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l Clinical Study Data Lifecycle

1 From study-level metadata to raw subject-level data

In practice

‘.. Key Takeaways
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Trial Design Tables & Regular Datasets

SDTM
Datasets

Trial Design
Tables
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Bringing your SDTM data alive

@ cpisc

Trial Design
Tables

@ cpisc

SDTM
Datasets
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Study ldentifier
DAN4T2
DAN4T2
DAN4T2
DAN4TZ
DAN4TZ
DAN4T2
DAN4T2
DAN4T2
DAN4TZ
DAN4TZ
DAN4T2
DAN4T2
DAN4T2

Domain Abbr...
LB
LB
LB
LB
LB
LE
LB
LB
LB
LB
LB
LB
LB

Category for ...
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY
BIOCHEMISTRY

Result or Find..
288
16.81
272
1815
27
18.23
266
16.87
271
17.14
275
18.71
279

QOriginal Units
umalL
ng/mL
umalL
ng/mL.
umollL
ng/mL
umoalL
ng/mL
umoliL.
ng/mL.
umolL
ng/mL
umalL




Study-level to subject level

@ cpisc

From study-level metadata to raw
Trial Design
Tables

subject-level clinical data
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IC€E

In pract

@ cpisc
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App Demo

DISCLAIMER Data have been created for the demo purpose
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Next steps

From study-level metadata to raw
subject-level clinical data

@ cpisc

Trial Design
Tables
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@ cpisc

SDTM
Datasets

ADAM
» Analysis data capitalization
» Clinical study results/report
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Key Takeaways

e Standardized, Integrated Data are useful

* Understandable overview of data for the clinical study teams

e Quickly consumable metrics for operations & leadership

e Stat Team can consider specific cases in SAP redaction or derived data specs

* Validates business value of standards governance
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CREATED DATA
GLOBAL OVERVIEW FOR DEMO PURPCSE

Brand Chronology
Color by: D
Mb of Studies per Brand DAN445 b
DAN427 e,
@ 31 - Max (34) DAN3S1 %—
BRAND 1 @®19-21 DAN3T2 —
® 10-18 g DAN349 - ey
- b DAN308 s
. - -
O Min (1) -5 g DAN285 ¥ i S _
& DAN258
DAN214 ._'H#-—'
DAN146 o
o D—
BRAND 2 () 01/01/2002 01/01/2004 01/01/2008 01/01/2008 01/0172010 01/01/2012
Study Date
By Division Number of Sites Involved Countries €
Colar by: 7 Colar by:
Clinical Study Spon... Mb of Studies
@ DMISION 1 2 (Empty) @ 20 - Max (122)
@ DIVISION 2 ' ® 10-20
@®:-10
2-5
3 |6 bt
@1-2
4 5 8 10
14 3 35
16 43 12
z 17 10 28
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/'5 CREATED DATA
pE. A A EXP ION FOR DEMO PURPOSE
Study Type Randomization Population Status Gender
Color by: Caolor by: Color by: Calor by:
Heslthy Subject Hesalthy Subject Pediatric Status Sex
@ INTERVENTIONAL [ @ ADULT @ BOTH
@ OBSERVATIONAL @ Na @ BOTH oF
[N @ CHILD oM
O (Empty}
Healthy Subjects Indicator Study Indication
Color by: Color by:
Healthy Subject Nb of Studies
@ @ Max (13)
L NFECTIOUS CHOLESTEROL @ Min (1)
1 NA
[

APPETITE

@ DANONE ONE PLANET. ONE HEALTH




g STUDIES SELECTI

Select the Brand(s):

Type to search in list Reset filters
(Al T walues
BRAND 1
| BRAND 2
BRAND 3
ERAMND 4
BRAMND &
Select the search end point(s):
- By category: - By name:
Adverse Event Type to =earch in list
Demographics | (2 138 values
Lsharatory Test 25-Hydroxyvitamin D [ Inactive ...
Questicnnaire 3, 4-methylenedioxymethamphe ...
Substance Use Age
p . Alanine Aminotransierase [ SGFT
Vital Signs Test Albumin / Microalbumin
Select the test product compound(s):
- By category: - By subcategory: - By name:

COMPOSITION
PROCESS

Type to search in list
| (2 11 values

Type to search in list
|| (A} 121 values

@ DANONE ONE PLANET. ONE HEALTH

Select a study

Study
Identifier

DAN146
DAN149
DAN150
DAN151
DAN156
DAN15T
DAN18T
DAN191
DAN198
DAN229
DANZS1
DAN28S
DAN3IM
DAN305
DAN306
DAN30T
DAN308
DAN345
DAN3TS
DANA411
DANA21
DANA42T
DAN443
DAN446
DAN4SE

KPIs

6926

Nb of subjects included

26

Nb of investigational site(s)

Adverse Events Overview

190

Total of Adverse Events

5

Nb of SAEs (Global)

CReATeD DATA
FOR DM PURPOSE

5833

Nb of randomized subjects

12

Countryfies

1

Causality reported as Possibly




6 ID CARD CReATeD DATA

FOR DEMD PURPOSE

Protocol description Study Design
1-Screen 2-Control Product... 2-Follow-up 2-Test Product 3-Follow-up Color by:
Brand BRAND 2 Blement
Study name 2 Study Name XX @ Control Product - Pla.
Study Code DAM4T2 Contral @ Follow-up
Study title Effect xox on yyy E Product - @ Screen
Clinical Study Sponsor DANONE RESEARGH = Placeho @ Test Product
Study Type INTERVENTIONAL g
1 planned Gountry(ies) of Investigational Sitss GERMANY n—“_'
Study Indication 2 Study Indication 20 E
2
B
B Test
o Product
o
Study Objectives
o 25 B0 0 25 500 25 50O 25 500 25 B0
Trial Summary
Parameter « Parameter Value (full) Element Duration (in days)
Study Secondary XX Study Secondary Objectives X0
Objective .
1e Study documentation Data Content
Study Secondary XX Study Secondary Objectives XX Document Name Hyperlink Category Parameter Name Colars:
Objective Final Protocol Click here to sccess @ Adverse Event
o Age @ Demographice
gt;.liggéﬁicondaw XX Study Secendary Objectives XX Final Study Global Planning Click here to access DatelTime of Birth @ Laboratary Test
Race Wi i
Final CRF Click hers to access @ Vital Sigrs Test
Study Secondary XX Study Secondary Objectives XX Sex
Objective Final CSR Other Vol Click here to access Laboratory Test Alanine Aminotransferase / SGPT
Laboratory Test Apolipoprotein A1
Matshase sinrans Click hers tn arcess Laboratory Test Apolinoorotein B
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,.5 CROATED DATA Histogram — Age Histogram — Age
hE.A FOR DEMG PURPOSE 65,00 85,00
80,00 80,00
Age per Sex 55,00 55,00
50,00 50,00
F 45,00 T 45,00
£ c
=] =1
2 40,00 5 40,00
T ©7 0
7 zF
: 30,00 - 30,00
25,00 25,00
20,00 20,00
B0 70 80 50 4D 30 20 10 0 0 B 10 15 20 25 30 35 4D
(Row Gount) (Row Count)

Subject's Disposition

300
600
400
i)
3
I 200
H
o 0
ELIGIBLE INFORMED
COMNSENT
QBTAINED
1,00

MOT ELIGIELE ~ ELIGIELE ~ NOT ELIGIELE RAMDOMIZED COMPLETED SCREEN
FAILURE

200 88,00

Vigit Number Reported Term for the Disposition Event

@ DANONE ONE PLANET. ONE HEALTH

Inclusion/Exclusion Criteria

108
NIOT

NI NI

1 2

103 "N




Symptoms Assessment
)] %
85
30
75

Study Day of Finding

¥

il

"3 CREATED DATA
y FOR DEMO PURFOSE

LT
L
{ il
[
¥

i Sl
LICieey

@ DANONE ONE PLANET. ONE HEALTH

Unique Subject |dentifier

Caolor by:
Mumeric Finding in St..

1,00
2,00
300
@ 400
@ s.00
@00
@ 700




f‘s CREATED DATA
.4 FOR GEMO PURPOSE

LAB Review Parameter A

.0 @ Calar by:
E: 1 * : Wisit name
E 30 [ ] @ Visit 3 - Evaluation
éﬂ 80 g 8 : (D Wigit 4 - Evaluation
iE - @ “isit 5 - Evaluation
§ “ 8 E ' S é g g E E () Wigit 6 - Evaluation
i 20 N g ﬁ @ g E = % g @ Visit 7 - Evaluation
£ - g g ! ﬁ g8 . g -] o} E g " : () Visit & - Evalustion
E L o COe6 0 o ) o900 o ¢ o eeloo
= 4

O O

Complete subject identifier

LAB Review Parameter B

E E] E&D Color by:
= igit name
z 500 ﬁ . .
3 450 6 @ Visit 3 - Evaluation
E ) - @ “isit 4 - Evaluation
5] 400
£ . ' g _ é 5 g @ isit 5 - Evaluation
£ 380 . % 5 A H 5 () Visit 6 - Evalustion
E 300 a g ' & @ " @ Wisit 7 - Evalustion
5 280 ﬁ @ _ E 8 5 ® a ﬁ (7) isit & - Evalustion
& 200 @ e ® ﬁ ﬁ a @ a g
= . ® -

5 180 S g
320

Complete subject identifier

@ DANONE ONE PLANET. ONE HEALTH




’5 CREATED DATA
A FOR DEMO PURPCSE

Color by:
“ Dose Description
IR s SEeceesteseceseesoNocolvoRseerecrsolofon Ww,o’o’m, W0g000 0 &0 JRsRss e N
’ ’ @ MOT CONSUMED
50,00 3 0 .

SumiDose)

25,00
20,00

15,00

10,00 ’ ’

500 S . ¢ * W At o TS

wr KKK GO0 K CIKXXIHKKSRKHHA S0 X0 XSS o 7 Qo

Unique Subject |dentifier

@ DANONE ONE PLANET. ONE HEALTH =



f"b CREATED DATA
e FOR DEMO PURPOSS

Row Count per AESOC

. N General Ear and |[Psychiatr
Injury, paisoning |l gisorders and ||jabyrinth ic
and procedural { administration disorders|disorders
complications site condiions
Skin and
ections and infestations subcutaneous Respira[Imm [[Inve
CEETRARTRIES Musculoskelet | tory, [ une [stiga
Reproductive aland tharacic||s¥--- [tions
system and breast | connective || and... e Surg
disorders tissue abolill ical
disorders Eye
disor... || 5... [a@n...
Distribution — Dictionary—Derived Term
P
ersensitiv
P |
Insomnia B
MNasopharynagits . ____________________________________|
phanyna [ ]
E Oral herpes I
o I
= Oropharyngeal pain IS
=2 [ ]
2 Pruritus generalised
= (] — 1
=t Rash B
- |
Y Restlessness M
c i ]
2 Sleep disorder I
a Varicose vein operaf...
- ]
Vulvovaginal dryness IS
I
1 ]
My 1] 2 4 [ g 10 12 14 18 18 20 22 24 25 28
L

@ DANONE ONE PLANET. ONE HEALTH

Caolor by:
(Row Gount)
@ Max (40)
Min (1)
Hierarchy:
AESOC

Color by
Severity/Intensity

@ MILD
@ MODERATE
() SEVERE




CrReaTeD DATA
FOR DEMO PURPOSE

3

Adverse Events - per Coded Term

Gastrooes
ophaggal Rash Vertigo
Fatigue reflus di...
" . » Dysgeusia Drug Dysme Oropha
MNasopharyngitis erupt... nomh... ryng... Wound
Rash Abd Col Geni Glos Glos Hae
maculo- O d.. tal sitis so_ omo.
e - ot :e’ M. Or.. Or...
. ra... Ims .
Dyspepsia =
Ankle Asp Dizz Hyp Oral gy Re..
fracturg @ (M. 7. PIUF
Ble Eryt Incr Pai Si.. Sl.
Wulvovaginal Back P-. el
mycotic infection p:?n Cer Insa Prur Th W Vi
i Fall s & ric vo
[ Concomitant Medications - per Coded Term
DIEN META CE CE CIC DIT DO ER ERI
| CANDE A
| cARTA OGES MIZO FU PA LO EM RZ GO PL
N T LE. 4 ES FR GA HE HY HY IBE
- DROS PRED TR OV LA RB BRI PE RO
LEVOT pRE MNISO AL
[BUPROFEN ! ~ EU IBU LS| MA MA ME ME
i O HOhE GY PR N.. .. G.. D.. R..
sopl. ENOX RIZAT AL.. pp \op ME NA NA NIT NIT
BENZO ‘T:AR E”;TA Ay i S e S S
CAINE . © " FE IRO ME NO PE PIT PO
ETOR TRAM NT N TR RE N.. 0. VL.
cErTo |COXI ADOL A--
STar B HY.. FE K& MIN NU gi I
VA
MEDI xyLo B'-- RR MIS ER v X ozl
CETYL TONS META FO KLI NA OM RIV T AL N
PYRI.. N.. zo.. O LUC 0G PR EP &R 1y A ¢

@ DANONE ONE PLANET. ONE HEALTH

Reset filters

Number of selected
subjects: 4

Subjects

Unigue Subject Identif
DAM472-001-0011
DAM472-001-0016
DAMN472-001-0026
DAM472-001-0030
DAM472-001-0037
DAM472-001-0035
DAMN472-001-0041
DAMN4T2-001-0045
DAMN472-001-0049
DAN4T2-001-0063
DAMN4T2-001-0074
CAMN4TZ-001-0077
DAN4T2-001-0081
DAM47T2-001-0034
DAM472-001-D092
DAN472-001-0087
DAM472-001-0100
DAMN4T2-001-0102
DAMN472-001-0107
DAM472-001-0118
DAMN472-001-0127
DAMN4T2-001-0133
DAM472-001-0137
DAMN47T2-001-0153
DAMN472-001-0171
DAMN47T2-001-0173

Selected Adverse Events - Details

Unigue Subjectl... Reported Ter... Dictionary-De...
DAM4T2-001-0063 INTERMITTE... Headache
DAM4T2-001-0063 COMMOMN CO_.. Masopharynoitis
DAM4T2-001-0074 COMMOM CO_.. Masopharyngitis
DAM4T2-001-0074 LUMBALGC Back pain
DAM4T2-001-0074 EXANTHEMA ... Rash
DAM4T2-001-0077 METALLIC ThA. .. Drysgeusia
DAM4T2-001-0077 HEADACHE Headache
DAM4T2-001-0077 FATIGUE Fatigue
DAM4T2-001-0077 VAGIMAL DRY...  Vulvovaginal d...
DAM4T2-001-0077 PAINFUL JOI... Arthralgia
DAM4T2-001-0077 VERTIGO INT... Vertigo
DAM4T2-001-0051 VAGINAL YEA ..  Vulvovaginal ...
DAM4T2-001-0031 COMMOM CO_.. Masopharynoitis

[ Selected Concomitant Medications - Detail

Preferred T...
10019211
10028510
100285810
10003988
10037544
10013911
10019211
10016256
10047791
10003239
10047340
10064555
100285810

Unigue Subject l...
DAM4T2-001-0063
DAN4T2-001-0063
DAM4T2-001-0063
DAN4T2-001-0077
DAM4T2-001-0051
DAM47T2-001-0051
DAMN4T2-001-0031
DAM4T2-001-00581

Reported Name of D...
YAZ 172 (ETHINYLES...
YAZ 2/2(DROSPIRE...

CICLOPOLNCICLOPI ...

WALETTE

ETHINYL ESTRADIO...
LEVONORGESTREL...

CLOTRIMAZOL
PARACETAMOL

Standardized Medic...
ETHINYLESTRADIOL
DROSPIRENCNE
CICLOPIROX
CERTOSTAT
ETHINYLESTRADIOL
LEVOMORGESTREL
CLOTRIMAZOLE
PARACETAMOL

AESOC

Mervous syste. .
Infections and ...
Infections and ...
Musculoskelet...
Skin and subc ...
Mervous sysie. ..
Mervous syste. .
General disord. ..
Reproductive ...
Musculoskelet...
Ear and labyri...
Infections and ...
Infections and ...

Medication Cl...
ESTROGENS
PROGESTOG...
OTHER ANTI...
PROGESTOG...
ESTROGEMNS
PROGESTOG. ..
ANTIIMFECTI...
AMILIDES

AESOCCD
10029205
10021581
100215381
1002583595
10040735
10029205
10029205
10013065
10033604
1002583595
10013993
10021581
100215381

Medicati...
LOZ2AA
GO3AC
DOMAE
GO2448
LO2AA
GO3AC
AD1AB
MOZBE

Severity/l
MILD
MILD
MILD
MILD
SEVERE
MILD
MILD
MILD
MILD
MILD
MILD
MODER&
MODERA

Subcategory ..
Prescription
Prescripticn
Prescription
Prescripticn
Prescription
Prescription
Self-medication
Self-medication




f& CREATED DATA
™

o FOR DEMQ PURFOSE
= [ Patient Profile
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