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coniiiis What's the problem we are
i solving?



How do we go from this...
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...to this?

CDISC Pilot — eTFL Library Generated using TFL Designer {Community, wl.0] Page 1 of 30
LRE-VE-TO1
Summary of Observed and Change from Baseline by Scheduled Visits - Wital Signs
Safety Population
Hanomeline Low Dose Hanomeline High Dose Placebo
tEla_ramEter (Unit) [H=84) [H=E84) [H=8&)
Visit n (%) n (%] n (%]
Diastolic Elood Pressure (mmHg)
Baselines
n 252 252 255
Mean (SD) T7e.4 [10.25) 783 [10.27) 77.1 [10.31)
Median Te.0 755 TH.O
Min, Max 48, 1lo8 51, 1lo8 40, 110
Wesk 2
n 251 243 252
Mean (SD) 78.2 [3.83) 7e.4 [10.78) 74.5 [10.42)
Median Te.0 77.0 T4.0
Min, Max 45, 102 43, 118 45, 100
Wesk 2 Change from Bassline
n 212 215 223
Mean (SD) -0.2 [3.53) -2.0 [11.54) -2.% [10.27)
Median 1.0 -2.0 -3.0
Min, Max -28, 32 —-35, 28 —-34, 30
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Rinse and Repeat... SDTM, ADaM, TFL

Annotations Specifications Programs

NC STO.
DT HSPANC OR LATING

16 - id ;
17 studyidestrip(subsctr(subject,1,7));
8 & :

id ;
19 siteidwscan(subject,3):
20  * Subjid :

21 /+ sub can (subje:

22 subjidestrip(scan (subject

subjid :
24 usubjidestrip(subject):

28 /+ usubjidwcatx('-',studyid,sit

ubstr(sex_,1,1);

c=strip (ethnic_std);
e

e

_raw,''),dates.),e8601da.);

NOT WISPANC OR LATINO Past Sker Y 0500101012 2

Tac china £ilip japan white black:
36  do i=1 to dim(rac):

FERESBRRBRRRROIIIANANS)

37 if rac(i)=1 then rac(i)=1
) £ se else if rac(f) le O then rac(i)=
9 39 end;

40 iy CDISC Pilot - eTFL Library Gansrated uaing TFL Designer (Communicy, v1.0) Page 1 of 30
PRI T i 41 if sum(china,f1lip,)apan)>=1 then asian=l;
4 I ack,white,asian)>1 then RACE="MULTIPLE"; i
2 fom (BLACK;pLACE; a0dan) e ACE Summary of Obssrved snd Change from Bazaline by Scheduled Visits - Vical Signs
- 43 else if blackel then race="BLACK OR AFRICAN AMERICAN®; [
s 44 else if whitesl then race="WHITE";
. i s S Fanoneline Tov Dose | Kamomeline igh Dose Flacabo

s xeep domain studyid subjid sub [—— ) wee) (e

46 run; visic B P B

47

Diascolic Blosd Pressurs (smy)

48 proc sort data=demol; i
desn (D) 6.5 (0.25) 76.3 a0.zm 7.1 a0.sn
ey 6. 75. 8.
Hin, Hax a2, 108 s, 108 w0, 110

ek 2
desn (5D) 162 (9.89) 6.8 (0.70) 745 (042
oty 6. 7. 704
Hin, Hax o, 102 e, 112 55, 100
Wask 2 Change from Baseline

desn (D) 0.2 (.59 2.0 arse 2.5 ao.2m
ey 10 2.0 2.0
Hin, Hax 22, 32 se, 20 58, 30
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Why do we do it this way?



veramed

End-to-End Biometrics

Moving from electronic to digital

Electronic Digital
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Moving from electronic to digital

Electronic

cdisc

Study Data Tabulation Model
Implementation Guide: Human Clinical Trials

Version 3.4 (Final)

Developed by the
CDISC Submission Data Standards Team

Notes to Readers

#  This is the implementation guide for human clinical trials comesponding to Version 2.0 of the CDISC
Smdy Data Tabulation Model

Revision History

Date Version
2021-11-22 3.4 Final
2018-02-20 3.3 Final
2013-11-26 3.2 Final
201207-16 3.1.3Fina
2008-11-12 3.1.2Final
2005-08-26 3.1.1Final
2004-07-14 31

See Appendix F for reprasentations and warranties, limitarions of Kabiity, and disclaimers.

Digital

id: https://www.cdisc.org/cosmos/1-8

name: COSMo5S-Biomedical-Concepts-Schema

imports:

- linkml:types

prefixes:
linkml: https://w3id.org/linkml/
cosmos: https://www.cdisc.org/cosmos/1-8

MCIT: http://purl.obolibrary.org/obo/NCIT_
default_prefix: cosmos
default_range: string
classes:

S5DTMGroup:
tree_root: true
slots:

- packageDate
- packageType
- domain

- shortName
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Enabling tool-based biometrics

QJ Studies I

Sliber

«

@ About studies

Process Overview

tle Page

Manage Studies

[ Define Study
View Specifications
Standarisation Plan
Study epoch

Protocol Elements

Visit short name
Study day

CRF Specifications
PharmacM Specifications
Trial Supplies Spacifications
General
ODM Specification
SDTM Specifications End of Study
SDTM Study Design Datasets
ADaM Specification

EFFICACY

View Listings

& *My.sdtm
rﬁ_‘. Resource Set

v & platform:/resource/demo2/My.sdtm

w4 SOTM 2.0
w < Obszervation Interventions
< Topic TRT

< Qualifier MODIFY
< Qualifier DECOD
< Qualifier MOOD
4= Qualifier CAT
= Qualifier SCAT

< Observation Events
<+ Observation Findings

Library

Flowchart

ADD NEW STUDY

Protocol Elements (CDISC DEV-0) @

Objectives and Endpoints

Protocal Flowchart

Visit window (days)
SUBJECT RELATED INFORMATION

Randomisation
Physical Examination - early ph1
Body Measurements

Eligibility Criteria

Laboratory Assessments
Glucose Metabolism
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Mame
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Study Design

SELECT STUDY

iscoEvo g B @
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w =
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s

E] 3
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Qualifier CAT
Qualifier DECOD
Qualifier MODIFY
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What are Biomedical
Concepts?
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e CDISC Biomedical Concepts and

= SDTM Dataset Specializations

- 3 Key pieces Each BC has a

unique ID

e Conceptual Layer — standards agnostic BC’s
e Provides semantics - aligned with NCI terminology
e Supports study design, Schedule of Activities (SOA)

-----

~# e |mplementation Layer - Dataset Specializations aligned with standards
R e Dataset specializations as an extended dataset structure
S e Value level data supports programmers

e Pre-configured building blocks for Define-XML USDM,

e Tailored to BCs to link with unambiguous semantics & definitions EEGIBJAYS] g IESIDRRY/

e Extend foundational standards
e Add explicit relationships between variables
e Additional operational metadata, e.g., data type, etc. Eventually all

CDSIC standards

Ll
Cd |SC #ClearDataClearlmpact



SDTM
Variable

Example BC Data Model

VSORRES
(float)

_— et
BC Core " SDTM ariable
o . 1.. Group \
. VSORRESU
Height HEIGHT \ 1
(coded)

CDASH
Group

CDASH
Variable

HEIGHT_VSORRESU

HEIGHT

Attribute
Vital Sign

Attribute

Unit of
Height

CDASH
Variable

HEIGHT_VSORRES
(float)

~(veramed

Enum

Codelist
(VSRESU)

1.1



The BC Browser

https://www.cdisc.org/cdisc-biomedical-concepts

< G ] https://www.cdisc.org/cdisc-biomedical-concepts AD o T:\E Update g g

o0
c I sc About Standards Tools Partnerships Education Events Membership Members Only

Home / CDISC Biomedical Concepts

CDISC Biomedical Concepts

Overview Resources Exports BC Browser

The BC browser s users to quickly and easily search, filter and find the latest BCs and SDTM Dataset

Specializations in the CDISC Library.

Click Here to Access the BC Browser

iomedical Concepts Browser Training Video

Newest Package: 2024-12-17
Total of Biomedical Concepts: 461
Total of SOTM Dataset Specialization: 439

Iy

(T s

e o -
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https://www.cdisc.org/cdisc-biomedical-concepts

SDTM Dataset Specializations

Domain SDTM Short Name SDTM Variable More
_ Dropdowns
VS A Height hd All hd

BC Short Name = Domain Note: When applying one filter, it applies to the other dropdowns.

Use ctrl + click to do multiple selections in the same filter. @

2024-12-16 VS VS.WSTESTCD HEIGHT Height VSDTC

2024-12-16 Vs VS.VSTESTCD HEIGHT VSORRESU

2024-12-16 Vs VS.VSTESTCD HEIGHT Height VSSTRESN

2024-12-16 VS VS.VSTESTCD  HEIGHT Height VSTEST
]



SDTM Dataset Specializations

Domain SDTM Short Name SDTM Variable
v i v
Search VS Height All
BC Short Name = Domain Note: When applying one filter, it applies to the other dropdowns.

Use ctrl + click to do multiple selections in the same filter.

VSDTC is the date of occurrence for 1S_TIMING_FOR

Timing VSTESTCD

Qualifiery VSORRESU is the unit for the value in IS_UNIT_FOR WVSORRES

Qualifiery VSSTRESM is the result of the test in IS_RESULT_OF VSTESTCD float

HEIGHT Qualifiery VSTEST decodes the value in DECODES VSTESTCD

More
Dropdowns
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Takeaway

* Move from electronic to digital
* Machine readable standards
« Enable tool-based workflow
» Codelists + Relationships + Dataset Specializations
e Currently CDASH and SDTM
« BC used in USDM
« Coming to all CDISC standards



Thanks!

Questions?

Stuart.Malcolm@Veramed.co.uk

https://www.linkedin.com/in/stuart-malcolm/
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