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Background

FDA wishes to receive, in regulatory submissions, standard clinical study information content developed by the Clinical Data Interchange Standards Consortium (CDISC) in a Health Level 7 (HL7) message exchange format.  This is key to the FDA strategic initiatives to improve public health and patient safety.

This project is currently broken into two stages: requirements analysis and message development.  Stage IB team was developed and tasked with the requirements analysis responsibilities.  Stage II team was developed and tasked with the message development responsibilities.

The purpose of the meeting is to discuss mapping of selected SDTM domains (demographics, deposition, exposure, adverse event, and laboratory) to the Study Participation and HL7 clinical statement.

Discussion 

· The June 12-13, 2008 and September 3, 2008 meeting minutes were reviewed and approved. 

· Joyce Hernandez’s presentation on defining experimental unit will be presented at the next meeting.

· Diane Wold’s comments on the Study Participation and Study Design ballot packages will be discussed at the next meeting.
· Jason continued to address both Wayne and Diane’s comments – mapping clinical statement to SDTM exposure, adverse events, and lab domains

EXPOSURE:
· EffectiveTime has high and low value  

ADVERSE EVENTS

· Covered in ICSR for the entire domain

· ICSR project team will help with this mapping once they return from the ISO meeting in Istanbul
LABS

· STUDYID – the experimental unit is the experimental unit for a particular study
· DOMAIN – Wayne indicated that this is not implementation specific concept.  Need know how to distinguish the difference process such as physical exam versus medical history – this is a process where the two concepts are gathered are different.  There are other examples as well – medical history (happens before a trial) versus adverse event (things that happen during a trial).
· USUBJID – Need to harmonize for ExperimentalUnit - this is not USUBJID but SUBJID
· LBSEQ – sequence in SDTM is just an identifier
· LBGRPID – One or more actions can be organized by the organizer

· LBREFID – use for different purpose and different domain; implementation specific; map to specimen ID but not all cases does the REFID map to specimen ID

· LBSPID – do not need to transmit Sponsor’s ID or implementation issue

· LBTESTCD – code is a complex type that allows for verbatim, translations, the code including code hierarchy

· LBCAT – ask LOINC team if CAT and SCAT has the hierarchy to have enough information for these concepts

· LBSSCAT – most likely be organizer; organizer would need a pick list like domain, CAT, SubCAT, etc.

· LBORRES through LBSTNRHI – need to see in different form

· NRIND – gather real example; range and observation work together
· LBSTA – negation indication

· LBNAM – link to organization that has a name

ACTION ITEM: None
Attachment: SDTM domains mapping 
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DM

		SDTM				HL7 - CDISC Message

		Domain		Variable		Model		Class		Attribute		Comment		Diane's comments		Wayne's Comments

		DM		STUDYID		Study Participation		Study		id		Does not map directly, since SDTM study id does not gaurantee globally unique identifiers. The id is an HL7 id, which could be either an OID or an UUID. This comment applies to all ids on this excell workbook. Current thought this would be a sponsor assigned study id. Guidance for all ids should be provided in the IG or FDA guidance.		agree

		DM		DOMAIN		NA						Domain is an implementation specific concept		agree		I'm not sure I agree with this.  A domain is a necessary review and analysis concept, and a handy way to find data.  I think it needs to be implementation-independent.

		DM		USUBJID		Study Participation		Person		id		There could be more than one Id, ExperimenatlUnit is a different concept than Subject		If the ExperimentalUnit is a person or animal, this is that individual's ID.  If the ExperimentalUnit is a part of an individual, then USUBJID maps to the id of the individual.  Groups of individuals are currently out of scope for SDTM.		There needs to be one unique, common identifier for each experimental unit:  this was an FDA requirement in the 1999 Guidance.

		DM		SUBJID		Study Participation		ExperimentalUnit		id		There could be more than one Id, ExperimenatlUnit is a different concept than Subject. There is three level of id's; namely, experimental unit, subject id (specific instance of the study) and identification of the participant in the study (in all studies - where can be tracked)		SDTM has defined the subject role different than Study Paricipation in SDTM we would map the person.id; however, the role.id is the person in the study		This is the ID assigned by the investigator to the subject.

		DM		RFSTDTC		Study Participation		ExperimentalUnit		effectiveTime		effective time has high and low values		Not sure… RFSTDTC not strictly defined - could be EU.effective time or linked to anohter act.effectiveTime

		DM		RFENDTC		Study Participation		ExperimentalUnit		effectiveTime		effective time has high and low values		Not sure… RFSTDTC not strictly defined - could be EU.effective time or linked to anohter act.effectiveTime

		DM		SITEID		Study Participation		StudySite		id				agree

		DM		INVID		Study Participation		Investigator		id		Can have multiple investigators for site and study. Accroding to Jay, should map to site primary investigator. In the study participation you link subjects to sites and sites to investigators. In SDTM you can link one subject to any investigator. There is a gap. Need regulators to provide an official statement on this topic.
How do you handle subjects who change sites or changes in investigators at a site or study.		In		I think it's always the investigator who's responsible for the subject -- it's the one who is taking accountability for the subject data certification.

		DM		INVNAM		Study Participation		InvestigativePerson		name		see comment above		Meaning of SDTM INVNAM probably needs to be clarified.

		DM		BRTHDTC		Study Participation		Person		birthTime		birthTime could be partial dates for year, month, day, etc. If we need just age, then year is appropriate		don't understand comment

		DM		AGE		Study Participation						This is calculate from person.birthTime and experimentalUnit.effectiveTime
There is no direct equivelant because the person doing the calculation does not have the sponsor reference point. This is a not much of an issue. *Given FDA age and sponsor age could be different, everyone needs to be aware of that.		AGE and AGEU derived from birthTime and study date specified by the sponsor.		Sometimes collected when BRTHDTC is not provided for privacy reasons.

		DM		AGEU		Study Participation						see comment above. Based on percision		AGE and AGEU derived from birthTime and study date specified by the sponsor.

		DM		SEX		Study Participation		Person		administrativeGenderCode

		DM		RACE		Study Participation		Person		raceCode

		DM		ETHNIC		Study Participation		Person		ethnicGroupCode

		DM		ARMCD		Clinical Statement		Act		code=subjectAssignement		Act in ClinicalStatement is used for subjectAssignment and is linked to ActDefinition - ActDefiniation is used to link to the Study Design message		Needed in Study Participation, not just Subject Data.		But we wouldn't know this at the participation stage for blinded trials.

		DM		ARM		Clinical Statement		Act		code=subjectAssignement		Act in ClinicalStatement is used for subjectAssignment and is linked to ActDefinition - ActDefiniation is used to link to the Study Design message		Needed in Study Participation, not just Subject Data.

		DM		COUNTRY		Study Participation		Site		addr				agree

		DM		DMDTC		Clinical Statement		Observation		activityTime				agree if this clinical statement corresponds to recording of the demography data.

		DM		DMDY								calculated activity time and reference start date		agree if this clinical statement corresponds to recording of the demography data.





DS

		SDTM				HL7 - CDISC Message

		Domain		Variable		Model		Class		Attribute		Comment		Diane's comments		Wayne's Comments

		DS		STUDYID		Study Participation		Study		id		For subject data, it is possible that study id is not provided, if you know the experimental unit is the experimental unit for a particular study. This is not true for SDTM - we might have study id in subject data this is premature to say how subject data would be aligned. Nevertheless, if humans read the message (without a database) they will not be able to decide what study it is for. This will be discussed further in the subject data message.		don't understand comment

		DS		DOMAIN								This is an implimentatation specific concept		agree		See DM comment.

		DS		USUBJID		Study Participation		Person		id		similar statement to row 3		see comment in DM tab		See DM comment.

		DS		DSSEQ		ClinicalStatement		Observation		id		sequence in SDTM is an implemenation specific concept? I think?				agree

		DS		DSGRPID		ClinicalStatement		Organizer		id		One or more actions can be organized by the organizer per subject		will need to understand the organizer

		DS		DSREFID								RefID handled differently in different domains. There is not a clear use case for refid in the disposition domain.		agree

		DS		DSSPID								Not a clear use in SDTM in disposition domain		may be of value if it allows tracking back to CRF or another source of data.		Probably not necessary as long as message allows external references.

		DS		DSTERM		ClinicalStatement		Observation		code		code is a complex type that allows for verbatim, translations, the code including code hierarchy. There is a parial coding system, this is not complete,. Disposition has three categaries. Disposition has a coding system. DSCAT=Protocol Milestone, DSCAT= Other Events - do no have a coding system. Not sure where to submit this information. Need to know from FDA. We think FDA only needs to know DSCAT=Disposition Event		agree it handles DSTERM and DSDECOD

		DS		DSDECOD		ClinicalStatement		Observation		code		see above

		DS		DSCAT		ClinicalStatement		Observation		code		see above		DSCAT and DSSCAT do not refer to code hierarchy.

		DS		DSSCAT		ClinicalStatement		Observation		code		see above		DSCAT and DSSCAT do not refer to code hierarchy.

		DS		VISIT		ClinicalStatement		Encounter		text		The disposition will be related to an Encounter		VISIT is optional, but otherwise agree.

		DS		VISITNUM		ClinicalStatement		Encounter		id		Fullfills the plan in the study design

		DS		VISITDY								Is planned effective. This should link to the study design

		DS		EPOCH		ClinicalStatement		ActDefinition		id		Link to the TimePointEventDefinition where assocated to an Epoch. In SDTM has Epoch at this point. Do we need a lower level than Epoch? Ask FDA.		agree

		DS		DSDTC		ClinicalStatement		Observation		availabilityTime

		DS		DSSTDTC		ClinicalStatement		Observation		effectiveTime

		DS		DSSTDY								calculated from effictive time and reference start date





EX

		SDTM				HL7 - CDISC Message

		Domain		Variable		Model		Class		Attribute		Comment		Diane's comments		Wayne's Comments

		EX		STUDYID								The experimental unit is the experimental unit for a particular study. The id experimental unit is unique; therefore, if you know the experimental unit id then you know the study id. The lookup table is based on study participation.		don't understand comment

		EX		DOMAIN								This is an implimentatation specific concept. Ask ICSR how they are handling conmeds compared to study agent? Could be handled based on intervention charcerization (talk to ICSR) and bring back to this team.
ICSR has mapped intervention characterization to handle something like a conmed or study drug		agree		See DM comment

		EX		USUBJID		CareRecord		Patient		Id		Need to harmonize for ExperimentalUnit - this is not usubjid but subjid		see comment in DM tab

		EX		EXSEQ		ClinicalStatement		SubstanceAdministration		id		Might not be a 1-1 match with SDTM in some cases, need to show example of IVL(PQ) with effective time		see comment in DM tab

		EX		EXGRPID		ClinicalStatement		Organizer		id		One or more actions can be organized by the organizer		will need to understand the organizer

		EX		EXSPID								No value in sending the sponsors to FDA? Otherwise coulde use id. Statement collector can be used to link to the CRF. In general Sponsor Id *might* be one of many other ids (see example with CRF and same applies to specimen)		may be of value if it allows tracking back to CRF or another source of data.		See DS comment.

		EX		EXTRT		ClinicalStatement		SubstanceAdministration		code		code is a complex type that allows for verbatim, translations, the code including code hierarchy		EXTRT is probably either verbatim or displayName		agree

		EX		EXCAT		product model - need to get the specific class						This is an observation of the product in the study. Might not work for conmed		EXCAT and EXSCAT do not refer to code hierarchy.

		EX		EXSCAT										EXCAT and EXSCAT do not refer to code hierarchy.

		EX		EXDOSE		ClinicalStatement		SubstanceAdministration		doseQuantitiy		has both units and valut		agree

		EX		EXDOSTXT		ClinicalStatement		SubstanceAdministration		doseQuantitiy		has a translation for text values		don't understand comment		Probably covered by EXDOSE data type.

		EX		EXDOSU		ClinicalStatement		SubstanceAdministration		doseQuantitiy		has both units and valut		agree

		EX		EXDOSFRM		R_Product		Product		formCode				agree, I think

		EX		EXDOSFRQ		ClinicalStatement		SubstanceAdministration		effectiveTime		GTS can handle complex dates including frequency		will need to understand effectiveTime

		EX		EXDOSTOT		ClinicalStatement		SubstanceAdministration		doseCheckQuantity		Alternative representation. Take 200 mg in moring and 100 mg at night could be 300 mg.		EXDOSTOT is not maximum dose		Possible unnecessary, if derivable.

		EX		EXDOSRGM								could be handled in the general timing specification in effectiveTime		don't understand comment

		EX		EXROUTE		ClinicalStatement		SubstanceAdministration		routeCode		all codes allow for verbatim or free text through translation		agree

		EX		EXLOT		R_Product		Product		lotNumberText				agree, I think

		EX		EXLOC		ClinicalStatement		SubstanceAdministration		approachSiteCode				agree

		EX		EXTRTV		R_Product						Talked to Randy L and Gunther S - need specifics on how it is covered		ok, although vehicle may not be part of packaged product

		EX		EXADJ		ClinicalStatement		SubstanceAdministration		actrelationship=has reason linked to an observation				ok, although vehicle may not be part of packaged product

		EX		TAETORD		ClinicalStatement		ActDefinition		id		pointer to the study design, clinicalstatement, substanceadministration - that points to time point event. Fairly complex to derive.		probably, though TAETORD is a somewhat messy derived quantity

		EX		EXSTDTC		ClinicalStatement		SubstanceAdministration		effectiveTime		effective time has a high and low value		will need to understand effectiveTime

		EX		EXENDTC		ClinicalStatement		SubstanceAdministration		effectiveTime		effective time has a high and low value		will need to understand effectiveTime

		EX		EXSTDY								effective time could be used for the DTC or DY but the ActDefinition would be used to link to the Study Design		EXSTDY is derived from EXSTDTC and RFSTDTC

		EX		EXENDY								We know the day of the start of epoch and the day of this activity, therefore this is derived		EXENDY is derived from EXENDTC and RFSTDTC

		EX		EXDUR		ClinicalStatement		SubstanceAdministration		effectiveTime		Verbatim text in CRF		will need to understand effectiveTime

		EX		EXTPT								Linked to Study Design		agree

		EX		EXTPTNUM								Linked to Study Design		agree

		EX		EXELTM								Linked to Study Design		agree

		EX		EXTPTREF		ClinicalStatement		ActRelationship		pauseQuantity, typeCode		In Study Design		I think that's right





AE

		SDTM				HL7 - CDISC Message

		Domain		Variable		Model		Class		Attribute		Comment

		AE		STUDYID								Coverred in ICSR for the entire domain

		AE		DOMAIN								AE or medicial issue - how do you handle this

		AE		USUBJID

		AE		AESEQ

		AE		AEGRPID

		AE		AEREFID

		AE		AESPID

		AE		AETERM

		AE		AEMODIFY

		AE		AEDECOD

		AE		AECAT

		AE		AESCAT

		AE		AEOCCUR

		AE		AEBODSYS

		AE		AELOC

		AE		AESEV

		AE		AESER

		AE		AEACN

		AE		AEACNOTH

		AE		AEREL

		AE		AERELNST

		AE		AEPATT

		AE		AEOUT

		AE		AESCAN

		AE		AESCONG

		AE		AESDISAB

		AE		AESDTH

		AE		AESHOSP

		AE		AESLIFE

		AE		AESOD

		AE		AESMIE

		AE		AECONTRT

		AE		AETOXGR

		AE		AESTDTC

		AE		AEENDTC

		AE		AESTDY

		AE		AEENDY

		AE		AEDUR

		AE		AEENRF





LB

		SDTM				HL7 - CDISC Message

		Domain		Variable		Model		Class		Attribute		Comment		Diane's Comments		Wayne's Comments

		LB		STUDYID								The experimental unit is the experimental unit for a particular study		don't understand comment

		LB		DOMAIN								capturing in different ways that can be derived???? Physical Exam vs Medical History - process where the two concepts are gathered are different. How to distigush these differenct process-- There are other examples as well		agree		Wayne says this is not implimenation specific - he will give reasons when he is on the call

		LB		USUBJID		CareRecord		MaintainedEntity		Id		Need to harmonize for ExperimentalUnit - this is not usubjid but subjid		see comment in DM tab		See DM.

		LB		LBSEQ		ClinicalStatement		Observation		id		sequence in SDTM is just an identifer		LBSEQ is a record identifer.

		LB		LBGRPID		ClinicalStatement		Organizer		id		One or more actions can be organized by the organizer		will need to understand the organizer

		LB		LBREFID		R_Specimen		Specimen		id		Not all cases does the REFID map to specimen.Id		agree		SDTM uses SPECIMEN ID as an example; that needs to be addressed here.

		LB		LBSPID								Do not need to transmit Sponsor's Id or implimentation issue		may be of value if it allows tracking back to CRF or another source of data.		See DM.

		LB		LBTESTCD		ClinicalStatement		Observation		code		code is a complex type that allows for verbatim, translations, the code including code hierarchy		agree LBTESTCD and LBTEST are part of the code

		LB		LBTEST		ClinicalStatement		Observation		code

		LB		LBCAT		ClinicalStatement		Observation		code		Ask LOINC folks if CAT and SCAT has the hierarchy has enough information for these concpepts -		LBCAT and LBSCAT are not part of a code hierarchy

		LB		LBSSCAT		ClinicalStatement		Observation		code		Most likely be organizer. Organizer would need a pick list like Domain, Cat, SubCat, etc		LBCAT and LBSCAT are not part of a code hierarchy

		LB		LBORRES		ClinicalStatement		Observation		value		value is a datatype of any, meaning it could be a physical quantity (1 day, 2 mg), string, code value, interger, real, ratio, etc		agree

		LB		LBORRESU		ClinicalStatement		Observation		value		PQ, as well as most data types have translations		PQ.unit, not PQ.value

		LB		LBORNRLO		ClinicalStatement		ObservationRange		value		Could be an interval the any data type		Not an observation, but normal range

		LB		LBORNRHI		ClinicalStatement		ObservationRange		value		Could be an interval the any data type		Not an observation, but normal range

		LB		LBSTRESC		ClinicalStatement		Observation		value				Not an observation, but normal range

		LB		LBSTNRC		ClinicalStatement		Observation		value				Not an observation, but normal range

		LB		LBSTRESN		ClinicalStatement		Observation		value				Not an observation, but normal range

		LB		LBSTRESU		ClinicalStatement		Observation		value				Not an observation, but normal range

		LB		LBSTNRLO		ClinicalStatement		ObservationRange		value				Not an observation, but normal range

		LB		LBSTNRHI		ClinicalStatement		ObservationRange		value				Not an observation, but normal range

		LB		LBNRIND		ClinicalStatement		ObservationRange		interpretationCode				agree, I think

		LB		LBSTAT		ClinicalStatement		Observation		negationInd

		LB		LBREASND		ClinicalStatement		ActRelationship		TypeCode		Typecode is has reason and linked to sub observation		don't understand comment

		LB		LBNAM		A_AssignedEntity		Organization		name				agree, I think

		LB		LBLOINC		ClinicalStatement		Observation		code				agree, I think

		LB		LBSPEC		R_Specimen		Specimen		code		code = specimenrolecode		agree

		LB		LBSPCCND		R_Specimen		Observation		code				not sure

		LB		LBMETHOD		ClinicalStatement		Observation		code		LOINC code should have this definition?		LOINC will include if LOINC present

		LB		LBBLFL		ClinicalStatement		ActRelationship				Link all observations to the baseline observation. No one observation is labelled as baseline. Alt 1 - could have a sub-observation. Alt 2 - could do a RIM harmonization		don't understand comment		don't understand comment

		LB		LBDRVFL		ClinicalStatement		Observation		derivationExpr		Name of calculation or ActRelationship link to all Acts with a calcualtion, or the calculation or Not Provided		don't understand comment		don't understand comment

		LB		LBFAST								Is this a sub-observation??? Ask others???				May not be a separate observation; even if it is, need to link to all affected lab resutls.

		LB		LBTOX		ClinicalStatement		Observation		value		Separate observation???		more like interpretation code

		LB		LBTOXGR		ClinicalStatement		Observation		value				more like interpretation code

		LB		VISIT		ClinicalStatement		Encounter		text		The lab test will be related to an Encounter		agree

		LB		VISITNUM		ClinicalStatement		Encounter		id

		LB		VISITDY		ClinicalStatement		Encounter		effectiveTime				No, this is day of planned encounter, relative to RFSTDTC

		LB		LBDTC		R_Specimen		SpecimenCollectionProcess		effectiveTime				agree

		LB		LBENDTC		R_Specimen		SpecimenCollectionProcess		effectiveTime				agree

		LB		LBDY								effective time could be used for the DTC or DY but the ActDefinition would be used to link to the Study Design		derived from LBDTC and RFSTDTC

		LB		LBTPT								Link to the Study Design		agree

		LB		LBTPTNUM								Link to the Study Design		agree

		LB		LBELTM								Derived		no, this is planned elapsed time

		LB		LBTPTREF		ClinicalStatement		ActRelationship		pauseQuantity, typeCode		Could be source of or target of relationship the pauseQuantity is used for start 15 minutes before study drug, type code could be startsafter		I think that's right		Probably, but not clear how you get from that to LBTPTREF in a data set.






