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What Are We Talking About?What Are We Talking About?

!! DocumentsDocuments
!! Pr oblems in healthcar e and solutions Pr oblems in healthcar e and solutions 

pr ovided by XML pr ovided by XML –– a nice fita nice fit
"" Need to exchange information (documents)Need to exchange information (documents)
"" Need to aggregate and reNeed to aggregate and re--use informationuse information
"" Need to extract data f rom clinical Need to extract data f rom clinical 

documentsdocuments
"" Varying levels of  technical expertise or Varying levels of  technical expertise or 

access to technologyaccess to technology
"" Multiple constituenciesMultiple constituencies
"" Longevity  of informationLongevity  of information

For example . .For example . .

!! Approved Product Information Approved Product Information 
documentdocument

"" akaaka Pr oduct labelingPr oduct labeling

"" akaaka Pr escr ibing infor mationPr escr ibing infor mation
"" akaaka Package insertPackage insert

"" akaaka Str uctur ed Pr oduct Str uctur ed Pr oduct 
Char acter istics (Char acter istics (SPCSPC))

"" vsvs LabelLabel

The ProblemThe Problem

!! Authoring, updating and Authoring, updating and 
storage at manufacturer, storage at manufacturer, 
regulatory agencyregulatory agency

!! DisseminationDissemination

!! ReRe--use of labeling content; use of labeling content; 
data analysisdata analysis

The Problem The Problem –– Authoring, Authoring, 
Updating and StorageUpdating and Storage

!! Tend to have standard format Tend to have standard format –– see see 
Regulations,  sample PIsRegulations,  sample PIs
"" Document sectionsDocument sections
"" Coded elementsCoded elements
"" Standard elements and figures within narrative Standard elements and figures within narrative 

texttext

!! Variability in format and content across Variability in format and content across 
multiple regulatory  domains multiple regulatory  domains –– dependence dependence 
on legislationon legislation

!! Interoperability  Interoperability  –– national,  internationalnational,  international

!! Modular  updating  and storageModular  updating  and storage

!! Metadata and document managementMetadata and document management

The Problem The Problem -- DisseminationDissemination

!! Timeliness of informationTimeliness of information

!! Logistics of exchangeLogistics of exchange

!! Documents in different Documents in different 
formatsformats
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The Problem The Problem –– ReRe--useuse

!! Data buried in narrativeData buried in narrative

!! Taking advantage of redundant Taking advantage of redundant 
or “canned” informationor “canned” information

!! ResearchResearch

!! Data analysisData analysis

!! Clinical decision supportClinical decision support

In Other Words . .In Other Words . .

!! Need both Need both human readabilityhuman readability
and and machine machine processabilityprocessability

A SolutionA Solution

SPLSPL (Structured Product (Structured Product 
Labeling)Labeling)

"" standar dized XML markupstandar dized XML markup of of 
product information product information documentsdocuments

"" an an HL7 RIMHL7 RIM --basedbased standar dstandar d

"" a a CDACDA --based standar dbased standar d

What isWhat is SPLSPL??
!! SPLSPL is an ex tensible is an ex tensible documentdocument

specification that defines the specification that defines the 
semantics and structur al semantics and structur al 
constr aints necessary for  the constr aints necessary for  the 
r epr esentation of r epr esentation of product labeling  product labeling  
documentsdocuments

!! SPLSPL is based on the HL7 Clinica l is based on the HL7 Clinica l 
Document Ar chitectur e (CDA)Document Ar chitectur e (CDA)

!! SPLSPL is intended to be used as the is intended to be used as the 
basis for  r egulator y guidance basis for  r egulator y guidance 
documents and tooling documents and tooling 
applications for  applications for  exchangeexchange of of 
pr oduct labeling documentspr oduct labeling documents

The Best Things AboutThe Best Things About SPLSPL
!! SPLSPL mar kup maintains mar kup maintains human human 

r eadabilityr eadability while pr oviding while pr oviding machinemachine
pr ocessabilitypr ocessability

!! SPLSPL allows scalable implementation of allows scalable implementation of 
document markupdocument markup

!! SPLSPL is flex ible is flex ible –– e.g., doesn’t impose e.g., doesn’t impose 
naming or nesting of sectionsnaming or nesting of sections

!! SPLSPL mar kup facilitates mar kup facilitates ex changeex change of of 
pr oduct labeling documentspr oduct labeling documents
"" Local tag names can be mapped toLocal tag names can be mapped to SPLSPL
"" “One transformation away from exchange”“One transformation away from exchange”

!! SPLSPL faci litates faci litates modularmodular handling of handling of 
document sectionsdocument sections

Scope ofScope of SPLSPL
!! The standard will be The standard will be 

applicable to applicable to multiple typesmultiple types
of product labeling:of product labeling:

!! Human presc ription drugHuman presc ription drug
!! Human overHuman over--thethe--counter drugcounter drug
!! DevicesDevices
!! Blood productsBlood products
!! BiologicalsBiologicals
!! Veterinary productsVeterinary products

in multiple inter national domainsin multiple inter national domains

!! The The granularitygranularity of markup will of markup will 
evolveevolve
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Design ofDesign of SPLSPL
!! Deliber ately flat str uctur eDeliber ately flat str uctur e
!! Flex ibleFlex ible

"" Permits varying granularity  of markupPermits varying granularity  of markup
"" Does not force or enforce names or Does not force or enforce names or 

organization of sections or  data elementsorganization of sections or  data elements

!! Extensible Extensible –– Facilitates Facilitates loca lisationloca lisation for  for  
standar d codes and vocabular iesstandar d codes and vocabular ies

!! Sca lable Sca lable –– incr easing gr anular ity of incr easing gr anular ity of 
mar kupmar kup

!! Uses HL7 Ver sion 3 infor mation model Uses HL7 Ver sion 3 infor mation model 
and data typesand data types

!! Can be constr ained (Can be constr ained (guidancesguidances, , 
templates)templates)

Why XML?Why XML?

!! Application independentApplication independent

!! Pr eserves human r eadability of Pr eserves human r eadability of 
documentsdocuments

!! Semantic mar kup of documents Semantic mar kup of documents 
facilitates machine pr ocessability, facilitates machine pr ocessability, 
e.g.:e.g.:
"" ExtractionExtraction
"" Storage in a databaseStorage in a database
"" ReRe--use ( including combination from use ( including combination from 

multiple sources)multiple sources)
"" InterchangeInterchange
"" AutomationAutomation
"" ReRe--order ingorder ing

XML in HealthcareXML in Healthcare
!! Clinica l pr actice guidelinesClinica l pr actice guidelines

!! Clinica l documentationClinica l documentation
"" Electronic  Patient RecordElectronic  Patient Record
"" Clinical DocumentsClinical Documents
"" Data aggregation and analysisData aggregation and analysis

(“doers, viewers,  chewers”)(“doers, viewers,  chewers”)
"" Remote Data EntryRemote Data Entry

!! Communication, message Communication, message 
ex changeex change

!! Secur ity (digital signatur es etc.)Secur ity (digital signatur es etc.)
!! Consumer  and physician por talsConsumer  and physician por tals

!! Contr olled vocabular yContr olled vocabular y

Why CDA?Why CDA?

!! Document mar kup standar d for  Document mar kup standar d for  clinical clinical 
documentsdocuments

!! ExchangeExchange standar d (“one standar d (“one 
tr ansfor mation away fr om ex change”)tr ansfor mation away fr om ex change”)

!! Per mits migration to more granular  Per mits migration to more granular  
mar kup as needed and as mar kup as needed and as technolog ytechnolog y
and and expertiseexpertise per mitsper mits

!! Suppor ts Suppor ts patient carepatient care
!! Ensur es both Ensur es both human readabilityhuman readability and and 

machinemachine processabilityprocessability
!! Facilitates Facilitates integrationintegration with other with other 

healthcar e documentshealthcar e documents
!! Extensive Extensive internationalinternational acceptanceacceptance

What is CDA?What is CDA?

!! Clinica l Document Ar chitectur eClinica l Document Ar chitectur e

!! ANSI/HL7 CDA R1.0ANSI/HL7 CDA R1.0--20002000
!! Fir st XML specification for  Fir st XML specification for  

healthcar ehealthcar e
!! Fir st balloted standar d using HL7 Fir st balloted standar d using HL7 

Ver sion 3 and RIMVer sion 3 and RIM
!! Cr eate/maintained by HL7 Cr eate/maintained by HL7 

Str uctur ed Documents Technical Str uctur ed Documents Technical 
CommitteeCommittee

!! Editor s Editor s –– Lior a Lior a AlschulerAlschuler , Calvin , Calvin 
Beebe, Sandy Boyer , Bob Beebe, Sandy Boyer , Bob DolinDolin, Fr ed , Fr ed 
BehlenBehlen

CDA FundamentalsCDA Fundamentals
!! A clinical document is defined as having:A clinical document is defined as having:

"" PersistencePersistence
"" StewardshipStewardship
"" Potential for  authenticationPotential for  authentication
"" ContextContext
"" WholenessWholeness
"" Human readabilityHuman readability

!! “A clinical document is a defined and “A clinical document is a defined and 
complete information objectcomplete information object that can that can 
include text,  images,  sounds, and other include text,  images,  sounds, and other 
multimedia content.”multimedia content.”

!! May be May be originaloriginal markup or may be result markup or may be result 
of mapping or of mapping or transformationtransformation from from 
original markuporiginal markup
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CDA GoalsCDA Goals
!! Give priority to Give priority to delivery of patient caredelivery of patient care..
!! Allow cost effective implementation across as Allow cost effective implementation across as widewide

a a spectrum of systemsspectrum of systems as possible.as possible.
!! Support Support exchangeexchangeof of humanhuman--readablereadable documents documents 

between users, including those with between users, including those with different different 
levels of technical sophisticationlevels of technical sophistication..

!! Promote Promote longevitylongevity of all information encoded of all information encoded 
according to this architecture.according to this architecture.

!! Enable a wide range of Enable a wide range of postpost--exchange processing exchange processing 
applicationsapplications..

!! Be compatible with a wide range of Be compatible with a wide range of document document 
creation applicationscreation applications..

!! Promote exchange that is Promote exchange that is independent of the independent of the 
underlying transfer or storage mechanismunderlying transfer or storage mechanism..

!! Enable policyEnable policy--makers to makers to control their own control their own 
informationinformation requirements without extension to this requirements without extension to this 
specificationspecification

Key CDA Design PrinciplesKey CDA Design Principles
!! Technical Technical barriersbarriers to the use of the to the use of the 

architecture should be architecture should be minimizedminimized..

!! Document specifications based on this Document specifications based on this 
architecture should accommodate such architecture should accommodate such 
constraints and requirements as supplied constraints and requirements as supplied 
by by appropriate professional, appropriate professional, 
commercial, and regulatory agenciescommercial, and regulatory agencies..

!! CDA documents must be CDA documents must be human readablehuman readable
using  widelyusing  widely--available and commonlyavailable and commonly--
deployed XMLdeployed XML--aware browsers and print aware browsers and print 
drivers and a generic CDA sty le sheet drivers and a generic CDA sty le sheet 
written in a standard style sheet written in a standard style sheet 
language.language.

!! Use Use open standardsopen standards..

Role of HL7 Version 3Role of HL7 Version 3

!! Use of Reference Information Use of Reference Information 
Model (RIM) permits Model (RIM) permits semantic  semantic  
interoperabilityinteroperability

!! Abstract modelAbstract model
"" Act, Par ticipation, Role, EntityAct, Par ticipation, Role, Entity

!! Use of V3 data typesUse of V3 data types
!! V3 methodology and toolingV3 methodology and tooling
!! VocabularyVocabulary
!! “HL7 speak”“HL7 speak”

"" clones, player s and clones, player s and scopersscopers, , 
shadows,shadows, RMIMRMIM,, HMDHMD

CDA and Other Structured CDA and Other Structured 
DocumentsDocuments

Documen t
- info ab out doc

Section
- info ab out 

section

Section
- info ab out 

section

Section
- info ab out 

section

TextSection Section

Structured Data
(incl. codes, references

The struc ture is flexible

The human-readable document is pr eser ved

The semantics of mar kup come from the RIM

Header

Links

Related docs

Modeling a concept using the RIMModeling a concept using the RIM
Curr ent CDACurr ent CDA RMIMRMIM
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!! Using CDA orUsing CDA or SPLSPL allows allows 
us to bite off what we can us to bite off what we can 
chewchew

!! Start simple and build on Start simple and build on 
thatthat

SPLSPL ComponentsComponents
!! Same as CDA components:Same as CDA components:

"" HeaderHeader (fully RIM(fully RIM--der ived)der ived)
!! ContextContext

"" XML XML BodyBody (may be lar gely (may be lar gely 
unstr uctur ed up to fully encoded)unstr uctur ed up to fully encoded)

"" SectionsSections, w ith:, w ith:
!! Narrative Narrative texttext
!! Coded observationsCoded observations
!! RIMRIM--derived data structuresderived data structures
!! Observation mediaObservation media
!! Links to other documentsLinks to other documents

CDA CDA vsvs SPLSPL

!! SPLSPL is not a “clinical document”is not a “clinical document”
!! Which Header attributes applyWhich Header attributes apply
!! Use of set ID  and version IDUse of set ID  and version ID
!! ‘Patient’ is required in CDA; also,  ‘Patient’ is required in CDA; also,  

encounter,  provider, authenticationencounter,  provider, authentication
!! CDA/CDA/MedRecMedRec RMIMRMIM only  considers only  considers 

medical record business rules (e.g., no medical record business rules (e.g., no 
revised docs)revised docs)

!! Need for  coded elements within Need for  coded elements within 
narrative text for bothnarrative text for both

!! No ability to version sections in CDANo ability to version sections in CDA
!! How to require spec ific Observations How to require spec ific Observations ––

use Templates? Archetypes?use Templates? Archetypes?

HowHow SPLSPL Was BuiltWas Built
!! Document analysisDocument analysis

"" A task whereby the semantic content of A task whereby the semantic content of 
a document is organized i nto an a document is organized i nto an 
information model.information model.

"" Process:Process:
!! Identify document Identify document componentscomponents and and 

relationshipsrelationships
!! Requires both Requires both content and technical content and technical 

expertsexperts
!! Look at Look at sample documentssample documents
!! Involves aspects of Involves aspects of use case analysisuse case analysis
!! Need understanding of Need understanding of business rulesbusiness rules and and 

intended applicationsintended applications

"" HL7 Development Framework HL7 Development Framework ––
standard methodologystandard methodology

SPLSPL RequirementsRequirements
!! MetadataMetadata
!! Sections, e.g.:Sections, e.g.:

"" Boxed warningBoxed warning
"" Indicat ions and UsageIndicat ions and Usage
"" Dosage and Adm inistrat ionDosage and Adm inistrat ion
"" How SuppliedHow Supplied
"" Cont raindicat ionsCont raindicat ions
"" WarningsWarnings
"" Precaut ionsPrecaut ions
"" Drug Interact ionsDrug Interact ions
"" Laboratory TestsLaboratory Tests
"" PregnancyPregnancy
"" Nursing M othersNursing M others
"" Pediat ricsPediat rics
"" G eriatricsG eriatrics
"" Adverse React ionsAdverse React ions
"" OverdosageOverdosage
"" Clinical Pharm acologyClinical Pharm acology
"" Carcinogenesis,  M utagenesis,  Im pairm ent of F ert ilityCarcinogenesis,  M utagenesis,  Im pairm ent of F ert ility

!! Coded data elementsCoded data elements
"" Descript ive inform at ion about  ingredients,  dosage form  and Descript ive inform at ion about  ingredients,  dosage form  and 

packagingpackaging

SPLSPL and Vocabularyand Vocabulary
!! Vocabular y Vocabular y 

"" constrains RIM to produceconstrains RIM to produce RMIMRMIM
"" Vocabulary domains = value sets for  codedVocabulary domains = value sets for  coded

SPLSPL componentscomponents
"" May be HL7 or externalMay be HL7 or external

!! Refer encing to r egulatory vocabulariesRefer encing to r egulatory vocabularies

!! Refer encing to other ex ter nal Refer encing to other ex ter nal 
vocabular ies (e.g., LOINC)vocabular ies (e.g., LOINC)

!! Inter national issuesInter national issues

!! Some RIM har monization r equir ed Some RIM har monization r equir ed ––
e.g., additions, changes in definitionse.g., additions, changes in definitions
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CurrentCurrent SPL RMIMSPL RMIM
Status and Plans forStatus and Plans for SPLSPL

!! SPLSPL has passed two committee has passed two committee 
lev el HL7 ballotslev el HL7 ballots

!! Current ballot cy cle just opening Current ballot cy cle just opening ––
put out asput out as DSTUDSTU (draft standard f or (draft standard f or 
trial use)trial use)

!! Will go to f ull membership ballot in Will go to f ull membership ballot in 
next f ew monthsnext f ew months

Status and Plans for CDAStatus and Plans for CDA
!! 22ndnd committee level ba llot for  CDA committee level ba llot for  CDA 

Release Two (including full Level Release Two (including full Level 
Thr ee encoding and schema) just Thr ee encoding and schema) just 
went to ballot (December  2003)went to ballot (December  2003)

!! Looking at r equirements for other  Looking at r equirements for other  
nonnon--clinica l CDAclinica l CDA--based documents, based documents, 
e.g.:e.g.:
"" consentsconsents
"" referralsreferrals
"" practice guidelinespractice guidelines
"" privacy/accessprivacy/access
"" registry  recordsregistry  records

Structured DocumentsStructured Documents
!! As a r esult of issues raised by use As a r esult of issues raised by use 

of CDA forof CDA for SPLSPL and potential use and potential use 
for  other nonfor  other non--“clinica l” “clinica l” 
documents, a decision was made documents, a decision was made 
to look into the design of generic to look into the design of generic 
“str uctur ed documents” as an “str uctur ed documents” as an 
over all umbr ella for  CDA,over all umbr ella for  CDA, SPLSPL, etc., etc.

!! Common char acter isticsCommon char acter istics
"" Sections, text, structured dataSections, text, structured data
"" Flexibility of  structureFlexibility of  structure
"" Mapping  from local tags (e.g.,  Mapping  from local tags (e.g.,  AusDIAusDI))

!! Ex er cise Ex er cise –– cr eate a model?cr eate a model?

Drug Info DocumentDrug Info Document RMIMRMIM?? For More DetailsFor More Details
!! Latest working draft of Latest working draft of 

CDA; minutes of meetings; CDA; minutes of meetings; 
other documentsother documents
"" Structured Documents Structured Documents 

Technical Committee page Technical Committee page 
on HL7 web site on HL7 web site 
((www.www.hl7hl7.org.org))

!! SPLSPL and CDA ballots and and CDA ballots and 
other HL7 V3 ballotsother HL7 V3 ballots
"" www.www.hl7hl7.org.org
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An InvitationAn Invitation

!! How to get involved:How to get involved:
"" CDA: CDA: 

!! HL7 Structured Documents Technical HL7 Structured Documents Technical 
Committee listservCommittee listserv

!! Contact any of the Structured Contact any of the Structured 
Documents TC coDocuments TC co--chairschairs

"" SPLSPL: : 
!! Contact editor (Sandy  Boyer)Contact editor (Sandy  Boyer)
!! HL7HL7 RCRIMRCRIM Technical Committee listservTechnical Committee listserv

"" CDA teleconfer encesCDA teleconfer ences
"" HL7 meetings (see HL7 meetings (see www.www.hl7hl7.org.org for for 

schedule)schedule)

<?Q &amp; A?><?Q &amp; A?>

. . . thank you for your . . . thank you for your 
interestinterest


