Rachel and Jennifer introduced the first attempt at mapping the free text narrative mock data into the SDTM model (see Patient1 Data in SDTM – link??)

Rachel introduced it in her email: “CDISC (SDTM) model is for FDA reporting of data from a completed clinical trial - with planned visits, exposures, etc. Therefore we are not using it as intended. I can't think of any logical reason that narrative data such as this would ever be put into SDTM, but I do hope that this exercise will give everyone a flavor of the model.”

Jennifer also gave in the telephone conference some introduction to  CDISC SDTM (Study Data Tabulation Model): It is a data model for interchange of observations per patient using a tabulated model. Consists of different domains for interchange (e.g. Vital Signs, Lab, Medical History) with defined variables for the names of the different types of tests (e.g. variables VSTESTCD and LBTESTCD for names as strings, such as “DIABP” and “HGB”) from controlled terminologies with terms taken from NCI Thesaurus and published in Excel files. Rows can be grouped and related within and between domains. Rows of tests also have more descriptive names and can be categorised and subcategorised (e.g. Hemoglobin categorised as Hematology)  

Rachel and Jennifer pointed out that much of this vocabulary is not yet finalized as standard for SDTM, so most of the term labels are not accurate.

Vipul asked about vocabularies for Medications. Rachel was not sure what value lists or terminologies are used by SDTM for concomitant medications, or if they even have a suggested vocab for that area.She will research this for next meeting as an Action Item.

It was noted by Kirsten that the sample mocked up data should have the BP codes in the Vital Signs (VS) domain instead of the Physical Exam. 

Eric pointed out the importance to rethink this tabulated model including redundant fields with names and categories for each row of data, and instead use URI:s to reference terms in terminologies published in OWL and SKOS. Vipul mentioned the strict system HL7 uses for so called coded entities.  

Jennifer’s examples (link) included what DCM call pre-coordinated terms, e.g. “Tilt-SYSBP”, coordinating the different parts of a specification of a measurement such as the position of the patient and the test type. However, this is not the approach CDISC have applied. Instead qualifiers are used to capture the position. Vipul was pleased to hear that as HL7 have the some approach. However, a shared problem in both clinical studies and in health care is that qualifiers needs to be made explicit.

Vipul showed the RDF Representation of Patient1 Data based on SDTM (link) he did based on Jennifer’s example data. Discussions came up about how to structure the RDF graphs, for example Vipul had applied  the structure from HL7 to structure the administrations information for drugs. See slide 4. Vipul have also used the OWL time standard in the examples. Eric P. described some pros of cons of OWL:time in relation to xsd:time. Kerstin mentioned the ISO8601 date/time standard that CDISC is using as it is can represent incomplete/partial dates, such as only a year and month. 

Eric P got a task to write a note on time representation for health care / clinical data.

The discussion then focused on the implementation and how convert between various formats and Eric N urged us all to look into Babel.

Vipul proposed to focus the implementation of these domains:

Laboratory, Medications, Phyiscal Exam and Vital Signs.  Rachel agreed that these were most important areas in terms of describing protocol eligibility, and suggested that Lab be area of first priority.

The topic of the relationship between CDISC lab codes (hosted by NCI as a list of preferred lab test names) and LOINC codes (the likely standard for clinical data) is unclear. Rachel believes that, although generation of CDSIC lab tests might have been influenced by LOINC, there is no current link between the two. There is a possibility that NCI EVS provides this link. Rachel and Kirsten will research this topic as an Action Item.

