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CDISC — What we do

 CDISC s a global, non-profit charitable organization

 Develop data standards to streamline clinical research

* Enable connections to healthcare

* Empowering the valuable information offered by patients
participating in research studies around the world.

Drivers CDISC Team & Volunteers SHARE Ecosystem

SHARE 2.0

https://www.cdisc.org/about/what-we-do



Diabetes work done so far

Diabetes Diabetes ADaM Diabetic Kidney
V1 Supplement V1 Disease V1
Released Aug 2014 Released Dec 2015 Released Dec 2016

eI

https://www.cdisc.org/standards/therapeutic-areas/diabetes




abetes Version 1.0
Released Aug 2014

[ Subject and Disease Characterlﬂim}

Routine Data
Concomitant Medications
Diabetes Treatment

Complication Naivete

History o™
CDASH/SDTM

[Waist & Hip Circumference, Waist/Hip Ratio]

Laboratory Tests ‘

[Glumse Homeostasis and Diabetes Related Marksrsj

Kidney Function
Other Risk Factor Tests ‘

Hypoglycemic Events

[Classiﬂcation if Hypoglycemic evenm}

il Event and Symptom Data
CDASH/SDTM

Blood Glucoese Concentration Data
CDASH/SDTM

Last Meal and Last Diabetic Study Treatment
CDASH/SDTM

Glucose Measurements

[Self-Mnnitnring of Blood G\umse]

CDASH/SDTM

CDASH/SDTM

[Precipwtating Factors, Third Party Assistance, Adverse Event}
ucmswsnm

Treatment for the Hypoaglycemic Event]

CDASH/SDTM

{Meal Data in a Meal Tolerance Test}

[r Events/0 ]

Concepts already developed in Diabetes V1

[Diabetic Kidney Disease]
Released Dec 2016

[ Subject and Disease Characterlstits}

Disease Assessments

[Measures of Renal Function ]
[Measured GFRJ [Estimated GFR] [Pruteiﬂur\a} Common Laboratory Tests
SOTM SOTM SDTM

{chmni’c Kidney Disease Staging }

Renal Endpoints

& [End-Slage Renal Disease (ESRD)J

Adverse Events

Diabetes ADaM Supplement
Released Dec 2015

CDASH 5DTM @
Hypoglycemic Events
(concomitant Medications ) [ Vita! Signs
Analysis Data
] [ Time-To-Event Analysis Datasets ]

Subject-Level Analysis Data Analysis of Glucose Levels

Ao

Self-Monitored Glucose Self-Monitored Glucose
Profile Analysis Dataset Analysis Results

Mixed-Meal Tolerance Mixed Meal Tolerance Test
Test Dataset Analysis Results

ADSL Example

(Anatysis of Givcated

HbAlc Analysis Dataset
HbAlc Analysis Results

{Analysis of Hypoglycemic Episndes}

Hypoglyce:

Analysis Dataset Analysis Results Summary Dataset Analysis Results

Episodes [Hypoglvcemi: Episodes ] [Hypoglvcemi: Episodes ] [Hypoglvcamic Episodes Summary ]

@ cDisc



Summary of the T1D Project

e [ollaborative project between CDISC and The Leana M. and Harry B. Helmsley Charitable
Trust

e Development of new TID CDISC data standards

e Extending the published diabetes standards by developing metadata in the following focus
areas:

e Pediatrics

* Devices

e Prevention

* Exercise

https://www.cdisc.org/standards/therapeutic-areas/diabetes-type-1



Summary of the Project

Data Collection Data Tabulation Data Analysis

> = B

CDASH SDTM ADaM

Beginning to End

https://www.cdisc.org/standards/foundational/cdash
https://www.cdisc.org/standards/foundational/sdtm
https://www.cdisc.org/standards/foundational/adam




Summary of the Project @ cDisC
I 2019 | 20200
Pediatrics and Devices

Exercise | I
Prevention | I




CDISC Standards Development Process

Stage 2 Stage 3a - Stage 3¢ -

Scoping & Mpdelmg of Development Internal Public  [Publication S:[andard
: Biomedical of Draft : : Maintenance
Planning Concepts Standards Review Review

https://www.cdisc.org/sites/default/files/resource/CDISC-COP-001-Standards-Development-2017.pdf



Scoping Process @ CDisC

Prior research into the Research into Public Database Regulatory
proposed standard scientific/medical literature Searches Requirements
Other global requirements/ Implementation Issues with Updates to standards Deferred concepts

Initiatives V1.0 from user community since release of V1.0 From V1.0

——— .

_Scoping

: : . . Narrow scope to a
- Evaluation against existing |dentify new concepts :
- f . smaller, meaningful,
content (gap analysis) for development
set of concepts

Evaluation

T1D P&D
Project Charter Package




T1D Standards Development € cDisC

SCOPE = New T1D Concepts for

Pediatrics & Devices
(not already covered in previous guides)




Summary of the T1D Scope

T1D Project

Pediatrics and
Devices

|
‘ Lab tests related to T1D

/
‘ Vital signs growth patterns

‘ Questionnaires, Ratings, and Scales
/

N



Diabetic Ketoacidosis (DKA)

* Signs and symptoms leading up to a DKA event
* Device information during the event

* Treatments

* Qutcome



CGM and Insulin Management

 Continuous Glucose Monitors
 Representing devices and device properties
 Data from glucose measurements
 Raw data versus summary data
* Data transfers from CGM devices
 (Calibration

* Insulin Management
 Type of insulin delivery
 Type of insulin
e Basal/Bolus dosing and total daily dose
 Management of dose changes
 Correction factors
e Algorithms for frequency/size of meals
» Events related to infusion set/injection site



Diabetic History

 Antibodies for diagnosis of T1D

 Severe DKA at diagnosis

* Duration of diabetes

* History of other auto-immune diseases

* Pubertal status

* Family history of T1D

e Family history of autoimmune disease

* History of exposure to viral diseases

* Diabetes treatment history (including diet and exercise)
 Hypoglycemic unawareness



Lab tests related to T1D

 HLA typing (pharmacogenomics)
e Sexual development hormones (Testosterone, LH)

e T1D Antibodies
 Lab related data from CGM devices (raw versus summary)



Vital signs growth patterns @ cDisC

* Height/Weight BMI for abnormal growth patterns
* Analysis: percentiles of BMI and blood pressure specific for pediatrics
(for example US CDC percentile)



Questionnaires, Ratings and Scale

* Final scoping for Pediatrics & Devices will be combined with

the scoping of Exercise to provide a final list of QRS
instruments to develop CDISC data standards supplements for
* Scoping for the exercise component of the project will start at

the end of October 2018



Pediatrics, Devices, Prevention and Exercise




Next steps @ CDIsC

Stage 2 Stage 3a - Stage 3¢ -

. Modeling of Development : . Standard
Scoping & . g P Internal Public | Publication :
. Biomedical of Draft . . Maintenance
Planning Review Review
Concepts Standards

Modeling of Biomedical Concepts

* Develop an approach for meeting the initial requirements participates in

* Define in more detail the information that will comprise the proposed ) T

: : : - "4 {(metnod )27 —»{ reference )
new or enhanced standard, including comparisons to existing - h
standards. v

Waist Measurement
Result —has—>

* Developing concept maps to facilitate semantic understanding of new ma be/y@*"
) ) - . unit y *
information requirements where appropriate. - ]




Q&A Session @ cDpisc

Please direct any off-line questions or comments to John Owen
(jowen.external@cdisc.org ) '



mailto:jowen.external@cdisc.org

Back-up slides € cDisC




Concept Map Example - Diabetes Diagnosis € CDisC

[
participates in

v
Diagnostic | N -
|
results in ‘
+ { prespecified
p " category=Diabetes
Diagnosis |— has i

/'[Type 1 Diabetes)

——is one of\‘
[Type 2 Diabetes)

Concept Map 1: Diagnosis of Diabetes




CDASH Example — Diabetes Diagnosis History @ cDisC

+ Annotated CRF: Diabetes History

Enter the date of diagnosis of diabetes Diagnosis Date

P— dd/mm/yyyy
DIAGHNOSIS

Select the specific type of diabetes Type 1 Diabetes
Type 2 Diabetes

Yes Mo
Yes Mo
DIABETES
« View CRF Metadata
Question Prompt |Type CDASH CDASH [ SDTM SOTM | Case Report Mapping Instructions Implementation Instructions Permissible |Pre- Hide?
Text Variable Core Variable Core |[Form Values specified
Name Name completion Value

instructions
Date of Diagnosis | date MHSTDAT |HR MHSTDTC |Perm |Enter the date of |Map directly to SDTM. Full Date Optional, Year expacted.
Diagnosis of | Date diagnasis of Also maps to QVAL in SUPPMH
Diabetes diahetes. with QNAM= MHDXDTC and

QLAEBEL= Date of Diagnosis

MIA MIA feut MHEVDTYP |O MHEVDTYP |Perm DIAGNOSIS DIAGNOSIS | Y
Type of =X MHTERM HFR MHTERM Req |Selectihe Map directly to SOTM Examples of codelist could be "Type 1 Diabetes” | Type 1
Diabetes specific type of and "Type 2 Diabeies”, which types to collectis a | Diabetes, Type

diabetes. judgment to be made by the sponsor. 2 Diabetes
MIA MIA poolean [MHPRESF |R/C MHPRESF |Perm |Pre-specified =% |Map directly to SOTM When MHTERM is pre-specified, this value is ™™, Y b
MIA MIA boolean (MHOCCUR |R/C MHOCCUR |Perm Map directly to SOTM When MHTERM is pre-specified, this value is ™™, Y A
MIA MIA feut MHCAT RIC MHCAT Perm |Pre-specified = |Map directly to SOTM DIABETES |Y

DIABETES




SDTM Example — Diabetes Diagnosis History il JexNe

« mh_xpt

mn.xpt

Row | STUDYID |DOMAIN | USUBJID |MHSEQ MHTERM MHCAT |MHPRESP |MHOCCUR| MHDTC |MHSTDTC EVDTYP
1 AN Z MH Y Z-001-001 1 TYPE 1 DIAEBETES |DIAEETES i W 2010-09-26 | 2010-03-25 DIAGHDSIS
Z BNE MH KYZ-001-002 1 TYPE 2 DIABETES |DIABETES W W 2010-10-26 | 2010-04-25 DIAGNDSIS

MH NSV Metadata

Variable [Label Type | Role Origin

EVDTYP |Event Date Type |text | Non-5Standard Record Qualifier |CRF




ADaM Example — Hypoglycemic events

Table 3.1.1: ADHYFO Analysis Dataset

oy
AL | CEDECOD

Fow | STUDYVID | USUBJID TWASAFYN ASTDTAL TETEMFL| SELFTEFL | SYAPFL| NOLTFL
1 XYZ 000001 [HYPO | [Hypoghvoema Y 0T5ap2012 22:20:00 k4 N Y ]
1 Xz 000001 [EYPO I (Hypegiyoema N 105ap2012 09:12:00 T Y N N
3 X¥Z 000001 [HYPO 3 (Hhpogivesma N 1082p2012 23:05:00 4 Y Y Y
4 XYZ 000001 [HYPO 4 [Hhypoghvoema N 1152p2012 15:24:00 k4 Y Y ]
5 Xz 000001 [EYPO I (Hypegiyesma N 185ap2012 11:35:00 T Y N N
CETR™ ATl
§ | xvz | oooom |EYPOI|Epemiveemds| N |20co0i2inzens| v ¥ N u 34 8 6 e
1| =z | comom |EvPO:|Epeghesmial ¥ |mocotzissse| v ¥ ¥ N 14 4 g 53'3'“:;'%
TR 011
] Xz 00002 [EYPO 3 (Hypegiyoema N 1 THew2012 05:01:00 T | N Y 2.8 1] 1 :L‘ ?:lg:ll
Few | LAMLEELTM | LMLEFLTU LEXRELTM | LEXRFLTU ASEV ASEVGRL A
1 {comi) 116 Mfimmes 120 Mimmtes Savars Hypoghyramia Documanted Symptomatic or Sevee Hypoghyoamia :";—E
1 {comnd) 57 Mirees &0 Mimmtes Senvars Hypoghyransia Documanted Symptomatic or Seree Hypoghyoenma :‘:—E
3 {cond) 112 Mimes 180 Mimmtes Sevars Hypoghyreamia Documanted Symptomatic or Serae Hypoglycamia ::';
4 {cond) - Mfimmes 8 Mimmtes Savars Hypoghyramia Documanted Symptomatic or Sevee Hypoghyoamia :";—E
3 {cond) 192 Mirees 150 Mimmtes Senvars Hypoghyransia Documanted Symptopatic or Seree Hypoghyoema :hﬂ'_:
Asymaptorextic Hypoghvoanis, Probable Dires
§ (cond) 210 Mirees 37 Mimmrhes Psando-Hypoghyoama Symphontic E-.
Ehpoghyoamia or Peeudo- Envpoaivosmnia
T {comd) 189 Mirees 1 Mimmrhes Senvars Hypoghyransa Documanted Symptomatic or Seree Hypoghyoema J’E—_E
5 {cond) 91 Mimes L Mimmtes Sevars Hypoghyramia Documanted Symptomatic or Sevee Hypoglycamia :hﬂ'_;

@ cDisc



The Global Team

@ cDisc

Forms the core standards
development Team

CDISC standards development
experts

Diabetes SMEs from external
organizations

Provide concepts from Real World
Data

Forms the global standards review
community

Leads to consensus based
standards



