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Early Detection Research
Network
(EDRN)

e 5-Year collaboration supported by NCI

« Goal: Identify, evaluate, and validate
promising biomarkers to support the early
detection of cancer

e Comprised of:
— 18 Biomarker Laboratories
— 9 Clinical and Epidemiology Centers
— 3 Biomarker Validation Laboratories
— Data Management and Coordinating Center



Informatics Approach

Cross-disciplinary team of biomedical and
computer science researchers

Common Data Elements to standardize data
definitions for databases and forms

Informatics infrastructure that allows for
capture and exchange of information across
EDRN centers

— Leverage JPL/NASA’s experience and software in

developing IT Infrastructures to support planetary
science

— Use existing EDRN databases without requiring
changes

— Develop a common IRB protocol template

Common portals to access data (secure,
validation, public, etc) as a single entry point



EDRN Resource Network
Exchange (ERNE)

Virtual Specimen Repository
Informatics infrastructure created for EDRN

Existing sites specimen databases
maintained locally

Uses EDRN Common Data Elements (CDES)

Maps institutions local data definitions to
EDRN CDEs

Secure and Confidential
Secure Dynamic Portal



Deploved EDRN Informatics




EDRN Informatics Tools

« EDRN Secure Website - CDE Tools e e B
— CDE Repository B e
— Form Tools
— Mapping Tools

« EDRN Resource Network Exchange

— An infrastructure for sharing data resources — 2
across EDRN

— Supports real time (on demand) distribution of
data to users

— First release - Specimen sharing tool
— EDRN CDE Mapping Tool

VSIMS

§IF

« Validation Infrastructure (VSIMS)

— Provide common infrastructure across validation
studies

— Online Forms - Data Driven from CDE Repository R




Semantic Architecture

e Many institutions have existing
specimen repositories with locally
defined data models

« EDRN Common Data Elements (CDES)
e ISO/IEC 11179



Data Model Mapping

« Communicating EDRN CDEs
« EDRN CDE Mapping Tool
« EDRN CDE Repository



CDE Tools

e CDE Attributes

e Form Tool

Early T\‘I.\ 0
Detection o An infrastructure for supporting collaborative research INETH
Research .-~ on molecular, genetic and other biomarkers in early
N k £ i cancer defection and risk assessment B I e
Network DIVISION OF CANCER PREVENTION

SEARCH FEEDBACK SITE MAP EDRH PUBLIC LISTSERV Relevant Sites:

Search Criteria:

1

CDE Document TexdtAll
Search Method: Matches on all words (AND)

CDE Category: All

CDE Classification: All

CDE Phase: All

CDE Version: All

CDE FormeAll

Penmissibie Value: A

Specimen Sharing Profect Al

Current Version: Yes

Document Text Gender (What is your gender?)
Category: Baseline
Clagsification: Demographics

Version: 1.0
Data Type: Integer
Penmissibie Valie: ListiD List Value Source
1 hale
2 Female
9 Unknownirefused

Note: Permissible Values listed above are specifed for all related forms.
Forms Applied: Core Baseline CDE (1.31 - Approved)

Feasible Form 1.2 - Develapment)

hematalogic (1.0 - Developrent

MSA Baseline (1.0 - Appraved)

Specimen Sharing Project Yes

Early Qi-:\l'
Detection . An infrastructure for supporting collaborative research [N&TT
Research ‘_-;;.\_Z'_S on molecular, genetic and other biomarkers in early RTION AT A CE RIS TITITE
Network &5 cancer detection and risk assessment DIVISION OF CANCER PREVENTION

SEARCH FEEDBACK SITE MAP EDRH PUBLIC LISTSERV |[EHEETIES =l

Mote: Click on the E ican to zee the details of selected CDE(s) of interest.

EDRH Core Baseline CDE
B ecrusiten Ll
E EDRM Protocol ID I—I—I—I
B eprneaticipantn Ll A 101
E Was consent obtained prior to data callection?
- M I:I‘r'
0 Q 1 es

[
3 IRB waived requirement far consent

E Was consent obtained prior to data callection? {If Mo, explain)
Bl Date orhaseline data caliection  eems st !
ate of Participant Enrollimen [ S

E Date of Particinart Enroll t | SISy T —
Demographics
E Gender (What is your gender?)

- hal F |

1 ale ; Female

[
q Unknownirefused

E Height [in inches] dwhat is your total current height in inches?) |_|_|_|
E Hispanic ar Latino {Are you Hispanic or Latina?)

O

g Mo .




CDE Tools

« CDE Mapping

« Mapping Evaluation

Mote: Click on the E icon to see the details of zelected CDE(S) of interest).

Map ID: 1059
Site and Protocol Information

Last Modified Date: 2002/07/08

58 The Biomarker Knowledae Systern Informatics Pilot Project
Supplement Ta The Biomarker Development Laboratory at Moffitt
(Bedlam)

Frotocol Database and Site Technology Survey

eorn coE G
Tabie Name

89 H. Lee Moffitt Cancer Center (BDL)

EDRNZ_Sput_Epi
M_Sput_Subject

CODE Name BASELINE_DEMOGRAPHICS_GENDER_CODE SEX

CDE Version 1.0
COE Data Type Integer
COE Document Text Gender (What is your gender?)

Penmissibie Vaiye 1 Male
2 Female
9 Unknownirefused

CDE Cormments
Mapping Solion

Mapping Comments
Mapping Status Completed

Character
Gender

F
hd
0]

Casze M.Cdem_SEX

F--=
E.BASELINE_DEMOGRAPHICS-GENDER_CODE
=2

M --=
E.BASELINE_DEMOGRAPHICS-GENDER_CODE
=1

Else
E.BASELINE_DEMOGRAPHICS-GENDER_CODE
=9

EndCase

Else
E.BASELINE_DEMOGRAPHICS-GENDER_CODE
=9

EndCase

This i= heing done in Praduct Server

Completed

EDRN CDE L=1 EDI . _Epi
CODFE Catagory Baseline
CDE Classification Demoagraphics
Tabie Name M_Sput_Suhject
CODE Name BASELINE_DEMOGRAPHICS_GEMDER_CODE  SEX
COE Version 1.0

COE Data Type Integer Character
CDE Docunent Text Gender (What is your gender?) Gender
Permissibie Vaire 1 Male F
2 Female W
9 Unknownfrefused u

CDE Comments

Mapping Solution Proposed

Mapping Solution Case M.Cdem_SEX
F--=
E.BASELINE_DEMOGRAPHICS-GENDER_CODE
=2
M=
E.BASELINE_DEMOGRAPHICS-GENDER_CODE
=1
Else
E.BASELINE_DEMOGRAPHICS-GENDER_CODE
=5
EndCase
Elze
E.BASELINE_DEMOGRAPHICS-GENDER_CODE
=9
EndCase

Mapping Corrunents This is heing done in Product Server




Distributed Specimen Sharing
Infrastructure

e “Grids” heterogeneous centers together
e Real-time access to distributed cancer centers

Fle Edt View Favorltes Tools Help |

Ggack ~ & - @ [ A @search GaFavortes (BHstory | By S

| deress [&] bitps:ffwww.compass.Fhcrc o gfedimsfcqibinfplocfvfsearchDetal.asp=etalbemupar—upthmupbcomupbm=cpipmupts=p._ =] (P60 | A5 Prrets @nen ) | - L
sk | 8] hotps-Jignger Frere. oral detrdesss h
EDRN Home Page
Early et
Server Status Detection
b EDRN Resource Network Exchange
esearch .
gM;i‘ B . Vi- Informatics Pitot Project st arathus Spanch. o
reighton Universicy Nﬁi ud
EDRN Resource Network Exchange Mofiie Cancer Cantar Network K i =
| University of Colorade Fearch Resims:
- Informatics Pilot Project University of Michigan
University of Pitzsburgh Epucirmen Suuroe Blnod
UT, San Antanic By

Paric
Search For: (Listed specimens are available at sites selected. Field with + is required)

Spetimen Sour:e*l Blood j Participant Cancer Status | ParicipantWith Cancer =
Update Options

i d
6 &7 Liniv. of Michigan 12 3 dbrennen@umich edy Summan  Cetails

PLEASE CHOOSE ALL THAT APPLY
Characteristics of Specimen:

Specimen Storeds:

Final Storage: [All = Race

Smoking Higtory  Smoked Regularty 48 14
Mul Smoiesd Rigularky 0 n
Demographics § § . Linknown e 15
Gender: HispaniciLatino Origin:
& Al T Male © Female & Al © Hispanic/Lating Mot Hispanic/Lating
R Gander Wale 3 3
v ai ™ wihite ™ Black or African-american ™ american Indian or Alaska Native Raca i 3 :
Smoking History  Smoked Regutarly 3 3
I asian ™ Mative Hawaiian/Other Pacific Islander
History of Regular Smoking: & Al  ves Mo
) ) Cender Male ] 2
Characteristics of Individuals with Cancer: Female 4 1
Cancer Sites: Race Whilir z 1
v Al " Bladder " Bone ™ Brain BPSEIERER e R et o b !
Unknwa & 1
" Breast T cervix ™ colon ™ Esophagus Smoking History Mot Smeked Regulary ] 2
Unk 4 1
™ Headi Meck ™ Kidney ™ Leukemia I~ Liver il
™ Lung ™ Lymphoma ™ ovary ™ Pancreas
™ Prostate ™ Recturn I &kin I stomach [ tA——— au z, plis PR — age bo GHCE
I Thyroi I Uterus Dbt ] [ S ) Sotemnt e S ] | Smamrna 3 Ui, | [ Prverste ) [ Pisomn | [ S 1 [3hemed
)—lstulugy Classification: = = = = ; & . . 8 Pricgan B 5 5 £ &
éasurs st maincmned by COMPASS, Fres Muashinsmn Canger Fassarch Soruar - =
[& [ 18 [@ meemet i For omans i supEsers gaSnR T SEESYE o = s -




EDRN Informatics Tools:
Validation Studies

Forms Entry S IMS -

- |
Study Systam f Lo Network Lol |

D ata I ran Sfe r Protocol: MSA User: Qing Xiao { Site I1D: 128 Logout Home Back Print VSIMS

5

Staff Name:Qing Xiao

EI' 'b'l't MSA Role: Mone
I g I I I y ® Early Detection Research Network Validation Study (Baseline Entry)
. .  MSA Consent1.0
CO nfl rm atl O n ' MSA Eligibility-1.0  Ineligible List {14 )
 MSABaseline-1.21
' MSA Specimen Collection-1.0
- ' MSA Cystoscopy Procedure and Results (G2 & 33 onkyg-1.0
S p e C I m e n ' WSA TURST Procedure and Results (G3 only-1.0
M3 Other Procedure and Results (33 only)-1.0
. ' MSA Upper Tract Imaging (G3 onky)-1.0
T raC kl n ' MSA Urinalysis andfor Herme Results (G1 & G2 onh)-1.2
g ' MSA Culture and Sensitivity (CNS) Results (G2 Onkd-1.0
' MSA Urine Cytology Results-1.0
.
Q e al _tl m e D ata Submit | Reset |  Confirm Eligibility Follow-up Form | Main |
Q t- I Secure site maintained by COMPASS, Fred Hutchinzon Cancer Research Center @. Last updated on 1/12/04 Contact: edrndmeci@fhereorg
Tracking
Portal Interface
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Informatics Goals

Science-driven approach and requirements

Development of a core infrastructure to enable
seamless data sharing between EDRN
Informatics centers

Centers “plugged” into the informatics
Infrastructure

Data collection and sharing environments for
— Specimens

— Validation Studies

— Biomarkers, Genomics and Proteomics

Science informatics tools



