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agenda

Ny might we need one

nat instances already exist

nat are their common features
nat one might look like

nat would be its scope

nere do we go next



motivation

* specification

— | want this data to be collected
 Interoperability

— we should be collecting this data

— we have collected this kind of data before

e documentation
— this is how this data was collected
— no, this is what this data means



motivation ...

o discovery and reuse

— of data
 was any data like this collected?

— of form designs
 can | save some time here?
* is there some way of collecting this kind of data that is validated?

* model driven software engineering

— | need to guarantee that my system collects the data | have
described

— | need bespoke functionality, not bespoke software
— | want my software to be more general



examples — In paper

e euro QoL
« TCGA follow-up form (NCI, partial specification)
* business process templates



examples - electronic

open clinica/redcap

slot extensions in EAP software
caDSR

CDISC ODM

HL7 CDA

DDI 3.x



Definition

Units of ETE]

type

Format

Measure/
Enumerations

Related Data
Elements

Followup The time period of the follow up event 12 months String  n.a. TCGA FU Form
interval S question 1
36 months
48 months
60 months
Tumour A boolean indicator to gate questions Yes String  n.a. TCGA FU Form
progression about tumour progression. When No question 2
observed implementing on forms, ensure that it is
possible to distinguish between null, yes
and no.
Tumour Numeric value to represent the year of n.a. String  YYYY TCGA FU Form
progression tumor progression in an question 2.3,
yEar individual after initial treatment. Ve
Tumour Numeric value to represent the month of n.a. String MM TCGA FU Form
progression tumour progression in an question 2.1,
month individual after initial treatment. cRbaR 87014
Tumour Numeric value to represent the day of n.a. String DD TCGA FU Form
progression tumour progression in an question 2.2,
day individual after initial treatment. PR A8INS
Tumour A boolean indicator to gate questions Yes String  n.a. TCGA FU Form
recurrence about tumour recurrence. When No question 3
observed implementing on forms, ensure that it is
possible to distinguish between null, yes
and no.
Tumour Numeric value to represent the year of n.a. String  YYYY TCGA FU Form
recurrence year tumor recurrence in an question 2.3,
- . DSR 2897008
individual after initial treatment. «
Tumour Numeric value to represent the month of n.a. String MM TCGA FU Form
recurrence tumour recurrence in an question 2.1,
month caDSR 2896991

individual after initial treatment.
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metamodel elements

Identification

static structure and mapping
validation

control logic/flow



metamodel elements - structure

e guestions

— typing

— Instruction text

— their relationship to data elements
e sections

— their relationships to other sections on other
forms

 the container
— essential annotation of scope



metamodel elements - validation

o field-level data checking logic
— narrows typing information from ISO11179
— account for dependencies (scope?)

e default values



metamodel elements - flow

ordering

paging
skip logic

to what extent is style in scope?



administered
Iitem

terminology value domains data elements




