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1. Tellen

Prevalentie

AHoeveel nierpatiénten hebben diabetische nefropathie als
onderliggende oorzaak van hun nierziekte?

Incidentie
AHoe vaak treedt er EPS op bij PD patiénten?

2. Vergelijken
Effect van blootstelling

Als een hoge bloeddruk een risicofactor voor verslechtering van de
nierfunctie bij predialyse patiénten?

Effect van behandeling

AVerminderen statines het risico op een hartinfarct bij dialyse
patiénten?
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Onderzoeksvormen:
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Onderzoeksvormen:

AObservationeel
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. Welke studies in nierpatiénten zijn beschikbaar voor
epidemiologisch onderzoek?
. Welk soort nierpatiént bevatten ze?
-CKD stage 1, e, 5
stage 5. dialyse (HD, PD)
niertransplantatie

. Wat is van deze patiénten vastgelegd/verzameld, en hoe?

Hoe kunnen we de harmonisatie van studies vergroten?
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Public Population Project in Genomics

A tools ter ondersteuning van onderzoekers in de harmonisatie,
opzet en realisatie van genetische populatiestudies

- Catalogues: overzicht van bestaande studies

- DataSHaPER: harmonisatie van nieuwe studies
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1. Welke studies in nierpatiénten zijn beschikbaar voor
epidemiologisch onderzoek?
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P3G OBSERVATORY

P*G Cataloques

ok i a collaborative woark-in-progress. Your comments and suggestions are most welcome. To contribute

sntact us.

Studhy

Guestionnaire

Phy=ical and Cognitive Measures

DHA Processing Fundamental Principles =t that underpins its activities.

Ethics and Governance What is the P3G Observatory? The Observatory is a central Intermet repository of scientific information and tools
aimed at facilitating the developrment, realization and harmonization of research projects. It includes a series of

Information Technologies

Partner Catalogues

BEMEI

CPT project

Diabetes Bichank

INGI

Renal Biohank
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RENAL BIOBANK CATALOGUE

African American Study of Kidney Disease and
Hypertension Study

Belgrade Aachen Study on Calcification in
Hemodialysis

Phase A

Phase B
Brussels Renal Transplant Cohort

DElapril and MAnidipine for Nephroprotection in
Diabetes study

Genetics of Kidneys in Diabetes
Growth factors in peritoneal membrane failure

Hemodialysis Study
Malnutrition Inflammation Atherosclerosis

Mapping of Inflammatory Markers In Chronic Kidney
disease

NEtherlands COoperative Study on the Adequacy of
Dialysis

PREdialysis PAtient REcords Study

Takahata Study

The German Diabetes and Dialysis Study

The Modification of Diet in Renal Disease study

Yamagata Dialysis Study

BErgamo NEphrelogic Dlabetes Complications Trial -

BErgamo NEphrelogic Dlabetes Complications Trial -

ALSK
BASCH
BEMEDICT -

Phase A

BEMEDICT -
Phase B

DEMAND

GokinD
CHPD

HEMD
Rl &
RAIRAIC K
NECOSAD

FREFARE

40 study

MDRD

CKD{2-3)
CKDE): HD
CKDIO-1)
CKD{1-2)

CKD(E): TX
CKD(D-1)

CKD
CKDIS): PD

CKD(S): HD

CKDE):
HD&PD

CKD(): HD

CKDE):
HD&PD

CKDA)
CKD(1-3)
CKDIS): HD

CKD(3-5)

CKDE):
HD&PD

Current number of
patients

1094

220

1204

281

300
340

3075
248

1546
435
228
2004

471
3400
1255

G40

450

Status
Ended
Ended
Ended
Ended

Cngoing
Ended

Ended
Cngoing

Ended
Cngoing
Ended
Ended
Cngoing
Cngoing
Ended

Ended

Cngoing

Study design

Clinical f intervention
tial
Cohort

Clinical f intervention
rial

Clinical f intervention
rial

Cohort

Clinical f intervention
tial

Case-control

Crogs-sectional
revalence

Clinical f intervention
tial
Cohort

Cohort
Cohort

Cohort

Cohort
Clinical £ intervention
tial
Clinical £ intervention
tial

Cohort

Country of
residence

United States

Serbia
[taly
[taly

Belgium
Slovenia, ltaly

United States

United States
Sweden
Sweden
Metherlands

Metherlands
Japan
Germany

United States

Japan

17 studies found
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2. Welk soort nierpatiént bevatten ze?
-CKD stage 1, e, 5
stage 5: dialyse (HD, PD)

niertransplantatie
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Home > P*G Catalogues > Partner Networks = Renal Biobank Catalogue

RENAL BIOBANK CATALOGUE

Acronym Pati e | Current number of Study design Country of
patients residence

African American Study of Kidney Disease and CKDE-3) 1094 Ended  Clinical / intervention  United States
Hypertension Study trial
Belgrade Aachen Study on Calcification in BASCH CkDE): HD 220 Ended  Cohort Serbia
Hemodialysis
BErgamo NEphrelogic Dlabetes Complications Trial - BENEDICT - CKDO-1) 1204 Ended  Clinical # intervention  ltaly
Phase A Fhase A trial
BErgamo NEphrelogic Dlabetes Complications Trial - BENEDICT - CKDO-2) 281 Ended  Clinical # intervention  ltaly
Phase B FPhase B trial
Brussels Renal Transplant Cohort CKDE): T 300 Ongoing Cohort Belgium
DElapril and MAnidipine for Nephroprotection in DEMAND CKDO-1) 380 Ended  Clinical / intervention  Slavenia, taly
Diabetes study trial
Genetics of Kidneys in Diabetes GakinD CkD 3075 Ended  Case-contral United States
Growth factors in peritoneal membrane failure CHPD CkDiE): PO 243 Ongoing  Cross-sectional
prevalence
Hemodialysis Study HEMD CKDE): HOD 1846 Ended  Clinical { intervention  United States
trial
Malnutrition Inflammation Atherosclerosis Bl 2, CKDE): 435 Ongoing Cohort Sweden
HDE&FD
Mapping of Inflammatory Markers In Chronic Kidney — MIMICK CkDE): HD 223 Ended  Cohort Sweden
disease
NEtherlands COoperative Study on the Adequacy of NECOSAD CKDE): 2004 Ended  Cohort Metherlands
Dialysis HOEP
PREdialysis PAtient REcords Study FREFARE CKDid) 471 Ongoing Cohort Metherlands
Takahata Study CKD-3) 3500 Ongoing Cohort Japan
The German Diabetes and Dialysis Study 40 study CKDE): HD 1255 Ended  Clinical / intervention  Germany
trial
The Modification of Diet in Renal Disease study bDRD CkKD(3-5) 340 Ended  Clinical / intervention  United States
trial
Yamagata Dialysis Study CKDE): 430 Ongoing  Cohort Japan
HDE&FD

17 studies found
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PREDIALYSIS PATIENT RECORDS STUuDY [PREPARE] ™

Study
GENERAL INFORMATION
Name FPREdialysis PAtient REcaords Study
Acronym FREPARE
Last update 04/224200
Affiliation

Renal Genome Network [ReGeNet]
Applied GENomic StratEgies for Treatment and Prevention of Cardiovascular Death in Uraemia and End-stage REnal Disease project [GENECURE project]

Principal investigators
Diana Grootendorst
Els Boeschoten
Friedo Dekker
Yva Sijpkens

Contact
Diana Grootendaorst Leiden
Email: d.c.greotendorstélumc.nl ]
Website

Mo information available

OBJECTIVES

Frimary aim: to investigate determinants of decline of kidney function, cardiovascular morbidity and (cardiovascular) martality in predialysis patients;
Second aim: to describe the guality of life (Qol) of these patients and examination of carresponding determinants.
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|Genera| design

Study design Cohort
Type of participants Individuals, Incident cases
Target or final number of a00

participants
Target or final number of DNA 500

Participant selection / Characteristics of the population

Renal patient type
+" Chraonic renal failure (4)

Selection criteria
+ Age Minirmun: 18 years
+ Country of residence Metherands

Supplementary informations
- GFR<30 mlfmin Cockeoroft-Gault;
- Under treatment by a nephrologist;
- Known at the predialysis outpatient clinic for less than B months;
- Considered for renal replacement therapy;
- In case of transplant failure: transplantation must be mare than ane year ago.

Recruitment procedures
Mo information available

Number of recruitment centers
25

Data Sources
Cross-sectional

+ Cluestionnaires to paticipantsfrespondents .
+ Direct physical measures X
+ Biological samples X

¥ Medical paper
¥ Electronic databases
¥ Genealogical records

Follow up procedures
Each 6 months

Repeated/continuous
X
o+
o
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3. Wat is van deze patiénten vastgelegd/verzameld, en hoe?




Baseline principal variables of interest

+ Sociodernographic characteristics (e g age, gender)
' Life habits/Behaviours

" Individual dizease history

¥ Familial disease history

' Medication intake

+ Body structure measures

+ Body function measures

+/ Biochemical measures

Principal end points of follow up study

' Death
+ Maorhidity (Decline in renal function)
Other (Start renal replacement therapy)

Sample management

Biological samples

+ Blood ¥ Buccal cells
¥ Cord blood ¥ Tissues
¥ Saliva + LUring

Biological samples format

Fresh  Frozen Dried Other  Specification
{paper)
Blood X + X X

STATUS

Current status
Phase Start End

Preparation phase/Filot - -
Recruitment £ initial data collection 2005 -

Follow-up of participants 2005 -

Current number of participants recruited 471 in date of 11,/01,/2009
Current number of collected DNA samples 471 in date of 11/01/2009
DOCUMENTATION

Diata_Description Ferm_Renal_Studies PREPARETE
Renal_BioSample_Description_Form_PREPARETE
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4. Hoe kunnen we de harmonisatie van studies vergroten?
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Data Schema and Harmonization Platform for Epidemiological
Research (DataSHaPER)

AMinimale dataset

SHaPER

AZiektegeschiedenis
AHuidige niervervangende therapie, medicatie
APhysieke metingen en laboratorium bepalingen

ANephroQuest (EU, ERA-EDTA)
AExpertbijeenkomsten
APhenX toolkit (National Human Genome Research Institute)



C at: www.datashaper.org

b

Observatory
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Home Contact Us Terms And Conditions

WELCOME TO DATASHAPER WEBSITE

The DataSHaPER (Data Schema and Harmonization Platform for Epidemiological Research) is both a scientific approach and a suite of
practical tools. Its primary aims are to facilitate the prospective harmonization of emerging bichanks, provide a template for retrospective
synthesis and support the development of guestionnaires and infarmation-collection devices, even when pooling of data with other
biobanks is not fareseen.

+ What is the DataSHaPER?

The development of these tools has been jointly funded by P°G, CPT, PHOEBE, and Generation Scotland. m ata

PROMOTING

G PHOEI Jenere ﬂorg%COTLAND Tomormw : 8 H 9 PE R

EPIDEMIOLOGICAL
BIOBANKS IN EUROPE

P l a tfor m It also contains associated support material including variable definitions, links to relevant Ontologies and Classifications, and access to reference guestio
and operating procedures.

) ) @ ata S Cc hem a A DataZchema identifies and describes a thematic set of core variables that are of particular walue in a specified scientific setting.
N

1 } armoniza t1 on he Harmonization Platform provides a ternplate for the formal estimation of the potential to synthetized information between studies. At present, access td
p P P ¥ p
F |a t I orm Harmonization Platform is limited to collaborative context.
\_
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Home Contact Us

DataSchema Platform | Harmonization Platform

DataSchemas

@ Generic Dataschema

CPT Data=chema (Canadian Partnership for
@ Tomarrow

=2 @ Renal DataSchems
=2 Clinical Azzessment
= Individual Dizeasze History

Individual History of Cancer

Individual History of Disbetes

Diabetes in medical history

ﬂ Diabetes onzet

Individual History of Retinopathy

m

Individual History of High Blood

Pressure
In_dwldual Hiztory of lschaemic Heart
Lizeaze
Individual History of Congestive
Heatt Failure
Individual History of
Cerehrovazcular Dizease
Indivicuzl History of Petipheral
“Wascular Dizease
Individual Hiztory of Chronic
Obstructive Pulmonary Disease
Indiviclial H@or\; of Human
Immunodeficiency Virus
Individual History of Chranic
Hepatitis
Indivicual History of Renal Dizease

Individual Intervertion History

Familizl Dizzaze History
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(@ Renal Dataschema

DataSchema informations

Hame :

Description :

Scientific Area:
Population :
Collection Swipe :
Context :

URI:

mModules
Mame
Clinical Azsessment

Therapy

% S5

w " >
{ Observatory ‘

Terms And Conditions

Fenal Dataschema

The "Rernal DataSchema aims to support data harmonization in epidemiclogical studies in the fizld of chronic kidney dizeazse (CHD). The "Renal
Dataschema” has been developed within the GEMECURE project in collaboration with the P3G,

Renal dizeaze
Renal patients
Bazeline
Prospective harmonization
hittp: ey datashaper orglowe 200901 2renal owlRRENAL _1
@ Download list of variables
/| Download OWL

Description
Thiz module includes a selection of core varisbles to be collected by clinical azsessment of the participant.

Thiz module includes a selection of core variables to be collected ahout the current therapy of the participant.

Phy=ical and Cognitive Measures Thiz module includes a selection of core variables to be included in the clinical azsessment of the participant.

Biochemical Measures

Thiz module includes a selection of core hiochemical wariables to be measured in the participant, expres=zed in Conwent
nits.

Medical Health Informatin During Follow: g Thiz module includes a selection of core variables of the paricipant's medical health to be collected during followe up.







