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COSMoS Project Overview Simplified Model that Separates Concepts and Data Model Metadata

PURPOSE COSMoS BIOMEDICAL CONCEPTS (BC)

- Reduce variability in standards implementations » Simplify overall model Base VS Dataset Definition
° Increase metadata_driven automation ° Non—norm atlve Standards vs.xpt, Vital Signs -Findings. One record per vital sign measurement per time point per visit per subject, Tabulation.

- Controlled )
. . . . M M Variable Name Variable Label Type | Terms, Codelist Role CDISC Notes Core
- Reduce barriers to operational implementation - Decouple abstract BC model from implementation model
. ° M M M DOMAIN DoTnain AbbreviatiorT Char | VS Ident?ﬁer Two—‘character abbre‘viatior} for 'Fhe doma-in. i — Req .
° I m prove transparency I n data flOW EDTM and CDASH dataset Spec Ial IZatlonS are extended Add explicit USUBIJID Unique Subject Identifier Char Identifier i(iesr:;ll)f:irsgis(:e:sti(;:glls;egl};ﬁgﬁggl:t.subjectacrossall studies for all applications Req Add Operatlonal metadata
. . . . . . VSSEQ Sequence Number Num Identifier Sequence Number given to ensure uniqueness of subject records within a domain. Req
* FIIl gaps SUCh as semantlcs’ relatlonShIpS’ Value-level ataset StrUCture relatlonShlpS between — VSGRPID Group ID Char Identifier gﬁ%ﬁzz&ﬁzs&i&%ﬁtkofrelatedjccordsinasir-l]gledomainforasubiect. Req c SUCh as data type’ Iength’
metadata in current standards - Easier to deve|0p variables VSSPID | SpomariDefined endlfer e onties or defact m he oo otonal dabars it e significant digits, value
. . VSTESTCD |Vital Signs Test Short Name ~ [Char | (VSTESTCD) Topic Short name of the measurement, test, or,.examination described i.n VSTEST. It can Req
- Less configuration needed to use standards - Easier to implement, usable out of the box e e v g st il
Characiers tht than e, nbers, o nderscore, Example: SYSBP.
L DIABP, BML _

OBJECTIVES AND KEY RESULTS
- Abstract BC conceptual layer based on NCI BC Data MOdeI

terminology and ontology with links to external
coding systems, e.g., LOINC

Add relationships to concept-based dataset definition specializations

VS. HEIGHT specializationi VS.SYSBP specialization v VS.HR specialization l

c vs.xpt, Vital Signs -Findings. One record per vital sign measurement per time point per visit per subject, Tabulation. vs.xpt, Vital Signs -Findings. One record per vital sign measurement per time point per visit per subject, Tabulation. vs.xpt, Vital Signs -Findings. One record per vital sign measurement per time point per visit per subject, Tabulation.
lllllllllllllllllllllllllllllll
° [ ° . (] . Variable Name Variable Label Type | Terms, Codelist Role CDISC Notes Core Variable Name! Variable Label Type | Terms, Codelist ole CDISC Notes ore Variable Name! Variable Label Type | Terms, Codelist Role CDISC Notes Core
° SDTM rrrrrrrrrrrrrrrrrrrrrrrr
I I I I p I I e I I I I p e I I I e I l a I O I I ay e r W I BC COre STUDYID __[Study Identifier Char Identifier _|Uni STUDYDD __[S Char STUDYID __[Study Identifier Char
DOMAIN Domain Abbreviation Char | VS Identifier DOMAIN Char | VS DOMAIN Domain Abbreviation Char_| VS
° ° ° ° Bod rou p USUBJID Unique Subject Identifier Char Identifier USUBJID Char USUBJID Unique Subject Identifier Char
or s
pre-coordinated dataset specializations ody e e
H e I g ht VSGRPID Group ID Char Identifier VSGRPID Group ID Char VSGRPID Group ID Char
VSSPID Sponsor-Defined Identifier  Char Identifier VSSPID Sponsor-Defined Identifier Char VSSPID Sponsor-Defined Identifier  |Char
- Formal data model and schema ~
VSTESTCD  |Vital Signs Test Short Name ~ |Char [ (VSTESTCD) Topic Short name of the measurement, test, ination described in VSTEST. Itcan ~ |Req VSTESTCD  |Vital Signs Test Short Name ~ |Char [ (VSTESTCD) Topic Short name of the measurement, test, or, examination described in VSTEST. Itcan ~ [Req VSTESTCD  |Vital Signs Test Short Name ~ [Char | (VSTESTCD)
e used as a column name when conve a dataset from a vertical to a be used as a column name when converting a dataset from a vertical to a
L4 . . horizontal format. The value in VSTESTCD cannot be longer than 8 characters, horizontal format. The value in VSTESTCD cannot be longer than 8 characters, Ihorizontal format. The value in VSTESTCD cannot be longer than 8 characters,
Y t r l I C t l I r e m a C I n e - r e a a e O r m at V a I at e W I t nor can it start with a number (e.g. “1TEST”). VSTESTCD cannot contain nor can it start with a number (e.g. “ITEST”). VSTESTCD cannot contain Inor can it start with a number (e.g. “ITEST”). VSTESTCD cannot contain
characters other than letters, numbers, or underscores. Examples: SYSBP, characters other than letters, numbers, or underscores. Examples: SYSBP, characters other than letters, numbers, or underscores. Examples: SYSBP,
DIABP, BMI. DIABP, BMI. DIABP, BMI.

conformance rules
- Retrievable via CDISC Library APls

CDASH Concept codes/naLwe added to dataset \

» CDISC curation and governance process Group For each dataset specialization update metadata and used to provide the Concept-specific codelist subsets
HEIGHT the variable definitions to match what is semantics for each specialization created for use in the specializations.
INITIAL USE CASES needed to represent the concept. A Maintained as part of the CT

. . . ' dictionary. A column value or default
- Publish BC content as Define-XML document in- concept code and name is added to o

. each dataset definition. A Where Clause will be specified.

cluding Value Level Metadata .
for the specialization may be added.

- Retrieve a list of assessments for study Biomedical Concept System

UML Diagram (Draft) UML Diagram 2 (Draft)
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BiomedicalC - example_set:string * subset_codelist:string ? object:string
id:strin OniSele e data_element_concept O..* id:string SDTMGrou value_list:string *
e g Q\ . id_uri(i):uri ? P role;string ?
id_uril:uri ? bc_category:string lo—
(o=

data_type:SDTMVariableDataType ?

Coding domain:strin Assi
oy : : signedTerm
parent_id:string group_short nameqstring sdtm.variable 0. SN 2 assigned_term 0..1 " g
short_name:string codesstring vim arolohimm | } format:string ? \ o » dectriage
. . 5 } _group_lid:string A . A code:string -
result_scale:BiomedicalConceptResultScale * coding O..* system:string vimisoll I significant_digits:integer ? valuciar
definition:strin ' : y g : iable: ? '
. . g system_name:string ? sdtmistanti e mandatory_variable:boolean
id:string ) ) mandatory_value:boolean ?
) S sdtm_end_version:string ? yp ~ 5
id_uri(i):uri ? bi dical i destring 2 origin_type:OriginType * .
lIomedical_concept_la:string : Codelist

origin_source:OriginSource ? codelist 0..1
comparator:Comparator ?
vim_target:boolean ?

submission_value:string

id:string id:string
id_uri:uri ? id_uri(i):uri ?
Biomedical Concepts Link to ISO 11179 Model Focus on your data. Let the standards come to YOU el ——
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Represents the meaning of a variable and consists

vs.xpt
; e R—ANg [Row [ STUDYID[ DOMAIN| USUBJID [VSSEQ[VSTESTCD|  VSTEST _ | VSPOS | VSORRES | VSORRESU [VSSTRESC| VSSTRESN [ VSSTRESU [ VSSTAT|VSREASND| VSLOC [VSLOBXFL[VISITNUM[ VISIT [VISITDY[ VSDTC [VSDY
of a concept code identifier and a definition T o T T S e B B B L A B R -~
. . vs.xpt
DoeS NOT necessar”y represent an aCtua| Standard Var|ab|e [Row [ STUDYID [DOMAIN] USUBJID [VSSEQ[VSTESTCD[  VSTEST | VSPOS | VSORRES | VSORRESU | VSSTRESC| VSSTRESN | VSSTRESU | VSSTAT[vsPr” BXFL[VISITNUM] VISIT [VISITDY] VSDTC [VSDY T
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ABC-00T- Systolic Blood [ W a u‘ 2022-06- 1
- ~ I Ie e n tati o n 1| ABC vs o1 1 SYSBP preseure | STTING| 154 ‘ ‘\‘\.\e .‘O( Y O 1 Baseline| 1 “aromas | 1 1 | — °
I I l I l l ABC-001- Diastolic Blood < : AL 2022-06- 1
SDTM VS VSPOS p 2 ABC Vs 001 2 DIABP - OS\ O \S ARTERY Y 1 Baseline 1 19T08:45 1 1— 1 _
c 5 001- 06 —
Layer ] e e ] e MO°0 o CU N IR N il I e B - C o l u S N
ABC-001- u ( “g 2022-06- Vo
4 ABC VS 001 4 Y O en‘\ 50.5 kg Y 1 Baseline 1 19 1 1— 1
. 5 | ABC Vs ABEﬁm’ 5 . \e( { zals/min 72 72 beats/min C:RRT(ZE\? Y 1 Baseline| 1 20212;)6’ 1T
The conce t is tethered to SDTM here Enumerated Value Domain Described Value Domain T \m : Som0E 1
6 ABC VS 001 6 34 breaths/min 34 34 breaths/min Y 1 Baseline 1 19 1 —_—
7 ABC Vs AB;(:OW' 7 WP | Temperature 37.1 c 371 37.1 C EAR ¥ 1 Baseline| 1 20212;06 1




