail of Specimen Macroscopic Observation Entry shown in 6.2.5.3 - >
<[entry>
</section>
</component>

6.2.4.3.3 Specification

1460 This section SHALL contain eodeelement populated with these attributes:
@code"226340"
@codeSysteni2.16.840.1.113883.6.1"
@displayName"Pathology report gross observation”

This section SHALL contain a narrative block, representedtbytalement, which renders the
1465 information to the human reader.

The section SHOULD contain as maBygecimerMacrogopic Observatioentryelements as
there are specimens to be described. These entries provide the rmeatstge data
corresponding to the narrative block.

This section does not contain any subsections.

1470 Table 6.2.4.3.3 lists the Content Modules, whiare nested at the first level in the current one,
with their type, usage, cardinalities, owner.

Table 6.2.4.3.3-1 - Content Modules Nested in Macroscopic Observation Section

Name Type | Opt. | Car. Template ID Desc. in
SpecimerMacroscopidObservation Entry R2 [0..4] | 1.3.6.1.4.1.19376.1.8.13. PAT TF3: 6.2.53
Entry
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6.2.4.4 Microscopic Observation Section - 1.3.6.1.4.1.19376.1.8.1.2.4

6.2.4.4.1 Definition and Purpose

The Microscopic Observation section contaspsionallythe histopathologidindings of the case
and many laboratories use this section to record the results of histochemical and

immunohistochemical stains.

6.2.4.4.2 Example

<component>
<section>
<templateld root="1.3.6.1.4.1.19376.1.8.1.2.2'/>
<code code="22635 - 7' displayName="Pathology report microscopic observation'
codeSystem="'2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<tite> MICROSCOPIGtiitle>
<text>
Sections of part #1 confirm frozen section diagnosis of infiltrating duct carcinoma. It is to be
noted that the tumor cells show considerable pleomorphism, and mitotic figures are frequent (as
many as 4 per high power field). Total size of primary tumor is estimated to be 3cm in greatest
dimension. Many foci of calcification are present within the tumor. Part #2 consists of
fibrofatty tissue and includes 18 lymph nodes. All lymph nodes are free of disease
exception of one lymph node, which contains several micrometastases.
<[text>
<entry>
<-- | Detail of Specimen Microscopic Observation Entry shown in 6.2.5.4 - >
<[entry>
<[section>
</component>

with the

6.2.4.4.3 Specification

This section SHALL contain eodeelement populated with these attributes:
@code"226357"
@codeSysteni2.16.840.1.113883.6.1"
@displayName"Pathology report microscopic observation™

This section SHALL contain a narrative block, representedtbytalement, which renders the

information to the human reader.

The section SHOULD contain as maBgecimerMicroscopic Observatioantryelements as
there are specimens to be described. These entries provide the rmeatstge data

corresponding to the narrative block.
This section does not contain any subsections.

Table 6.2.4.4 4 lists the Content Modulewhich are nested at the first level in the current one,

with their type, usage, cardinalities, owner.

Table 6.2.4.4.3-1 - Content Modules Nested in Microscopic Observation Section

Name Type | Opt. | Car. Template ID

Desc. in

SpecimerMicroscopicObservation Entry| Entry R2 | [0..] | 1.3.6.1.4.1.19376.1.8.1.3.4 | PATTR3:6.25.4
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6.2.4.5 Diagnosis Section - 1.3.6.1.4.1.19376.1.8.1.2.5

6.2.4.5.1 Definition and Purpose

TheDiagnosissection contains diagnoses on all specimens that are delivered to the pathology
department from one operation or patient visit to a single clinician on a particular day. The
diagnoses for each specimen are reported sejyarblis section includes addithal pathologic
finding(s) and the results of ancillasyudy(ies) and may include diagrams and/or still images or
virtual slides, if taken. In case of cancer, this section includes the cancer checklist.

6.2.4.5.2 Example

<component>
<section>
<templateld root='1.3.6.1.4.1.19376.1.8.1.2.2'/>
<code code='22637 - 3' displayName="'Pathology report diagnosis

codeSystem="'2.16.840.1.113883.6.1' codeSystemName='LOINC'/>

<title> DIAGNOSIS</title>

<text>
1. Single intact complete ex cision of invasive ductal carcinoma. Upper outer quadrant, left
breast. Nottingham Histologic Grade = 2 (Glandular differenciation: Score 2, Nuclear
pleomorphism: score 3, Mittic count: score 2). Margin uninvolved by invasive ductal carcinoma. No
DCIS. pT2 .pNla.cMO.
2. Micrometastases, left axillary lymph node. Free of disease 17 of 18 lymph nodes

<[text>

<entry>

<-- | Detail of Specimen Diagnosis  Entry shown in 6.2.5.5 - >
<[entry>
</section>

</component>

6.2.4.5.3 Specification

This section SHALL contain eodeelement populated with these attributes:
@code"226357"
@codeSysteni2.16.840.1.113883.6.1"
@displayName"Pathology reportliagnosis

This section SHALL contain a narrative block, representedtbytalement, which renders the
information to the human reader.

The section SHOULD contain as maBgecimerDiagnosisentryelements as there are
specimensnvestigated These entries provide the machimeadable data corresponding to the
narrative block.

This section does not contain any subsections.

Table 6.2.4.5.4 lists the Content Modules, which are nested at the first level in the current one,
with their type, usage, cardinalities, owner.

Table 6.2.4.5.3-1 - Content Modules Nested in Diagnosis Section

Name Type | Opt. | Car. Template ID Desc. in
SpecimerDiagnosisEntry Entry R [1.% | 1.3.6.1.4.1.19376.1.8.1.3.5 | PATTR3:6.2.5.5
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6.2.4.6 Procedure steps Section - 1.3.6.1.4.1.19376.1.8.1.2.6

6.2.4.6.1 Definition and Purpose

The Procedure stggection contains the description of tissue dissection: representative
specimens and derived specimens dissected for other ancillary procedures (flow cytometry,
cytogenetics, mol ecul ar et® orbiatepesisory. el ect r on mi

6.2.4.6.2 Example

<component>
<section>
<templateld root="1.3.6.1.4.1.19376.1.8.1.2.6'/>
<code code=" 46059 - 2' displayName=" Special treatments and procedures section

codeSystem="'2.16.840.1.113883.6.1' codeSystemName='LOINC'/>
<titte> PROCEDURETEPS/title>
<text>
Part #1 is |l abeled fileft breast biopsyd and has been sampl ed
preparation. Numerous sections are submitted for permanent processing. Part #2 received
in two pieces is labeled "apical left axillary tissue". Both pieces are rendered into
numerous sections and submitted in their entirety for history.
<[text>
<[section>
</component>

6.2.4.6.3 Specification

This section SHALL contain eodeelement populated with these attributes:
@code"460592"
@codeSysteni2.16.840.1.113883.6.1"
@displayName"Special treatments and procedures settion

This section SHALL contain a narrative block, represented by &lextent, which renders the
information to the human reader.

This section does not contain any subsectarentries
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6.2.5 CDA R2 Entry Content Modules

6.2.5.1 Specimen Clinical Information Entry - 1.3.6.1.4.1.19376.1.8.1.3.1

1585 6.2.5.1.1 Definition and Purpose
The SpecimerClinical Information Entry Content Module contaimsmachinereadable format
the clinical informatiorprovided by the ordering physiciaregarding ainglespecimenThis
Content Modules nested within a Clinical Information Secti@ontent Module
6.2.5.1.2 Example
1590 See complete example of CDA APSR.
6.2.5.1.3 Specification
Table 6.25.1.31 lists the Content Modules, which are nested at the first level in the current one,
with their type, usage, cardinalities, owner and mapping with ¥2.5.1 ORU”R01 message
structure. The notes below the table provide additional precisions.
1595 Table 6.2.5.1.3-1 - Content Modules Nested in Specimen Clinical Information Entry
Name Type |Opt.| Car. Template ID Des.in | Note | V2.5.1
Specimen Information edt R [1.1] | 1.3.6.1.4.1.19376.1.8.14. PAT TR-3:
Organizer 6.264
Table 6.25.1.3-2 provides the precise structure of this Content Module, with usage, cardinalities,
path and constraints of its data elements, value sets /terminologies boundpidg to HL7
v2.5.1 ORU"RO1 message structure where appropriate. The notes below the table provide
additional constraints.
1600 Table 6.2.5.1.3-2 1 Structure of Specimen Clinical Information Entry
Data element Usage | Car. Path and Constraints (Xpath + indentation) Vocab./ | N. | DT
Descript.
Clinical Information R2 [0..4] | entry
Entry
Content Module R [1..1] templateld[@root="1.3.6.1.4.1.19376.1.8.1.3.1"] Il
conformance
Specimen Information R [1..1] organizef@classCode="CLUSTER" PAT TR-3:
Organizer and @moodCode="EVN"] 6.26.4
6.2.5.2 Specimen Intraoperative Observation Entry - 1.3.6.1.4.1.19376.1.8.1.3.2
6.2.5.2.1 Definition and Purpose
The Specimeintraoperative Observatidantry Content Module contains in machireadable
format theinformationregarding ainglespecimerissued from an intraoperative anatomic
1605 pathology procedurd hisContent Modulas nested within @Intraoperative Observation

SectionContent Module

6.2.5.2.2 Example
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See complete example of CDA APSR.

6.2.5.2.3 Specification

1610 Table 6.2.5.1.4 lists the Content Modules, which are nested at the first level in the current one,
with their type, usage, cardinalities, owner and mapping with HL7 v2.5.1 ORU"Rs¥agee
structure. The notes below the table provide additional precisions.

Table 6.2.5.2.3-1 - Content Modules Nested in Specimen Intraoperative Observation Entry
Name Type |Opt.| Car. Template ID Des.in | Note | V2.5.1
Specimen Information eelt R2 [1..1] | 1.3.6.1.4.1.19376.1.8.1.4.4 | PAT TF3:
Organizer 6.2.6.4
Table 6.2.32.3-2 provides the precise structure of this Content Module, with usage, cardinalities,

1615 path and constraints of its data elements, value sets /terminologies bound and mapping to HL7
v2.5.10RUMR01 message structure where appropriate. The notes below the table provide
additional constraints.

Table 6.2.5.2.3-2 7 Structure of Specimen Intraoperative Observation Entry
Data element Usage | Car. Path and Constraints (Xpath + indentation) Vocab./ | N. | DT

Descript.

Specimen R2 [0..7 | entry

Intraoperative

ObservatiorEntry

Content Module R [1.1] templateld[@root="1.3.6.1.4.1.19376.1.8.2'B. Il

conformance

Specimen R [1..1] organizer[@classCode="CLUSTER" PAT TF3:

Information and @moodCode="EVN"] 6.2.6.4

Organizer

6.2.5.3 Specimen Macroscopic Observation Entry - 1.3.6.1.4.1.19376.1.8.1.3.3

1620 6.2.5.3.1 Definition and Purpose
The Specimen Macroscopic Observation Entry Content Module contains in mesduiadle
format theinformation regarding a single specim@iis Content Module is nested within a
Macroscopic Observation Section Content Module.
6.2.5.3.2 Example

1625 See completexample of CDA APSR.
6.2.5.3.3 Specification
Table 6.2.5.3.4 lists the Content Modules, which are nested at the first level in the current one,
with their type, usage, cardinalities, owner and mapping with HL7 v2.5.1 ORU”R01 message
structure. The notdselow the table provide additional precisions.

1630 Table 6.2.5.3.3-1 - Content Modules Nested in Specimen Macroscopic Observation Entry

Name Type |Opt.| Car. Template ID Des.in | Note | V2.5.1
Specimen Information eelt R2 [1.1] | 1.3.6.1.4.1.19376.1.8.1.4.4 | PAT TR3:
Organizer 6.2.6.4
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Table 6.2.5.3.2 provides the precise structure of this Content Module, with usage, cardinalities,
path and constraints of its data elements, value sets /terminologies bound and mapping to HL7
v2.5.10RU”MR01 message structure where appropriate. The notes below the table provide
additional constraints.

Table 6.2.5.3.3-2 17 Structure of Specimen Macroscopic Observation Entry

Data element Usage | Car. Path and Constraints (Xpath + indentation) Vocab./ | N. | DT

Descript.

Specimen R2 [0..%] | Entry

Macroscopic

Observation Entry

Content Module R [1..1] templateld[@root="1.3.6.1.4.1.19376.1.8.3'B. Il

conformance

Specimen Information R [1..1] organizer[@classCode="CLUSTER" PAT TR3:

Organizer and @moodCode="EVN"] 6.2.6.4

1640

1645

1650

6.2.5.4 Specimen Microscopic Observation Entry - 1.3.6.1.4.1.19376.1.8.1.3.4

6.2.5.4.1 Definition and Purpose

The Specimen Mroscopic Observation Entry Content Module contains in magiemaable
format theinformation regarding a single specim@iis Content Module is nested within a
Microscopic Observation Section Content Module.

6.2.5.4.2 Example
See complete example of CD¥PSR.

6.2.5.4.3 Specification

Table 6.2.5.4.3 lists the Content Modules, which are nested at the first level in the current one,
with their type, usage, cardinalities, owner and mapping with HL7 v2.5.1 ORU”R01 message
structure. The notes below the &lplrovide additional precisions.

Table 6.2.5.4.3-1 - Content Modules Nested in Specimen Microscopic Observation Entry

Name Type |Opt.| Car. Template ID Des.in | Note | V2.5.1
Specimen Information eelt R2 [1.1] | 1.3.6.1.4.1.19376.1.8.1.4.4 | PAT TR3:
Organizer 6.2.6.4

Table 6.2.5.4.2 provides the precise structure of this Content Module, with usage, cardinalities,
path and constraints of its data elements, value sets /terminologies bound and mapping to HL7
v2.5.1 ORUMRO1 message structure where appropfiagenotes below the table provide

additional constraints.

Table 6.2.5.4.3-2 1 Structure of Specimen Microscopic Observation Entry

Data element Usage | Car. Path and Constraints (Xpath + indentation) Vocab./ | N. | DT

Descript.

SpecimerMicroscopic R2 [0..4 | entry

Observation Entry

Content Module R [1..1] templateld[@root="1.3.6.1.4.1.19376.1.8.4"B. Il

conformance

Specimen Information R [1..1] organizer[@classCode="CLUSTER" PAT TR3:

Organizer and @moodCode="EVN"] 6.2.6.4

Rev. 1.0- 2010-07-30

55
Copyright © 2010:

IHE International




IHE Technical Framework Supplemeninatomic Pathology Structured Repod’SR

6.2.5.5 Specimen Diagnosis Entry - 1.3.6.1.4.1.19376.1.8.1.3.5

6.2.5.5.1 Definition and Purpose

1655 The SpecimemiagnosisEntry Content Module contains in machireadable format the
informationregarding a singlspecimenlt is nested within ®iagnosisSectionContent
Module.

Figure 6.2.5 - Specimen Diagnosis Content Module

1660 6.2.5.5.2 Example
See complete example of CDA APSR.
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