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1. Objectives

New standards project focusing on the following objectives :
v’ Maximize re-usability and increase efficiency of our data management processes

v’ Disconnect standard definitions from technical implementation through a common
metadata layer

v'Achieve customization towards Therapeutic Area requirements

v'Build a foundation facilitating future efficiencies
(i.e. e-Protocol, EDC Setup via ODM + vendor extensions, ...)

Partnering for Innovation :

sBusiness & Decision
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2. Process Overview

.
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2. Process Overview

STUDY L
SPECIFICATION peF

VALIDATION g

COMPARISON g




2. Process Overview

+ The Data Standards Library contains :
— Standard CRF templates (CDASH)

— Metadata definitions (SDTM, Therapeutic area)

- used to

create study
metadata

DATA COLLECTION AREA
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ODATA MANAGEMENT AREA
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2. Process Overview

+  Generating study metadata by selecting CRF templates
from the Data Standards Library

DATA COLLECTION AREA DATA MANAGEMENT AREA
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2. Process Overview

- Study Metadata Repository is used to measure the
consistency of metadata

- Study metadata is sent to external or internal partners
for database build

DATA MANAGEMENT AREA
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2. Process Overview

- After study build, data and metadata will be:
-~ compared against the Study Metadata Repository ) )
— validated against the Data Standards Library Verification

b '
DATA COLLECTION AREA DATA MANAGEMENT AREA

STUDY
METADATA
SPUCFICATION




3. __ata ‘Standards Library
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3. Data Standards Library

DATA COLLECTION AREA

DATA MANAGEMENT AREA
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3. Data Standards Library
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3. Data Standards Library
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3. Data Standards Library — MetaData Definitions

5 levels of metadata
SDTM IG 3.1.2 and TA metadata
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3. Data Standards Library — MetaData Definitions

Value Level

Table Metadata Variable Metadata
Metadata
Dataset Name Variable Name Source Variable
Dataset Label Variable Label Value
Class Type Label
Structure Controlled Terminology Type
Purpose Origin Controlled Terminology
Keys Role Origin
Comment Comment

o . Computational
Controlled Terminology b .
Algorithms

Code Value Reference Name

Code Text Computation Method
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3. Data Standards Library — MetaData Definitions

Table Metadata

Dataset Name
Dataset Label
Class

Structure

pUI’pOse

Keys

CcM Concomitant Interventions | One record per recorded medication | Tabulation |STUDYID, USUBIJID, .. Tabulations cm xpt
Medications occurrence or constant-dosing mterval CMTRT, CMSTDTC
per subject
EX Exposure Interventions | One record per constant dosing Tabulation |STUDYID, USUBJID, .. Tabulations' ex xpt
mterval per subject EXSTDTC, EXENDTC,
EXDOSE, EXTRT
AE Adverse Events Events One record per adverse event per Tabulation |STUDYID, USUBIJID, . Tabulations ae xpt
subject AEDECOD, AETERM,
AESTDTC




| STUDYID | Study Identfier text Protocol, CRF IDENTIFIER | The STUDYID variable has a fived format "XXXX-YYYY",
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3. Data Standards Library — MetaData Definitions

Variable Metadata

Variable Name

Variable Label

Type

Controlled Terminology

Origin

Role

Comment

where "XXXX' indicates the 4-digt compound code and the
YYYY the 4-digit study code

' DOMAIN

DOMAIN

|USUBJID

Unique Subject Identifier

text
text

Assigned IDENTIFIER
Protocol

The USUBJID vanable has a fixed format "XXXX-YYYY-
ZZZZZ, where 'XXXX mdscates the 4-digit compound code,
YYYY the 4-digit study code and 'ZZZZ27’ the 6-digt
patient code
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3. Data Standards Library — MetaData Definitions

" Value Level Metadata (ValueList.VS.VSTESTCD)

e e e o

VSTESTCD

'VSTESTCD
'VSTESTCD
'VSTESTCD
'VSTESTCD
'VSTESTCD

BMI

DIABP
HEIGHT
PULSE
SYSBP
WEIGHT

'BODY MASS INDEX

DIASTOLIC BLOOD PRESSURE
HEIGHT
PULSE RATE

| SYSTOLIC BLOOD PRESSURE

WEIGHT

;

HEE

Value Level
Metadata

Source Variable

Value

Label

Type

Controlled Terminology

Origin

Comment

Derived

CRF

388

See Computational
Method:
- VSBMI
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3. Data Standards Library — MetaData Definitions

POSITION, Reference Name (Codelist. POSITION)

STANDING STANDING
SUPINE SUPINE

SEX, Reference Name (Codelist.SEX)

F Female
M Male

Code Value

Code Text
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3. Data Standards Library — MetaData Definitions

Computational Algorithms (VS.BMI)

VS BMI Equals to WEIGHT DIVIDED BY HEIGHT SQUARED

‘ Computational Algorithms (VS.VSDY) \

VS VSDY Equals to (VS.VSDTC - DMRFSTDTC) = 1 IF VSDTC is on or after RFSTDTC Equals to (VS.VSDTC - DM.RFSTDTC) IF VSDTC
) precedes RFSTDTC

Computational

Algorithms

Reference Name

Computation Method
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules)

STANDARD CRF TEMPLATE
LIBRARY /
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules / CDASH)

[OMDAT |
T 7]

od mmm  yy

Demographics|

Demographic data

osworvin | | | | | | | | | | [BRTADAT]
o3 mmm WYY

Race

RACE e

Blackor Alncan Amencan

¥
0
E
L}

CRF template using CDASH annotations
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules / SDTM)

/ Datoofthevist | | | | | | |
dd mmm  yy

Date time of birth of the subject

SEX Sex text |SEX CRF RECORD Gender of the subject

Race of the subject.




3. Data Standards Library — Standard CRF Templates
(Data Collection Modules / CDASH)

w0y
Dateofthovist [ | | | | | |
o3 mmm yy
Demographics|
Demographic data
Dateotbith | | | | | | |||
od mmm WY
Race -
Blackor AIncan Amencan
Asan
Sex [ mase Age years
SEX [ Femae [A5g] E=]

- CRF template using CDASH annotations
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules / SDTM)

Demographics]

Demographic data

Dateofthevist | | | | |

Date of birth

BRTHDTC

|1
YY

BRTHDTC  |Date Time of Bath ISO $601 CRF Date time of birth of the subject.
UALIFIER
AGE Age Dernved, CRF Age expressed in AGEU. Derived from RFSTDTC and
UALIFIER  |consent date.
See Computational Method DM AGE
AGEU Age Units AGEU Assigned VARIABLE | Units associated with AGE.
QUALIFIER
SEX Sex SEX CRF RECORD Gender of the subject
QUALIFIER
RACE Race RACE CRF RECORD Race of the subject
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules / CDASH)

|Vltal Signs
Vital signs
VSDAT| VSTIM —
Date and time performed | U o) ol | || (24 h time clock)
g mmm yy hh  mm
w— L [VSORRES]
Weight [VSORRES kg [VSTEST Jueign | | | |om [VSORRESU)]
VSTEST
Pu Su beate/min
= - |
EG1 Standing* - beats/min
v T VSTEST VSPOS
[ufujw} | ~ e Blood Supine® ' systolic/dastolic (nmHg)
pressure —[VSORRES VSORRESU
88 ) @es santogr | | T || opoacitentotc vty EECRRET]
— ..... * (supine: after > 5 min. rest. standing after > 1 min. standing)

+ CRF template using CDASH annotations
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules / SDTM)

E-i‘i / Vital signs
DM 1 |
7 o a
oM2 )\ Date and time performed [ L] | I [VSPTC]| | | | | 2entime ciock)
e £ = VSORRES where | e mmnw M ™ [VSORRES where
i~ VSTESTCD = "WEIGHT" | : —|VSTESTCD = "HEIGHT"
) P
Les (1T | CL [ Jw woig | | | T
who "
Pulse Supine* | beats/min |VSORRES where VSTESTCD = |
=4 e - VSPOS = .SUHRE“. W' || beatn'min “PULSE"
3 EG1 el VSORRES where
— - - . r '
| # Mte : | Blood Supine’ ' systolcidastolc ("mH9) | s recrep = “SYSBP™,
'...l Standing’ i systolcidastoie (mmHg) | "DIABP”
..... h'llol'- aher > 5 mn rest. standng afler - 1 min standing) I

VSTESTCD |DIABP DIASTOLIC BLOOD PRESSURE integer CRF
VSTESTCD |HEIGHT HEIGHT mteger CRF
VSTESTCD |PULSE PULSE RATE integer CRF
VSTESTCD |SYSBP SYSTOLIC BLOOD PRESSURE mteger CRF
VSTESTCD | WEIGHT WEIGHT mteger CRF
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules / CDASH)

Vital slgns

VSDAT VSTIM :
Date and time performed | | | | | (24 n tme clock)

o3 mmm Yy nm mm

puse [T T ] e [r5cmmEST)
veTEST
wooa [T T [T T ks oo [507REST)

CRF template using CDASH annotations
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules / SDTM)

fs_l' . o tal Signs
w
Vital signs

ﬂ! Date and time performed [I L1l jpsere]| ) | (24 h trme clock)
i / o3 mmm yy W mm

Putse bestwmn [VSORRES where VSTESTCD =
HEN VEoHS |

Blood [ [ | I ' | [ [ systobz/gasiohc (mmHg)
P VSORRES where VSTESTCD =
“SYSBP", "DIABP"

_.—"f,”

[

Value Level Metadata (ValueList. VS.VSTESTCD)

VSTESTCD DIASTOLIC BLOOD PRESSURE

VSTESTCD PULSE RATE
VSTESTCD SYSTOLIC BLOOD PRESSURE
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3. Data Standards Library — Standard CRF Templates
(Data Collection Modules - Ancillary Data)

GENERAL DATA TRANSFER AGREEMENT

© STANDARD CRF TEMPLATE FUREOFIAN S
' m ) Verssen 1 1
Variable Comtrolied Teewn.
Variable Label e | ot e | O | Lo k CDISC Notes
T Lo LCG Test or Downmation Nume [Char 71 A7V ersetm tanse of U Lot of eXamnalon used 1o ohlan D
DM1 msrenect of fndeg The vadie m EGTEST carnet be
A boe ey e 4D charnctert Exarrples Dy (Mes) PR
I’:-.l'lu Samrvary (Mmn) QT Durtion
Fcca'r Category for £C0 e 40508 10 categorize ECU thservatcess acrost pilyects
Fmnpls MEASUREMENT, FINDING, INTERVAL
OECAT b fr EC0 % A frtier categermatan of Be £00
08 TG Postion of Suect PosiTion Of e plnect SUEg § BesswaTeal of ForTLa o
Jes SUPIME, STANDING, SITTING
CRRES o Fdng & Ongeal Wl of Qe L0 G menrarement o finding a1 ongmally
(Unay pecerved cr colected Exasnples of egpecied mdues we tl or
2 151 wiiee Qe reeal © 4o miarval of mesarenend, of
FATRIAL FIBRILLATION or “QT PROLONMGATION
e the rerd i a Andng
CREESY [Ongizal Ungs IChar 1 forgimal uats o whach @ data were colected The wat for
ECORRES Exagples sec of msed
STHESC [Crurwcoer Rerud¥ mdng m 538 [Char | cegasna the rendd vadie for & fndngs, copend or darreed
| ECG Test Resalts Dataset (EG) \ ions sdtm’
[m]u] _
EGSEQ Sequence Number | mteger Derived
a2 IDENTIFIER
~ EGTESTCD |ECG Testor text Assgned TOPRIC
- EmShoﬂ
Name
ECG Testor text |EGTEST Dertved
Examination Name NONYN
QUALIFIER
EGORRES |Restor Findngin | text «DT, CRF RESULT |-ORRES value can be empty &
Original Units QUALIFIER | associated with a populated --STAT
and or -REASND vaniable or &
associated knkced with record(s) m
the comresponding SUPPQUAL or
the CO domain All other
observations with empty -ORRES
fields are removed from the domam.




; udy MetaData Repository




4. Study MetaData Repository

DATA COLLECTION AREA
! ~
DBA
F 4

Janssen I | Pomasceurica companes

B i

DATA MANAGEMENT AREA

STUDY

STUDY
“4—T1—— METADATA
SPECIFICATION

SPECIFICATION

-"uo report
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4. Study MetaData Repository

= Global Standards Library: metadata

clusters corresponding to the CRF
templates \

= Generation of study metadata by a

Pick & Select Module requires:

o Visit/Time Point schedule & CRF
Templates

o Study Parameters

o Trial Design Domains
® Trial Arms (TA)
= Trial Elements (TE)
Trial Inclusion/Exclusion Criteria (Tl)
= Trial Summary (TS) | =
Trial Visits (TV)
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4. Study MetaData Repository
(example study level ‘define.xml 'parameters )

STUDYID | PAR NAME | PAR_VALUE | PaRID | PAR_DESCRIPTION
ABC-0001 StudyOID ABC-0001 Heades Study Identifier(Requried Intemal ODM
key used to uniquely identify the entity)
ABC-0001 StudyN ame ABC-0001 Heades Stud') Name (Part of the beqlvatiablu
in ODM markup (required section))
ABC-000 S ph ABC-0001 Header Sudy tile (Part of the Globalvariables n
tudyDescription DM markup (required section])
Name of the Protocol (Part of the
ABC-0001 ProtocolN ame ABC-0001 Header Globalvlrubbs in ODM markup (requred
section
ABC-0001 ExtemalDicionxy  MedDRA Footer :Bm of the External Dichonaty
ABC-0001 DictionanVersion 130 Footer :'Om_ion of the External Dictionary
ABC-0001 Dictionary0ID MEDDRA Footer Unique Identifier for an External
Dictionaty (Optional)
ABC-0001 DictionaryDesc ADVERSE EVENT DICTIONARY  Footer Description of External Dictionaty
ABC-0001 ExternalDictionay  'WHO Drug Footer :'ljame of the External Dictionary
ABC-0001 DictionanVersion  WHO-DD 10MAR Footer ;-Bu@n of the External Dictionary
ABC-0001 Dictionary0ID WHODRUG Footer Unique |dentifier for an External
Dictionary (Optional)
ABC-0001 DictionaryDesc DRUG DICTIONARY Footer Description of External Dictionaty
ABC-0001 Dictionary0ID ISO 860 Footer Urlque ldentﬁgl for an External
Dictionary (Optional)
ABC-0001 DictionaryDesc ISO 8601 Footet Description of External Dichionaty
ABC-0001 DictionaryOID IS0 3166 Footer Unique |dentifier for an External
Dictionaty (Optional)
ABC-0001 ISO 3166 Footer Descripbion of External Dictionary




5 Céénerating Study MetaData S'pécifications' & Reports
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5. Generating Study MetaData Specifications & Reports

DATA MANAGEMENT AREA
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5. Generating Study MetaData Specifications & Reports

Comparison reports
1. To compare study metadata against the Data Standards Library

7. To measure metadata consistency within studies (different
versions of metadata) and between studies.

X3 —
| e m, W

Comparison done across all the levels of metadata
existing in the Study Metadata Repository
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5. Generating Study MetaData Specifications & Reports
(example report)

« 2 different statuses:
— Ok : no metadata conflict
— Difference : difference in metadata value between studies

Status Dataset Label A1000 0000 A1000 0001 A1000 0002
Ok AE Adverse Events X X X
Status  Reference Computational algorithm A1000 0000 A1000 0001 A1000

DM.AGE  Equal to (DS.DSSTDTC-DM.BRTHDTC)/365.25 where DSTERM = INFORMED CONSENT X
OBTAINED'

DMAGE  Equalsto (DS.DSSTDTC-DM.BRTHDTC)/365.25 where DSTERM = INFORMED CONSENT X X
OBTAINED'
DM Demographic X

Ok DS Disposition X X X
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5. Generating Study MetaData Specifications & Reports

. Study metadata specifications
5 levels of metadata
define.xml

list of CRF templates

visit schedule

STUDY METADATA

lip;“i-

DWW N =
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5. Generating Study MetaData Specifications & Reports

. Study metadata specifications

1. 5tables, one for each level of
metadata

2. Define.xml

{ \ L
L‘i’i%"ﬂ L"""ﬁ saous *’-ﬁQJ

Demographics Dataset (D\) ..\Tabulations'dm.xpt

STUDYID Study Identifier text Protocol, CRF |IDENTIFIER | Unique identifier for a study within the submission.

DOMAIN Domain Abbreviation text | DOMAIN Assigned IDENTIFIER | Two-character abbreviation for the domamn most
relevant to the observation.

USUBJID Unique Subject Identifier text Derived IDENTIFIER | Unique subject identifier within the submission. This is
the concatenation of STUDYID, SITEID and
SUBJID.

SUBJID Subject Identifier for the text CRF TOPIC Unique subject identifier within the study.

Study




5. Generating Study MetaData Specifications & Reports

3. Visit schedule

Study metadata specifications
STUDYHETADATA
-
4.  CRF templates

' l

|
Y
uém 0" vISIT usT ™
TA
REPORT = | Al ]  Adske

VISIT SCHEDULE CRF TEW—\
[N
Vi V2 ™
—DMO001 VS003 !
L Mobe | ™|
| VS002 EX001 1 N
L g Adobely..
— IE005 EG005 > -
—EG004 J L L > Ado)?e




. ;rifying Study Data & MetaData
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6. Verifying Study Data & MetaData

- The data and metadata are verified by a two-step
process :

— Comparison against the Study Metadata Library
— Validation against the Data Standards Library
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6. Verifying Study Data & MetaData

(Comparison against Study MetaData Library)

v’ Compared against Study Definitions (Study MetaData Repository)
and Trial Design Domains

- 4 different statuses :
— Ok : no conflictin metadata
— Difference : difference in the metadata value
— Missing : metadata not in study data
— Addition : metadata not in study specifications

Status  Dataset Variable Label Specifications Study

AE AEACN Action Taken with Study Trtment X

AE AEACN Action Taken with Study Treatment X
Ok AE AEBODSYS Body System or Organ Class X X
Missing AE AECAT Category for Adverse Event X
Addition AE AECOM Comment about Adverse Event X

Ok AE AECONTRT Concomitant or Additional Trtmant Given X X
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6. Verifying Study Data & MetaData ol frben

(Validation against Data Standards Library)

] i
DATA COLLECTION AREA DATA MANAGEMENT AREA

!

DBA
STUDY )
corcmcanon 1 Y
= STUDY
METADATA
SPECIFICATION Semilatlel report

COMPARISON
issuo roport
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6. Verifying Study Data & MetaData
(Validation against Data Standards Library)

CATA
v{ MODEL
COMPLIANCE
CHECKER
ZaBusiness & Decision
Life\Sciences
Data Model WebSDM
version s (zlrype  [Zlapplies to (*]severity (= w
I3ertifins records where the
SOTMIG V31.2 1001 DATE VARIABLE does not have & 150 8401 format, Data Al cbaeevabon classes, TD, Specidl Pupose Medwm 1RS002 BE01 standwd
3ertites Meaturemart, Test
The STAKDARD UNIT i not consestent per LAB TEST or standerd urds value (Starder
SDTMIG V3.1.2 1002 EXAMINATION. Data Fradeg: Hph IRS006
ertifes records where Sers
Congendal Anomady or Bath D
Resutts n Dooth, Requires o
The AE is senous, but none of the senous critena is answered Cther Medcaly Irgortant Sen
SOTMIG V3.1.2 1003 Y. Data Everts Medmum IR5008 oquals "
idertifies records where Sers
Congendsl Arcmaly or Beth D
Rewutts n Doath, Regures or
The AE i not senous, but one of the serous cntera is Other Medically Inportant Seri
SOTMIG V3.1.2 1003 answered 7", Data Everts Medwm IRS008 oquals "
A STANDARD RESULT s completed, but the STATUS is
SOTMIG Vv3.1.2 1004 completed. Data Frdng: Medwum
No STANDARD RESULT is completed, but STATUS s not
SOTMIG v3.1.2 1004 completed. Data Firdrge Low
Idertifies records that violate
Ctservation kess than of egu
START DATE/TIME OF OBSERVATION falls after the END 10 records where [Start Dates
SOTMIG V3.1.2 1008 DATE/TIME OF OBSERVATION. Data All cbservabon clatses, Specidl Pupore Hgh IRS101 Date/Trme of Qbzervation iz n
idertifes records that viclste
SDTMIG V3.1.2 1006 The OCCURRENCE is completed déferently from v or ‘N, Data Everis, Inferverbon: Magh IRS106 o)
i3actiins records Tl viclate
The LENGTH of the --TEST vanable is more than 40 Measurement, Test ¢r Examan
SOTMIG V3.1.2 1007 characters, Data Fnden Hegh IR5113
idertites records hat viclate
or Examration Short Name )
SOTMIG V3.1.2 1008 The --TESTCO starts with & number. Data Findegn Hegh 1RS114 with 8 rusder or Cortan spe
idertifs records that violate
of Examinalbion Short Name ) ke
SOTMIG V3.1.2 1008 The - TESTCO cortaens special characters. Data Fdng: Hh IRS114 Wi 8 NumDer O CONtan 1pe
IBertities records Tt viclate
An ORIGINAL RESULT 15 completed but the STANDARD Format is nct radl], ded 10 re
SOTMIG V3.1.2 1009 RESULT (CHARACTERISTIC) is massing. Data Findngs Mgh 1R513S Units i rot rd]
ISortifies records where valu
codelst altached 1o & variable

idertites user Sefired codel:




Janssenj' pronns e
6. Verifying Study Data & MetaData
(Validation against Data Standards Library)

v’ Structure Checks based on Industry Standards
v’ Business Rules and Data Checks

DATA & METADATA ENVIRONMENT

@l

1 F

o
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6. Verifying Study Data & MetaData

— Exception log

(Validation Reports)

3 reports are created:

— Exception summary

— Exception table

LIST OF CHECKS El ERROR LEVEL El COMPLETION TIME Bl ELAPSED TIME
Check1002 The Check Completed Successfully 2011-03-02711-39-37 :
Check1005 The Check Completed Successfully 2011-03-027T11-39-37 0:00:00
Check1007 The Check Completed Successfully 2011-03-02711-39-38 0:.00.01
Check1008 The Check Completed Successfully 2011-03-027T11-39-38 0.00.00
Check1009 The Check Completed Successfully 2011-03-02711-39-38 0:00:00
Check1011 The Check Completed Successfully 2011-03-02711-39-41 0:.00.03
Check1012 The Check Completed Successfully 2011.03-02711-39-48 0:00.07
Check1102 The Check Completed Successfully 2011-03-02711-33-49 0:00.01
Check1103 The Check Completed Successfully 2011-03-02711-39-49 0:00:00
Check1122 The Check Completed Successfully 2011-03-02711-39-49 0.00:00
Check1132 The Check Completed Successfully 2011-03-02711-39-49 0:00.00
Check1242 The Check Completed Successfully 2011.03-027T11-39-50 0:00.01
Check1243 The Check Completed Successfully 2011-03-02711-39:51 0:00:01
Check1249 The Check Completed Successfully 2011-03-02711-39:51 0.00.00
Check1251 The Check Completed Successfully 2011-03-02711-39:51 0.00:.00
Check1414 The Check Completed Successfully 2011-03-02711-39-52 0:00.01




6. Verifying Study Data & MetaData

(Validation Reports)

3 reports are created:
— Exception log
— Exception summary
— Exception table

LIST _OF CHECKS

Check1002
Check1005
Check1007
Check1008
Check1009
Check1010
Check1011
Check1012
Check1102
Check1103
Check1122
Check1132
Check1242
Check1243
Check1249
Check1251
Check1414

EJ EXCEPTIONS _COUNT [J CHECK TYPE
5 DATA
8 DATA
2 DATA
1 DATA
3 DATA
1 METADATA
8 DATA
44 DATA
1 DATA
3 DATA
1 DATA
2 DATA
4 DATA
1 DATA
4 DATA
1 DATA
2 DATA
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6. Verifying Study Data & MetaData
(Validation Reports)

3 reports are created:
— Exception log

— Exception summary
— Exception table

Reported Exception
A

Record Identifiers Exception Attributes
e e o

oucoxm B ienonesc £ sevomy B stuovo B o B vaoco L vaso

The STANDARD UNIT i rot conmntent per TE5T or

002 ExAMNATION Hon 0000000 LB LOTESTICD  LPASE LESTRESU % |
The STANDARD UNIT is nitl conaitent pev TEST or
V002 EXAMNA TON Hon N0 Lo LOTESID WPASR LESTRESy  eemoil
The STANDARD LNT i rot corantert per TESY or |
V00D EAMPA TION Mo 00000 LD WTESTCD AP WsTRESy U
Tre STANOARD UNIT is rot cormtert par TTST or
002 ExAMMATION Hon 10000000 LB LATESTCD  ALWP LESTRESU LA
Tre STANDARD UNIT is rot coraitent per TEST or
1002 EXAMNANON Mo 10000000 LS LOTESICD  LPASE LeSTRESU L
START DATETME OF OESERVATION als afer e ENO
1005 DATL/TME OF CORERVATION L 1000000 AL 100000000001 9 ALLQ 1 AISTOIC 1981200700 ADDNDTC 198012001160
START DATLTME OF COSDRCVATION tally after re [ND
1005 DATETME OF CESERVATION Mo 10000000 AF 1000000000007 AESEQ 1 AESTOIC 1958.12.15707 40 AFBNOTC 1981125708 00
START DATLTME OF QESERYATION taly a0 re DND
1004 DATEAME OF CEEfvATION Hoh 10000000 4 1000-0000-00004 220 2 E0C 19081117108 0600 SPo0C 190811 7108 O 00
START DATETME OF OEEERCVATION el afer re END
1005 DATE/TME OF COGERYVATION Mon 10000000 X 1000000000009 XY 2 SESTOTC 1998112470000 00 HDOIC 1T 4T 01 00
START QATLTME OF OOSDIRVATION tals afier the DNO
1005 DATE/TME OF CESERVATION Hon 0000000 SV 1 000-0000.00022 SVSTDTC  1998.12.00 SYBNDIC 19981200
START DATETME OF OBSERVATON tals a8 e END
1004 DATEATME OF COSERVATION Hoh 10000000 SV 1000000000010 SVITOTC 19811 SYBOIC 1981122
START DATETME OF OESERVATION tals afer the END
100% DATLTME OF CORERYATION L 10000000 Y 1 000-0000.-0001 & SYSTDTC 19981114 SYINDIC 1730-10-1¢
START DATLTME OF COSDRVATION talls after re DND
1005 DATE/TME OF CESERVATION Hon 10000000 SV 1 0000000000 SVSTDTC 19981247 SYBOIC 191207
Tre LENG T of T - TEST varable is sore than 40 ERY MEAN CORPUSCLULAR MD
1007 charactiers Hoh 000000 W 1000-0000-00001 LESEG ¥ Lorest CONCENTRATION MEAS LENO™ o
Tre LENGTH of e - TEST varatie it sure than 40 PASTAL THROMBCPLASTINE TME
1007 characters Moh 10000000 LD 1000-0000.00000 LDES 4 LTSt MEASURIMENTS LENGTH “
1008 The ~TESTCD sharts with & fumber Mon 0000000 LB 1000000000001 LBSEQ JLBTESTCD  2AML
An CRIGAL RESLLT i compieted bt e STANDARD
1000 RESLLT (CHARACTERISTIC) s misarg Hgh 3
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7. Conclusion

A multi layered data standards library (CDASH and SDTM) that facilitates building the study
metadata

The use of a study metadata repository to generate vendor specifications and increase
consistencies across compounds

Comparing standard data and metadata against the data collection’s data standard and the
study metadata

Complex data management processes can be automated through workflows

Implement data governance defined as the organizational structure that creates and enforces
policies & procedures for the business use and management of data across the research &
development organizations

Export data management best (next) practices from clinical to other functions in the organization
and leverage expertise, practices, tools, procedures,...

Is there an opportunity for the industry to work more together in a pre-competitive environment
on these type of solutions

Similar process can be designed for ADaM
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Q&A

srogiers@its.jnj.com
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