Orders & Observations Conference Call
26 August 2015
+1 770 657 9270, Passcode: 398652#
WebURL: https://join.me/vernetzt.us 
Recording (no audio): https://www.cubbyusercontent.com/pl/Instant+Meeting+2015-08-26.webm/_2ed74e398a764392b158aebf0995d63a
Attendees:  

	
	Name
	Organization

	1
	Wendy Ver Hoef
	Samvit Solutions / NCI

	2
	Kathy Walsh
	LabCorp

	3
	Carolyn Knapik
	CAP

	4
	Riki Merrick
	Vernetzt, LLC

	5
	
	

	6
	
	

	7
	
	

	8
	
	

	9
	
	

	10
	
	

	11
	
	

	12
	
	


		Regrets: Rob Hausam


Co-Chair: Riki Merrick
Scribe:  Riki Merrick
Agenda/Minutes:
1. Agenda Review
2. Approve minutes from the last few calls: - sorry I goofed: - NO quorum – so will need to re-approve minutes when we do have quorum
a. 
[bookmark: _MON_1502031336][bookmark: _MON_1502078050]July 1, 2015  Motion to approve as corrected Kathy Walsh, Wendy Ver Hoef, no further discussion, against: 0, abstain: 0, in favor:3
b. 
[bookmark: _MON_1502031660][bookmark: _MON_1502078229]July 29, 2015  Motion to approve as distributed Kathy Walsh, Carolyn Knapik, , no further discussion, against: 0, abstain: 0, in favor:3

3. Compare Specimen DAM to biologic specimen model in BRIDG - map specification source is BRIDG and the map to is specimen – stored here: http://www.hl7.org/documentcenter/public/wg/bridg/Copy%20of%20BRIDG%20to%20Specimen%20DAM%20Mapping%20Spreadsheet%2020150729.xls 
a. Link to BRIDG model: http://bridgmodel.nci.nih.gov/files/BRIDG_Model_4.0_html/index.htm 
b. Link to Specimen DAM: http://wiki.hl7.org/index.php?title=Specimen 

DAM has not broken down the difference between entity and role like the BRIDG has

BRIDG has some characteristics of material regardless of the role as specimen – material itself could be used in more than one way – example would be donor and specimen
In BRIDG: material code, form code, description
Specimen has condition code as derived attribute (observations on the specimen)
BRIDG is looking at SME view – so that view might look more like the DAM 

Missing in DAM: AdministrativeActivity – moving the specimen – actually it would be the container being moved – BRIGD does not differentiate between containers and holders like the DAM – reasoning there was that container might need more attributes than holder
PerformedMaterialStorage – also administrative, but does have temperature etc
Storage Equipment in DAM was supposed to have temperature – need to check on that

In BRIDG processing is affecting the specimen permanently, while administrative activity only changes where the specimen is? Well storage can alter the specimen condition (frozen), but does not warrant a new ID – and also it can be thawed again.

Not all processing warrants a new specimenID either – processing also part of the first step of placing the specimen into the container / aliquoting

SpecimenCondition – missing cardinality – should repeat

Processing does not always require ID change, but it permanently changes the specimen (either amount or material itself)
From clarification email: activities in BRIDG each have a progressive set of contexts in the life cycle of an activity:
· DefinedActivities - these are activities that are defined in terms of identity (what it is) but are otherwise contextless, i.e. a set of activities in a global library of the kinds of things that can happen in a clinical trial, experiment, etc.
· StudyActivities - these are DefinedActivities that have been chosen for use in a given study, but have not yet been placed in the study calendar, so they have the study context added, but still no timing or subjects associated with them
· PlannedActivities - these are StudyActivities that have been placed in a study calendar and therefore have the added context of a relative timing (e.g. day 25), but still no actual subjects associated with them
· ScheduledActivities - these are PlannedActivities in a study calendar that have been applied to a given subject participating in a study, so they add to the accumulating context the specific, intended timing and an actual subject for whom the activity will be done
· PerformedActivities - these are ScheduledActivities that were done (or at least started), so they add an actual date/time (which may differ from the scheduled date/time), along with additional information like performer, results, etc.
There's a little more to it than that, but that gives a basic understanding of the progressive relationship of activities in the lifecycle of a study.  The first and the last are the parent classes of subclasses used in the BRIDG Biospecimen sub-domain (DefinedSpecimenCollection, DefinedSpecimenMove, DefinedMaterialStorage, etc.).

DefinedMove = definition of activity that could be reused in many places -> study activity – identifier
vs instance of 
planned activity, when associated with a protocol and a specific patient / specimen and resources
performed – actual instance = it happened
Specimen DAM might need to consider adding administrativeActivity – not sure will be as granular as in BRIDG differentiating the move vs. storage

Will keep moving through the mappings on the next few calls identifying the issues – Next Call September 9, 2015 10 AM EDT = 21:00 UTC
Updated version of the file: http://www.hl7.org/documentcenter/public/wg/bridg/BRIDG%20to%20Specimen%20DAM%20Mapping%20Spreadsheet%2020150826.xls
Call adjourned 11:04 AM EDT

4. Next Steps: 
a. Compare Specimen DAM to biologic specimen model in BRIDG = Identify issues, if any find resolution
b. IHE AP domain is working on structured AP report in CDA and has some requirements, we might not yet have considered – have added the concerns identified to the spreadsheet above - Identify issues, if any find resolution

5. Action Items: 
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		1

		Victor Brodsky
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		2
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		3
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		FDA?



		4

		Ed Helton

		NIH



		5
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		6
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		7
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		Ron van Duyne
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		10
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		Städtisches Klinikum Dresden



		11

		

		



		12

		

		





		Regrets:





Co-Chair: Riki Merrick

Scribe:  Riki Merrick

Agenda/Minutes:

1. Agenda Review

2. Call planning to address the following topics:

a. HL7 BRIDG WG just published their model, and it contains the biologic specimen model

i. Overview of BRIDG biologic specimen model – see slides from Wendy

1. BRIDG building shared view of semantics – BRIDG's scope is a shared view of semantics for basic, pre-clinical, clinical, veterinary, post-marketing and translational medicineinitially doing clinical trial and veterinary medicine and post marketing aspect

2. With harmonization of LS life science DAM expanded from research to the life science DAM and working with Clinical Genomic WG on specific semantics

3. Slides are grouped into:

a. BRDIG backbone and general organization:

i. Domains – larger than just specimen related – main focus is research protocols

ii. Entire model has 307 classes with 782 attributes in total>700 attributes in 80? classes

iii. Fairly stable

iv. Currently revising the architecture and add SME friendly view

b. Entities and roles used in clinical trials and experiments

i. Person

ii. Animal

iii. Organizations (lab for example)

iv. Material can be biologic specimen or other

v. Subject has participation

vi. Experimental unit is for a group of individuals, pen of pigs, water from a region, part of biologic studies (eye drop in each side for example)

c. Product related things - Specimen related materials:

i. Material – product (result of a process) is subclass

ii. Biologic  has subclasses of cell culture with further subclasses

d. defined activities (re-usable):

i. process definition = ProcessProtocol

1. specimen collection

2. material processing

3. storage and moving of material

e. Performed activities:

i. Actual performed activities – includes dates etc

ii. Not currently binding attributes to vocabularies

Link to website for further information

ii. Overview of Specimen DAM document:

1. General introduction

2. Collection of use cases considered for evaluation

3. Information model UML

4. Definitions of attributes with examples

5. Link to document

iii. Next Steps: 

1. Compare Specimen DAM to biologic specimen model in BRIDG

a. BRIDG WG has a tool that imports UML into excel to allow comparison against BRTGD attributes – has commenting capabilities – will need to create 2 comparisons – Specimen DAM to BRIDG and BRIDG to Specimen DAM – LOOKING FOR VOLUNTEERS for this work

b. BRIDG currently dealing with DSTU reconciliation, also was just approved as an ISO standard, so will have more expansion going forward

c. If there are DSTU comments related to specimen, should do analysis on these attributes now, else hold until that is completed

d. Discussion about location of collaboration artifacts – options are:

i. HL7 Specimen Project wiki

ii. HL7 Specimen Project document center – can decide if member only or general

iii. BRIDG wiki

iv. NCI wiki

May be best to keep at HL7 for now – will decide and inform via listserves

2. Identify issues, if any find resolution

iv. Action Items:

1. Wendy to share the slides including links to the bridgmodel.org site

2. Riki to share the EA file of the Specimen DAM

3. Ed and Riki to decide where the working artifacts for comparison work should be housed - decide and inform via listserves

4. Cancel the call on July 15, 2015 to allow for prep work

b. IHE AP domain is working on structured AP report in CDA and has some requirements, we might not yet have considered

i. Presentation on structured AP report handling of specimen information – one issue with CDA is the use of parent identifier -  Planned for July 29, 2015

ii. Identify issues, if any find resolution



Next Call July 29, 2015 10 AM EDT = 21:00 UTC

Call adjourned 11:01 AM EDT
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Attendees: 



		

		Name

		Organization



		1

		Wendy Ver Hoef

		FDA



		2

		Mark Jones

		Orchard



		3

		Riki Merrick

		Vernetzt, LLC



		4

		Ed Helton

		NIH



		5

		MariBeth Gagnon

		CDC



		6

		Ron van Duyne

		CDC



		7

		Kathy Walsh

		Lab Corp



		8

		Gunther Haroske	

		Städtisches Klinikum Dresden



		9

		

		



		10

		

		



		11

		

		



		12

		

		





		Regrets:





Co-Chair: Riki Merrick

Scribe:  Riki Merrick

Agenda/Minutes:

1. Agenda Review

2. Open Action Item from last call:

a. Ed and Riki to decide where the working artifacts for comparison work should be housed: BRIDG WG documents tab on HL7 website 

3. Reviewing the comparison spreadsheet created by Wendy  - map specification source is BRIDG and the map to

a. BRIDG constrained to bio specimen classes on left

b. Labeled as BRIDG – actually the classes are from specimen DAM – it is on the right

c. Middle has mapping process documentation columns – identifying the level of support

i. Source or map to change or both

ii. Derived – from BRIDG perspective the concept can be derived in BRIDG, not added

iii. Implementation specific – not in BRIDG

iv. Deferred – needs more work

v. Path support – have semantic in model, but connection between concepts are missing

vi. Status column: identifies the stakeholder and their use of the concept

vii. Comments

viii. Mapping path – identifies how to get to the concept inside the BRIDG model (one to many relationships for example)

Wendy imported BRIDG and specimen DAM

Classes are listed in alphabetical order

BRIDG does not replicate inherited attributes – so biologic specimen does not have all attributes available at the biologic level, but rather at the specimen level so might have to move up the BRDIG hierarchy to find some

Some examples of issues:

· accession number not in DAM

· Specimen is an entity in Dam, and a role in BRIDG

Goal is to review the elements and have discussion points for next call

4. 

Presentation on structured AP report handling of specimen information: 

a. Starting with slide 4

b. Using the specimen procedure step section and as a product you then obtain a specimen, that is repeatable multiple time

i. Collection

ii. Specimen processing multiple times (block to section until you have one or more samples on a slide)

c. Open questions:

i. Finding the right value sets for many of the classes / attributes – need to keep in mind, that not all countries are IHTSDO members – also need to consider use of DICOM – need outreach to find out what would need to happen in order to incorporate DICOM – may not bind to specific code systems at the DAM level, just the domains and list possible options of code systems

ii. Discussed background on OPS – has annual updates and works well in German speaking countries, which was derived from WHO ICPM, but that is no longer maintained – identifies procedures including the target site

iii. Discussed PathLex – hard to maintain and does not support all the processing specific terms

iv.  Slides 12 and 13 list open questions – we will migrate these to the notes tab in the comparison spreadsheet, some examples are position on container (have for holder, but not for specimen on/in container) and specificity of target site to anatomical site – for some of the specimen processing steps, that might need to be broadened

5. Next Steps: 

i. Compare Specimen DAM to biologic specimen model in BRIDG

a. BRIDG WG has a tool that imports UML into excel to allow comparison against BRIDG attributes – has commenting capabilities – will need to create 2 comparisons – Specimen DAM to BRIDG and BRIDG to Specimen DAM – LOOKING FOR VOLUNTEERS – Wendy started us off – thank you!

2. Identify issues, if any find resolution

ii. IHE AP domain is working on structured AP report in CDA and has some requirements, we might not yet have considered

1. Identify issues, if any find resolution

b. Action Items: 

i. Wendy will post the comparison spreadsheet to the HL7 BRIDG documents tab and send list to listserve: http://www.hl7.org/documentcenter/public/wg/bridg/Copy%20of%20BRIDG%20to%20Specimen%20DAM%20Mapping%20Spreadsheet%2020150729.xls

ii. Riki will add open issues from IHE AP presentation to spreadsheet

iii. Gunther will send info on OPS to listserve: http://www.dimdi.de/static/de/klassi/ops/kodesuche/onlinefassungen/opshtml2015/index.htm

iv. ALL review and next week Riki will gauge if we will have enough talking points for a call in 2 weeks, or if we need to wait till August 26





Next Call August 12, 2015 10 AM EDT = 21:00 UTC

Call adjourned 11:00 AM EDT
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Specimen & AP-Workflow


APSR Procedure Step Section








G. Haroske, Dresden











Background 


			HL7- Domain Analysis Model: Specimen, Release 1, 2015, reflecting DICOM (prev. suppl. 122) 


			CDA Reference Information Model: Procedure Steps Section and Entry for APSR evolution 2014 


			IHE profile APW for Order Entry and Lab automation 


			Code systems for specimen-centric procedures and specimen attributes with almost incomplete value sets
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Specimen DAM & DICOM Suppl. 122


			HL7 Specimen DAM: for a general model of all specialties which deal with specimens and containers


			more specific relations between single items


			more consistent differentiation between CDA-RIM basic classes








			DICOM: for a specified (constrained)model of the hierarchy of Specimen / Container in AP (according to RAD)


			part (specimen) ≈ study


			block (specimen & container) ≈ series


			slide (container) ≈ image
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CDA RIM














14.03.15


human-readable content of the section


1..1


1..1


1..1


One occurrence per primary  (collected) specimen


0..*





Type of step (collection, sampling, processing)


Anatomic or  specimen site





0..1


1..1


1..1


0..1


1..1


1..1


1..1


Who


When


from Francois, APSR_Evolution_2014_09_15
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<text>





Specimen Procedure Steps <entry>





<code>





<title>





<code>





<procedure>





Specimen procedure step <entry>





<effectiveTime>





<targetSite>





<performer>





Specimen produced by the step (part, block, (stained) section on slide)





<id>





Additional specimen information, see HL7-DAM





Procedure Steps <section>
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continued
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continued











Constraints for APSR in Specimen DAM: 


			Specimen


			specimenIdentifier


			parentIdentifier


			classCode 		→ HL7?


			typeCode		→ HL7, table 0487, DICOM CID 8103


			subTypeCode		→ HL7?


			riskCode		→ HL7, table 0489


			isDerived


			description


			specimenRole	→ HL7?


			specimenPurity	→ ?


			specimenConcentration


			numberOfContainers


			specimenChildRole	 → HL7, table 0494


			specimenGroupCount
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Constraints for APSR in Specimen DAM: 





			SpecimenContainers


			containerIdentifier


			containerTypeCode	 → DICOM, CID 8101


			(containerComponentTypeCode) → DICOM, CID 8101


			containerCondition		 → ?


			additive				 → DICOM?, HL7 ?


			position				
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Constraints for APSR in Specimen DAM: 


			PerformedSpecimenCollection


			performerIdentifier


			reasonCode			 → ?


			comment


			actualCollectionDateRange


			methodCode			 → OPS, PathLex, DICOM CID 8109, etc.


			targetAnatomicSiteCode	 → OPS, PathLex, etc.


			targetAnatomicSiteQualifierCode→ OPS, PathLex, HL7
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Constraints for APSR in Specimen DAM: 


			SpecimenProcessingActivity


			description


			processingProcedure	 → HL7v3ActClasses, DICOM CID 8111


			processingAdditive     → DICOM?


			statusCode			 → HL7


			processingDateTime


			temperature
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Open Questions from Specimen DAM


			Missing concept of a „grid“ for


			Position of different specimens on a container


			Target site for child specimens in sampling process (grossing with „slices“, from which the tissue dices are taken)


			DICOM C.7.6.22.1.4  as possible approach?


			Attributes for SpecimenSampling 


			are contained in DICOM CID 8110 !!


			Attributes for specimen stains and preparation steps 


			only in DICOM CID 8112 & 8113





9


Haroske, IHE AP & LAB F2F 2015 Paris











CDA Reference Information Model: Procedure steps Section and Entry for APSR evolution 2014





			Is the Specimen procedure step <entry> compatible with the Specimen DAM?


			Can the relation between a multitude of specimens and containers be sufficiently reflected?


			Should (and could) the DICOM specimen module completely be expressed by a CDA construct??


			Do we need a special model with special codes and value sets) for immunohistochemistry and in-situ-molecular processes?
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IHE profile APW for Order Entry and Lab automation 








			Can IHE APW use CDA constructs?


			Should (and could) the DICOM specimen module be used instead?
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Code systems for specimen-centric procedures with almost incomplete value sets





			with (postcoordinated) SNOMED-CT all codes could be built!


			LOINC with missing codes and values for most procedures 


			DICOM with most complete value sets for a few codes in specimen processing & staining


			PathLex with few generic codes and value sets for specimen collection


			OPS (German version of ICPM) for specimen collection
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Code systems for specimen information with incomplete value sets





			with (postcoordinated) SNOMED-CT all codes could be built!


			LOINC with missing codes and values for most of the specimen related information


			HL7 with (incomplete) codes for specimen types


			PathLex with almost missing generic codes and value sets for specimens itself
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exemplary HL7 value sets for specimen type and risk (APSR constrained)


			Value set 2.16.840.1.113883.12.487, specimen type codes


			ASP                                                       Aspirate


			BRSH                                                    Brush


			CST                                                       Fluid, Cyst


			EFFUS                                                  Effusion


			EXUDTE                                               Exsudate


			FLU                                                       Fluid, Body unsp.


			KELOI                                                   Lavage


			SPT                                                       Sputum


			TISS                                                      Tissue


			UR                                                         Urine


			Value set 2.16.840.1.113883.12.489, risk codes


			BHZ 						Biohazard			


			INF 						MaterialDangerInfectious	


			RAD 						Radioactive
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Conclusion


For Procedure Step Section


			3-Level-Hierarchy (part, block, slide) fixed


			Continue constraining the HL7 Specimen DAM and checking existent codes and value sets from different sources 





OR


			Transfer DICOM (Specimen Identification and Revised Pathology) into CDA as developed in APSR evolution 2014, compatible with RIM





			Identify still further lacking process items, esp. in immunohistochemistry and FISH/CISH


			Exemplary solutions for CDA on ArtDecor HL7 Germany, (https://art-decor.org/art-decor/decor-project--psr-)
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Ses paragraph To-'slide A i'>slide from AL HE stained</paragrani A
70 <paragraph ID="slide A 1 ER">slide from Al ER Immsnohisfoshemistry</paragraph>

N <paragraph ID="slide A 1 PR'>slide from Al PR Lumonohisfoshemistry</paragraph>

572 <paragraph ID="slide A 1 HER2">slide from AL HER2 Lmmunohisfoshemistry</paragraph>

573 Py

N

R <encry>

576 <component. typeCode="CONE">

7 B <procedure classCode="PROC moodCode="EVN">

EN <Gemplateld zoot="1.3.6.1.4.1.19376.1.3.1.27/>

EN <Gemplaeld zoot="1.3.6.1.4.1.19376.1.8.1.4.28"/>

ss0 <i—- tipe of the procedure step, here collsction —>

oy <code code="432550005" codeSysten="2.16.840.1.113883. 6. 96" codeSystentiame="SNOMED-CT"
se2 atoplaglane="Core needle hiopsy of breast using wltrasound guidance (procedure)">
ses <originalTexc>

see <reference value"#A7102400008"/>

ses </originaiTexc>

see </oodes

7 B <efreceiveTines

ss0 <i-- Anavomic site

o <cargetsiteCode codem"664" codeSystem=i.3.s.1.4.1.19376.1.8.2.17

s dtoplagiane=rlover cuter quadrant’

sss codeSystentane="PATHLEX">

so <quatifiers

o2 <Teargessivecodss

eos <=~ Spacinen collestor: the surgesn in this case -

s B <pertommers

s <i=- the specimen collected -

P <parcicipant typeCode="PRD">

e <= specinen ids —>

&7 <id Z00T="1.3.6.1.4.1.19376.1.8.1.4.999999" excension="A7102400008"/>

s b <PlayingEncicy>

s <!-- need a code in PATHLEX for "parc cbtained from a biopsy —->

5o <code cos="373102004" codeSysten="2.16.940.1.113883..6.96"

o1 aisplayName="Specinen from breast obtained by image guided core biopsy (specimen)”
2 codeSystentane="SNOMED CT"/>

633 </playingEntity>

634 </participantRole>

s </participancs

56 </procedure>

&7 </component]

s <component. cypeCode="CONE">

s <procedure classCode="PROC" mosdCode="EVN">

P <Gemplateld zoot="1.3.6.1.4.1.19376.1.3.1.27/>

P <Gemplaceld zoot="1.3.6.1.4.1.19376.1.8.1.4.28"/>

s <1=- type of the procedure step, here sampling a tissue dice from che part for a block —->
ess <code code="433465004" codeSysten="2.16.840.1.113883.6. 96" CodeSystentiame="SNOMED-CT"
P aisplayName="Sampling of tissue spectmen (procedare)">

ess <originalTexcs

P <reterence valu JEUS

e ength :8961_iines 979 NSl UTFS






BB LB shh|ae|hh| 2t x|BEI= 5
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a3z </participantRole> =
&35 </participant>

a3 </procedure>

&37 </component>

& 0

a3s Child procedure step: Production of block Al

610 —

Ga1 <encryRelationship typeCode="COMP">

a2 <procedure classCode="PROC" moodCode="EVN'>

qa3 <templateld root="1.3.6.1.4.1.19376.1.3.1.2"/>

Gaa <templateld root="1.3.6.1.4.1.19376.1.8.1.4.28"/>

qas <i-- type of the proceure step, here sampling a tissue dice from the part for a block —->
a6 <code code="433465004" codeSystem="2.16.840.1.113883.6.96" codeSystemName="SNOMED-CT"

647 displayName="Sampling of tissue specimen (procedure)">

e <originalText>

G19 <reference value="#block A 1"/>

&s0 </originalTexts

651 </code>

&2 B <effectiveTime>

ass <targecSiteCode code="85756007" codeSystem="2.16.840.1.113883.6.96"

ase displayName="Body tissue structure (body structure)”

&s7 codesSysteniame="SNOMED CT">

ase <qualifiers

ass 2 series of codes in PATHLEX would help to describe the exact Topographic source of the tissue obtained by trimming and sampling -
a60 <name code="118169006"

a6 codeSystem="2.16.840.1.113883.6.96"

e62 displayName="Specimen source topography (attribute)" codeSystemliame="SNOMED-CT"/>
a63 <value code="255503000"

a6 codeSystem="2.16.840.1.113883.6.96"

65 SNOMED-CT" />

a6 </qualifier>

a67 </targetsitecode>

62 Specimen preparatox: a member staff of the pathology lab —->

e6s B <performer>

ae1 <i-- the specimen produced

&2 [0 <participant typeCode="PRD">

aae <1-- specimen ids —->

qas <id root="1.3.6.1.4.1.19376.1.8.1.4.999999" extension="block A 1"/>

as6 <parentld root="1.3.6.1.4.1.19376.1.8.1.4.999999" extension="A7102400008"/>

&7 0 <playingEntity>

aae <1-- need a code in PATHLEX for "block extracted from a part —->

aas <code code="441652008" codeSystem="2.16.840.1.113883.6.96"

&90 displayName="Formalin-fixed paraffin-embedded tissue specimen (specimen)”
691 codeSystenilane="SNOMED CT"/>

692 </playingEnticy>

a93 </participantRole>

q92 </participant>

a9s </procedure>

a9 </component>

697 <component typeCode="COMP">
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