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CHILDREN'S
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ELOO3.
What is your date of birth?

[Jan =] [0s [=][1986 =]

INTERVIEWER INSTRUCTION: IF UNDER LOCAL AGE OF MAJORITY, NOT ELIGIBLE FOR THE STUDY,
EVEN IF PREGHNANT, SKIFP TO (AGE_ELIG).

ELDOS
WWhich range best describes your age? Would you say.

Less than 18
18-24

25-34

55-44

45-49

S0-54

65 or older
REFUSED
DOMN'T KNOW

INTERVIEWER INSTRUCTION: DESCRIBEE HOW THE ANSWER TO THIS QUESTION DETERMINES HER
ELIGIBILITY AND THAT ALL DATA ARE KEFT CONFIDENTIAL AND SECURE

- s |

o0 90 50




A Talend Job
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uments

New version ¢f MDES
| Expression Type Yariabls »
| Relational ISMULL{rowl X1764,..  Sting Hime_stamp_1 psp_output - &
| Relatjonai,ISMIJLL(rowl . Stn:ng Ferale_1 Expression e
| Relational I5MULL{row1 String best_the 1 : ;
o | Relatinnal SNULL ot String best_tte 2 S, Bl
o | Relational ISMULL(rowl String V| hest_tre 3 Yar.ps_ph_id ps_pb_id
NL7GH Relational I5MULL{row1 Atring phone War recruit_type recruit_type
NL7RARZEMEE] | Relational ISNULLrow Shring r_phone_1 Yar,du_id du_id
KI7BA4K2ENZE2R_FA | Relational, ISNULL o X String t_phore_1_mask Var,participant_id p_id
A1 THA4LEORZZER_LNA | Pelational ISMULLrowl 81764, Sbing time_stamp_2 Var.evert id
Y1 Te44n 26N | Relational ISMULL(rowl X1754...  String time_stamp_3 o event_type
Y1644 SENID | Relational ISNULLrowl AL176%...  Sking r_fname ' = oner ey
| Relational ISNULL(rawl #1764, Shing t_Friame_mask Var svent_repeat_key everk_repeat_key
bt Relational ISHULL{rowl K1764,..  Sting v Iname Yar instrument_id instrument_id
NL7OHNZTAZED | Relational ISMULL(row] $1764.,,  String t_Iname_mask War.instrument_type instrument_bype
RL7eR2TREET | Relational ISWULL(rowl A175%..  String person_dob ‘ar instrument_version instrurnent_sversion
R17B44K275228 | Stting.valuef(T slendCoate diff...  String angepraviols Var instrument_repeat_key instrument_repeat_key
Y T4 TR0 Relational ISMULLLSEing. value.,,  Shing ange Var.kime_stamp_1 time,_skamp_1
L TE4H 2 TR0 Relat!onal JSMULL{rowl 81764, %trfr.g ?ge_ra.nge e e
1TE4dR IR Relational ISMULL{rowl 4176, &tring age_elig
Relational ISNULL{rowl %1764, String time_stamp_4 Yar.best_the 1 best_te_1
S Relational JSHULL(rowl %176, St ar best_ttc_2 best_ttc_2
H17EA4R2ER240 Relational, ISMULL(row1 51764, address_1_mask War.hesk_the 3 best_ttc_3
Al7EHMRZER233EMUM Relational ISMULL{rowl X1764... w address_2 Yar phone phons
RITE44RZER2IZPRED Relational ISMULLirowl 1764, || address_2_mask var,r_phone_1 r_phone_1
91 TE4 Y 2R IEMAM Relational ISMULLrowl X1 764, Iy unit Var.time_stamp_2 time_stamp_2
TG4 ZER RIS TR Relat!onaI.ISNULL(rowl.X1?64... - u.nlt_mask i e G
L TEA4R PRI IEPOED Relational ISMULLrowl X176, .. #| ity
Relational ISHULL{rowl 21764, ting city_mask dar.r_fname ¢ friame
i Relational. ISWULL{rowl £1764...  String state Yar.r_iname r_iname
A1TH44X2EX2I5UTYR Relational JSMULL{rowl %1764..,  Shring state_mask War,person_doh person_dob
AlTH44 285 235UNUM Relational ISMULLrowl %1764, Shring ¥| zip ‘ar,age age
H1TEH4HEEN23E | Relational ISMULL{row1 X1764...  String zipd Yar. 505 rangs ags range
S ey FED0T Relational ISMULL(rowl <1765, String du_elig_canfirm Var. age_elig age_elig
o Relational ISHULL{rowl %1764...  String time _stamp_5 yar time_stamp 4 timenstamp .
SLTEAAN PRI | Relational ISNULLirowl %1764, Shing knowe_nics Lot S
Relational ISMULLrowl K1764...  Sting bows_kriow_nics_okh War address_id address id
Ceanne | rowl K17844527X231 equalsi...  String elig Yar.address_1 address_ 1
S17E44280241 | Relational ISMULL{rowl #1764, time_stamp_& Yar,address_2 address 2
ALTHAAAIEN242 | Relational ISNULLIrow %1764, preanankt Yar, urit unit
7170444598243 | Relational ISMULL{rowl X1764.. aorig_due_date Yar.city ity
Y1 TEA4Y SCDA4 | Relational ISMULL(rowl K1784... date_peticd i <hefe S
- Relational ISNULLrowl AL76%. wieeks_preg ek
| Relational ISNULLymwl 51764, month_preg o
Felational JSHULLrowl 51764, ., Erimester Var.zipd 2ipet
| Pelational ISMULL(rowl X1764. . time_shamp_7 War.du_elig_canfirm du_sliz_confirm
| Relational ISWULL{rowl ., trying Yar.time_stamp_5 time_stamp 5
| Relational, ISNULLIrow %13 Frpsher Yar know_ncs bnow_nics
| Felational ISMULLIrowl X1764,,, ovaries Yar,how_know_ncs_oth b _knowe_rics_oth
| Relational ISHULLGrowl 1754, tubes_Fed Yar.elig elig
- P ’ ;::B'j_iszéi Var.kime_stamp_& time_stamp_&
wession sdibor
P
Colurim Type Length Precision Default Comrment ~ Colurim Tvpe W] M., DatePatkern (k... Precisian Defaul Comrnent
%17EAANITHZIL String 5 il phane [ string B 0
X1TE44XZTH232 1 string 21845 il t_phone_1 [ string Bl 0
H1TEA4RZERZ40 [ string 1 il time_stamp_2 [ string O il
#17644%2852335NUM []  string 21845 0 time_stamp_3 [1  string 0
%17644% 2552 33PRED 1 string 21845 il t_Fname [ string (] 0
H1TEA4HEERZ FISHAM [ string 21845 il t_Iname [ string O il
#1TEA4HIERE ZASTYR [ string 21845 il person_doh [ string [+ il
%17644%284233P0SD [] string 21845 i age [ string i
%17644%28%2 34 [ string 21845 il age_range [ string ] 0
W1 TEA4REER2 I5UTYR [ string z1845 il age_elig [ string = il
21764452512 35UNUM []  string 21845 0 time_stamp_4 [ string 0
H1TR445284236 ] string 21845 a address_id [ string a
X17644%28%237 1 string 5 il address_1 [ string 0
WA TRANIRNE AR 1 e n | n

o ] |




Expression for one column

® Expression Builder E|

Expression Tesk

Felational.ISNULL (rowl.ZX17ed4Z28X358) || War Walu 2

rowl.Z17644X258E358 == "' || rowl.X17e44XZ8X555 == "null"” rowl ,id n TR

? rowl.X17644E28X2335NUN + " " + rowl.X17644X28%235FPRED rowl,submitdate

+ " " 4 rowl,X17644X26X2335NAN + " " + “:'Wi-'at‘-‘tliiﬂ@e “'-'::
rowl . skartlangu...  nu

rowl. X17644X28X23353TYP + " " 4+ rowl.X17644328233P05D s al

rowl.X17644X28X3508..equals ("N1™) 2 r-1m rowl,datestamp null

rowl.Z176d44X25E358 . equals ("HNa2") O -2 @ M_4grn rowl, skarkdate null
prwl K1 764484, mill ¥
T

P00 EEEEE

Categories. || Functions || e

*al

*User Defined :

DataOperation Please select a category and function.

Mathematical

Murnetic

Relational

stringHandling

TalendDatatenerator

TalendDate

Talendstring

(2]
@ A& CeJdCe=| a



Batch job for all Talend jobs

= e

Nt =th—h o
wundet_0 wundon_J 1 wundob_J3 Tunicn_33 BLnch_14 W



Challenges with the approach

It Is very time consuming to set up

2 FTEs are constantly working for VDR submission

It requires very tightly controlled version

control.

e Any change in data collection environment needs to be

U

mapped manually to the VDR warehouse



Common Data Element (CDE)

“Is to standardize the collection of investigational
data in order to facilitate comparison of results
across studies and more effectively aggregate
Information into significant metadata results.”

e minimize the time requirement for data collection tools

e Provides standardized, consistent data collection

e Improve data quality

 With semantic awareness data sharing is obtainable

e Improve opportunities for meta-analysis and comparison

of results from different studies
Being used by the NCI, NINDS etc.



Data elements 101

Data Element (DE)

Data Element Concept (DEC)

Object Class

/"

Class
.

Property

Object + property =

Data Element
Concept

\

Value Domain (VD)

>

Representation
|

Values (optional)

Value - Data
Domain Element

L



Example data element construction

Data elements include:

1. Conceptual entity (THING) about which data is being collected
= Data Element Concept

ﬂ?erson Body Surface Area Value \

2. Physical
(Data Element) representat
| ! | ion =
Value
Person Body Surface Area Body Surface Area Value D i
(1 (Data Element Concept) (;) (Value Domain) omain
_J 3 —~
| | Data type: Numeric
Type: Non-enumerated
Person Body Surface
Area

(what) (characteristic) Q
- What? How? / i‘



caDSR (cancer Data Standards Repository) Is a

database and a set of APIs and tools to create,
edit, control, deploy, and find common data
elements (CDEs) for use by metadata

consumers”

https://cabig.nci.nih.gov/concepts/caDSR/

U


https://cabig.nci.nih.gov/concepts/caDSR/

CDE Browser

INTIONAE . -
|,‘a~n%ﬁ§ National Cancer Institute

=
'--'jPI oteomicsLIMG

o~

ij otExpress
=

t.r_meILex

:

l--jﬂenctome Database Sharing
o~

L--jFIPl oleomics
D—

Sarcoma Database
s

lﬂjﬁeetl

‘SIIP Microarray Analytical Ser
=

'-jsum
=

U rarceT caal

Taverna-catGrid

Wice
| .

The Cancer Genome Atlas
=~

L---:'|Thf.~| adex

Tissue Banks and Pathology
=

LjTIﬂIl‘&t&ll{l

r

L---:'|T| anscription Annotation Prio
:
= LJUAMS Clinical Research

TuAMS Hew CDEs

-
'-:'jl.ll'li'l.l'el sity of Michigan
rL--Jl.lt:lh

Lonsent Ind-

to registration and any study-
related procedures being
perfarmed

Ahdaominal Ihcision

O Normal Healed Indicatar Abdomen normal healing? cablG RELEASED S060E54/1.0

pyccule Rain Fresent oy o ooing? caBIG RELEASED 307931310
Indicator
anterior Bladder Culdoscopy wisualization of

[ |Peritoneum Culdoscopy |7 oo obd . caBlG RELEASED 3061290110

o ; anteriar bladder peritoneum

Device Yigual Indicator
Anterior Bladder

| Peritoneum _ Released by approval of UAMS caBlG RELEASED J0R1430/1.0
Laparoscopy Device team.
Yigual Indicator

[] Annlendm: Culdns;nnv Culdns;npy visualization of caBIG RELEASED 30612951 0
Device Yisual Indicator  |appendix

[ Annlendlxl Lanarn;cnnv Laparn;cnpy visualization of caBIE RELEASED 3061501110
Device Yisual Indicator  |appendix

] M Breast cancer kind? cablG RELEASED S079088/1.0
Diagnosis
Breast Cancer . :

[1|Diagnosis Breast ~ |/nich breast was diagnosed |, RELEASED  3111265/1.0

; with breast cancer?

Laterality

P Diagnosed with breast cancer?  |caBIG RELEASED 307909710
Diagnosis Indicator

[]|Preast Cancar Family e o ictory Breast Cancer  |caBIG RELEASED (307929110
Histary Indicatar

(] Ereast Implant Indicator Breast implants? cablG RELEASED S079284/1.0

[ Breast Lump Present g ot jymps? caBlIG RELEASED (3079319110

Indicator




B ?)

Back Halp

Data Element

Data Element Deta_i_l_s

Public 1D:/2513662
~ Version:1.0
Long Name: Participant Race Category
L Shoit Name: 2513396v1.0:2015164v6.0
Preferred Question
Taxt: T e —— a= s e m i - —— e e e
Definition: U5, Office of Management & Budget (OMB) appraved categories for racial ongin.
Value Domain: Race Category
Data Element
Concept:] ~ 7°
Context:icaBIlC
Waorkflow Status:|RELEASED
Origin: _
Registration Status: Qualified -

Direct Link: https://cdebrowser nci nih. gow/CDEBrowser/search?
“lelementDetails=9&F irstTimer=0&Pageld=ElementDetails Sroup&publicld=2513662&varsion=1.0

Race

Faticipant Race

Reference Documents
Document Name Document Type Document Text Context URL

Race Preferred Question Text Race caBIG o
Alternate Names and Definitions o




Race value domain

Selected Data Element

Public 1D:

2513662

Version:

1.0

Long Name:

Farticipant Race Category

Short Name:

2513396v1.0:201516444.0

Preferred Question Text:

FRace

Definition:

LS. Office of Management & Budget (OME) approved categaries for racial origin.

Workflow Status:

RELEASED

Value Domain Details

Public 1D:

2015164

Version:

5.0

Long Name:

Race Category

Short Name:

RACE _CAT

Context Name:

CTEP

Definition:

racial origination based on OME approved categories.

Workflow Status:

RELEAZED

Datatype:

CHARACTER

Unit of Measure:

Display Format:

Maximum Length:

41

Minimum Length:

Decimal Place:

High Value:

Low Value:

Value Domain Type:

Enumerated

Conceptual Domain Public
ID:

2008552

Conceptual Domain Short
Name:

PHYS_DESC_OF_INDS

Conceptual Domain Context
Name:

CTEP

Conceptual Domain Version:

1.0

Crigin:

Y



Race permissible values

Permissible Values

PV

. PY PV (VM
PV I'T'IU . WCLLI: PV Meaning Description Begin|End |Public ol .
eaning|Concept Version
Date |Date|lD
Codes
Ameru::an Amencan Denotes a persan having origing in ane of the indigenous peoples of North America, wha lived on the
Indian or |Indian or . : o : o ) 20032-
C41258  |cantinent prior to the Eurapean colonization. The term includes individuals belonging to a large 257223210
Alaska |Alaska : : : : . 0=-31
, . number of tribes, states, and ethnic groups, many of them still enduring as communities.
Mative  [Mative
Denotes a person having origing in any of the original peoples of the Far East, Southeast Asia, or the S002-
Asian Ssian C41260  (Indian subcantinent, including Cambaodia, China, India, Japan, Korea, Malaysia, Maongolia, Pakistan, 25722331 .0
S ; ; 03-31
the Philippine lslands, Thailand, and “ietnam.
Black or |Black or Aterm used in the United States to categorize a population group comprised of persons having S002-
African  (African  |©1B352  |origing in any of the black racial groups of Africa. Includes population subgroups (e.g., Kenyan, 0531 25723151.0
American American Migerian, Haitian). The concept refers alzo ta individuals who classify themselves as described.
, : Denotes a person having origing in any of the original peoples of Hawaii, Guam, Samoa, or other
Mative  |Mative . . . : .. :
. - Facific Islands. The term covers particularly people who identify themselves as part-Hawaiian, Mative
Hawaiian |Hawalian N . A
Hawaiian, Guamanian or Chamoarro, Carolinian, Samoan, Chuukese (Trukese), Fijian, Kosraean, 2002-
ot ather |or Other (41213 . . . , : . 257223510
. . hlelanesian, Micronesian, Maorthern Mariana Islander, Palauan, Papua Mew Guinean, Pohnpeian, 05-31
FPacific  |Pacific . " .
Folynesian, Solomon Islander, Tahitian, Tokelauan, Tongan, Yapese, or Pacific Islander, not
Islander |lzlander :
specified.
Mot Mot : : 2003-
Repottad| Repoted C453234 Mot provided ar available. 10-16 25725751.0
Linknown Unknown [C17993 (Mot known, not obsered, not recorded, or refused. SS-D*IE*I- 2572577(1.0
White White CA17R1 !:Ienu_tes persan wlth European, Middle Eastern, or Marth African ancestral origin who identifies, oris  |2002- 557993611 0
identified, as White. 05-31

N




Metada Data Repository --

OpenMDR

= OpenMDR is a suite
of software that
provides semantic
metadata
management
capabilities. It has:

* MDR Core,
« MDR Query,
 MDR Plugin, and

« MDR Domain Model
Generator.




MDR Core

An 1SO11179-compliant Metadata registry that stores

semantic metadata for a domain or institution

Capable of storing, versioning and maintaining semantic
metadata in the form of Common Data Elements (CDES)

Provides a web front end for users to create, edit, deploy

and re-use CDEs for new UML model development

http://www.cagrid.org/display/MDR/Home

U


http://www.cagrid.org/display/MDR/Home

Creating a data element concept

openMDR &2

MAINTENANCE SEARCH REFERENCE DOCUMENTS| ANNOTATED MODELS

Creating a New DataElementConcept

This form will allow you to creale a new DataElementConcept in the metadata repository

|Standard Administered ltem Metadata |

|Preferred Name |

Context * CCTS g
Mame * Fatient Cendar
Freferred e
Definition Patient Cendar
S
Language Identifier [Us ][ eng $)
Source

Data Element Conce pt SFI-E{:iﬁ{: prope rties

GhjE{:t Class URI| * cagrid.org_28421362-c5d7-4f07 - Baba-19323%bced2c5
E'atie nt N
| Change Relationship |

F*I"DFJ-EI'W JR]* cagrid.org_ce36dt2a-2710-4051-9cea-b%abbl1%ali?7_0
Gender
| Change Relationship |

an{;eptu5| Domain * cagrid.org_bc780ebd - 5115 - d4fec-abc2 - beft525bFe7f 0.1
Gender

Gender Q
\_Change Relationship |

Store
- > - S - — Q
| Save | | Clear | | Return ta Maintenance Meno |




Preferred Name

Context * | ccts & ]

Mame * Cender
Preferred @
Definition please complete definitions...
4
Language Identifier [us 5] [eng 5]
Source

|Cﬂr‘|ceptual Domain |

Conceptual Domain ID cagrid.org_bc780ebd-51f5-d4fec-abc2-beff525b7e7f_0.1 (_Change Relationship )
Conceptual Domain Mame Gender

|"u"alue Domain |

Value Domain Data Type | string: XMLSchema B

L8

Value Domain Unit of Measure | select ... -¢]

Walue Domain Format (E.g.
MM-DD-YYYY)

Value Domain Maximum

Character Count .

Value Domain Minimum 5

Character Length

Value Domain High Value

Value Domain Low Value

Value Domain Decimal Place

Possible Values meaning value

Permissible Value 1 Male M

Permissible Value 2 Female F o

Store |

Q
Fa . Fa N .
| Save ) | Clear ) L‘_Fteturn to Maintenance I'l.-'lenu_,' ‘;




Creating a data element

o»enMDR &2

MAINTENANCE SEARCH REFERENCE DOCUMENTS| ANNOTATED MODELS

Creating a New DataElement

This form will allow you to create a new DataElement in the metadata repository

Preferred Mame

Context * CCTs %
Mame * Patient Gender
Freferred 2]
Definition Patient Gendar
e
Language ldentifier [us ][ eng :)
Source
Data Element angept & cagrid.org_c473Bbce-4b53-4eba-b024-d3667342a57d
Fatient Gender
[ Change Relationship |
Value Domain * cagrid.org_da251044 - 2fc3 -4aa? -balBb-a731166e2:19 |
Gender
_Change Relationship
Example please complate axample. ..
o
Precision

Store | (o)
[ Save ( 'Eltar_\' |_Return to Maintenance Mtnu_\'
(+]
W3C amep WaC css b



A Potential solution

Creation of a Meta Data Repository
e OpenMDR is an existing open source
e Creation of a context NCS

Use of Data Elements to define investigational
data

e cabDSR houses more than 38K data elements

Create and annotate UML(Unified Modeling
Language) models

e Enterprise Architect has openMDR plugin

Study Centers can consume the online services

Q
- Or files \N



Creation of Logical

%E Logical Diagram: “Logical Model" created: 2/6/2009 9:55:06 AWM modified: 2/6/2009 12:31:10PM  100% 776 % 1000 x | Project Browser
 Em®E
~ | = g Model
= [B] Logical View
- ] Data Madel

Iil Diagrams

stablex PARTICIPANT

atshle PROTOCOL

W FG-E- 1)

damain::Participant dormzin:: Protocal i L. «TT\:JI? IPROTOCOL_REGISTRATION
ogical Modes
birthDate: Date - endDate: Date = ] Diagrams
firstame: String - id: Integer . %EL o
gender: String - longMame: String ogical Maode
id: Integer = oueraIIAccr.uaITarget Intege =l D edu
lastHame: Stiing - phase: String = EI a5
- zhotMame: String
ks
+participant Tﬁ - staiDate: Date = Ellj entost
CEsares

+pmtocoﬂ 1 = El domain
=] Participank
i ¢ birthDate
8 ¢ firsthlame

8 ¢ gender
B
+protocolRegistrationCollecti = PR
+pmtocolRegistrationCollection_ﬁ 0.7 yzl__" protocoliegistrationlallection ESMEYS ]
Tagged Values
domain:

by |

A
®

Protocol Registration

enrollmentlate: Date
id: Integer
status: String

|

Start Page,,  *Logical Model | b
HEABRE @ iR FLEGR a3 BB 5 2EF (.

mE ="
|
;7@




Data Model

T2 Logical Diagram: "Data Model! created: 2/6/2009 10:10:05 AM madified: 2/5/20001:17:51 P 100 775 % 1000 w | Project Browser

Bl#m%E % 2-E- + 3

.
u | B @Model
Data Madel :PARTICIPANT 5] = |E] Logical Yiew
D=tz Model:PROTOCOL B g ] Data Madsl
ool Umne .
Pl 1D NUMERIC(Z) . = [ Diagrams
BIRTH_DATE: DATE *PI 1D NUMERICES) 3 Data Model
FIRST_MAME: WARCHAREO) LOMG_NAME: WARCHARSD [E «tables PARTICIPANT
LAST_MAME: WARCHARISO) SHORT_MAME: WARCHARSD [E «tables PROTOCOL
HERIBERS B START_DATE: DATE & stable» PROTOCOL_REGISTRATION
END_DATE: DATE )
&Pk PHASE: VARCHARS) =~ %":a! Madsl
+  PH_PARTICIPANTINUMERIC) OWERALL_ACCRUAL_TARGET: MUMERIC(E) = Diagrams
%g Logical Model
+PK_PARTICIPANT |41 Pl & B eda
+  PK_PROTOCOL(NUMERIC) = ] osu
+pi_proTocol? 1 B ] ot
= EI cksatest
=l IiI domain
= Participant
(PARTICIPANT_ID = ID) 8 ¢ birthDate
el (PROTOCOL_ID = ID) 8 ¢ FirstName
«FKn & i gender
s R |
Tagged Yalues
' by 5
+FK_PROTOCOL_REGISTRATION_PARTICIPANT 0.7 g RIPROTEEELASSISTRTIER A HITEEES B
r
Data Model :PROTOCOL_REGISTRATION E|
wcolumns
*Pls 1D MUMERICE)
FI PARTICIPANT_ID: NUMERICEE)
Fi. PROTOCOL_ID: NUMERICE)
EMROLLMENT_DATE: DATE
STATUS: WARCHARSD)
wF Ko
+  FK_PROTOCOL_REGISTRATION_PARTICIFANT(NUMERIC)
+ FK_PROTOCOL_REGISTRATION_FROTOCOLMUMERIC) o
=Pk
+ PK_PROTOCOL_REGISTRATION(NUMERIC)

|
£
7(0

q Start Page | ‘Logical Model,  *Data Model b




o, @, e
!
0 ¥, »
Ly it = Select Resource to Query against
MDA QUET_'.J % ._ Eﬁ i r«" i Eg ﬁ
Hesoulces 138 M 100% 7 ; - SElﬁc't_SﬂafCh |PrujectEruw5er
|caDsR _ Entersearchierm  » LlE B E % B-8- t )} @
|Term pank Birth Date l--_ EI E %a[l;?udel
|1 t =l lagrams
Contest | v| et Lit ] Data Model:PROTOCOL L 72 Data Model
: : E #tables PARTICIPANT
Qs comploied s e e : - [5 «tables PROTOCOL
LOME_MAME: WARCHARSD) | - «tables PROTOCOL_REGISTRATION
Results SHORT_MNAME: WARCHARSD) ] = E Logical Model
Parlicipant Birth D ate java util Date [Quslified: RELEASED] . 0 - = [ Diagrams
Clinical Trial Participant Birth Doate java.utl.Date [DRAFT MEW] = UARI:HAR(SDJ | 'Eg Logical Model
Participant Birth D ate java.utl Date [-DRAFT MEW) ; = [ edu
twimal Participant Birth D ate java.utlDate [-DRAFT MEW) AR LARBEET HUMERILE) ! i -
abetract Participant Birth D ate java.utilDate [DRAFT MEW] Ij
Animal Participant Birth Date java.utl.Date [DRAFT MEwW] #PHa | = &- - ccts
Abstract Participant Birth Date java.utl Date [~DRAFT MEW) + FPE_FROTOCOLN 15} i = E %ﬂtest
Fl._PROTOCOLY 1 N { : . & [ domain
e 7 Click Button to show all context's available = B participant
Result Panel- shows all matches i @ ¢ birthDate
! {3 ¢ firsthlame
; & @ gender
(FROTOCOL_ID = 15) [ i
«F ! o g lastMame
/ [ H m FH peak 1
T — v . -
Click to Annotate with above selected CDF Tagged Values
<o | | =2 [Annntate with COE J [ ze ] / | Bl ¢ EF ¥ | Ea rs @
Y +FK_PROTOCOL_REGISTRATION_PROTOCOL — TbirthD ate [Alllihulei |
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Exporting Model to XMl
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Program Office can create and annotate UML
models using CDEs from caDSR

Annotated UML models

ecan be used to export XMI filesmto be imported to the
data collection tools.

e Can generate VDR DB structure using Enterprise
Architect, Altova UModel etc.

e Relatively easy mapping and ETL since both use the
same UML model

NCS Study Sites can export semantically aware
data/database strucuture and submit to VDR.



Questions

Umit Topaloglu Ph.D.
utopaloglu@uams.edu

William Hogan MD. MS.
Wrhogan@uams.edu
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