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Data for HBM4EU

For data generated with HBM4EU co-fund during the 
course of HBM4EU, the Data Owner/Data Provider shall 
agree that these data are transferred at high level of 
granularity to the HBM4EU repository (anonymised or 
pseudonymised single measurement data); and that the 
accompanying variables of the study that are needed to 
solve the envisaged research purpose(s) are also provided 
as single measurement data. 
This is a necessity to meet the objectives of HBM4EU. Prior 
to generation of the data, the Data Owner/Data Provider 
shall confirm ethics-legal compliance of the study in which 
new data are generated; and fill out and sign the data 
transfer agreement. 
Data generated with HBM4EU co-fund and accompanying 
variables are, by default, directly accessible for use within 
HBM4EU following the procedures outlined in section 4 of 
DMP. 
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Data Policy

The Data Policy describes the data management 
procedures to be followed by the consortium. These 
procedures ensure that data on human subjects are 
transferred and used in a secure setting, in compliance 
with ethico-legal requirements.

Requirements are set under:

1. Consent forms signed by survey participants

2. Ethics approvals at national level

3. Data protection laws at national level

4. The EU General Data Protection Regulation

5. The HBM4EU Data Transfer Form signed by the data 
owner or provider

https://www.hbm4eu.eu/wp-content/uploads/2017/11/Data-Policy.pdf
https://www.hbm4eu.eu/wp-content/uploads/2017/11/InstitutionalACRhere_DataCollectionACRhere_HBM4EU_DataTransferForm_v2.pdf
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Data Management Plan

1. The Data Management Plan describes the data 
management life cycle for all datasets collected, 
processed and generated under the project. It describes:

2. How research data is handled during and after the 
project

3. What type of data will be collected, processed and used

4. What methodologies and standards will be applied

5. Whether and how the data will be made accessible

6. How the data are stored

https://www.hbm4eu.eu/wp-content/uploads/2017/11/Data-Management-Plan.pdf
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HBM4EU repository

To share data on human subjects between 
HBM4EU partners, a secure platform has been 
established: the HBM4EU repository. 

Beyond this, it is a principle aim of the project to 
increase the availability of human biomonitoring
data to policy makers, stakeholders and the 
broader research community, in order to multiply 
the benefits that can be generated through its use. 
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HBM4EU repository

As such, metadata of all datasets that are subject 
to this data policy will be directly integrated into 
IPCheM – the Information Platform for Chemical 
Monitoring - as a minimal requirement. 

This will allow identification of existing datasets 
and enable to contact the Data Owner/Data 
Provider to request access to use the data. 

Integration of aggregated and single measurement 
data will be stimulated, while respecting the 
ethics–legal framework. 
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Making data openly accessibly Points to consider

1. Specify which data will be made openly available? If 
some data is kept closed provide rationale for doing so 

2. Specify how the data will be made available 
3. Specify what methods or software tools are needed to 

access the data? Is documentation about the software 
needed to access the data included? Is it possible to 
include the relevant software (e.g. in open source 
code)? 

4. Specify where the data and associated metadata, 
documentation and code are deposited 

5. Specify how access will be provided in case there are 
any restrictions 
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IPCheM Participation form
+ HBM4EU Data Transfer Agreement
+ Ethics approval + IC (+ approval by

local data protection authorities )

Data are not
transferred to

HBM4EU repository

IPCHEM Participation form for HBM4EU project

No

Yes

 EU Commission and
Agencies;

 EU National Bodies;
 HBM4EU Consortium

 General Public
HBM4EU Data 
Transfer Agreement

 HBM4EU Consortium

Meta-data access and use:

HBM4EU Data Access & 
Use agreement

Data Provider

Data access and use:
 Granularity? 
 Purpose of data use?
 User groups?

Data* integration into
IPCHEM

Meta-data integration
into IPCHEM

Transfer data* to
HBM4EU repository

Transfer meta-data to
HBM4EU repository

Overview of Procedures
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HBM4EU repository set up
1. Is a platform that facilitates sharing of data, intermediate results, and results 

2. Is hosted at JRC – (server location: JRC, Ispra, Italy) - as one of the 
components of the IPCheM architecture and allows integrating part of data 
in the repository into IPCheM, when agreed with the Data Owners/Data 
Providers. 

3. Is needed to enable the analysis of human biomonitoring data, but also of 
accessory external exposure data and health data to meet the goals of 
HBM4EU. 

4. Enables data users to work with selected quality controlled data sets and 
versions approved by the Data Owners/Data Providers. 

5. Enables that Data Owners/Data Providers can chose to which research they 
will contribute with their data; that use of the data can be detailed, 
diversified, and flexible according to purpose and to interests of the Data 
Owners/Data Providers 

6. Aims to reach the highest level of GDPR compliancy, amongst others by: 

7. o Relying on the EU authentication platform and security protocols for data 
sharing. 

8. o Applying a strict policy in granting and revoking access to the data. 

9. o Logging of user identity during data access, download, and upload, 
including version control. This enables to restore the availability and access 
to the data in a timely manner in the event of a physical or technical incident. 



2nd HBM4EU Training School, Nijmegen, Nov 19-23, 2018 10

Granted access
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Procedure
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Template p1-2Information Leaflet
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Template p3-4Information Leaflet
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Template p5Information Leaflet
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DraftInformed consent template



2nd HBM4EU Training School, Nijmegen, Nov 19-23, 2018 16

Form to be usedData Transfer
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Form to be usedData Transfer
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Form to be usedData Transfer
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Form to be usedData Transfer
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Form to be usedData Transfer
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Form to be usedData Transfer
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Form to be usedData Transfer



2nd HBM4EU Training School, Nijmegen, Nov 19-23, 2018 23

Form to be usedData Transfer
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Form to be usedData Transfer
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Form to be usedData Transfer
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Form to be usedData Transfer
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Form to be usedData transfer



Data collection Name/Title (Mandatory) Denmark-DEMOnstration
of a study to COordinate
and Perform Human 
biomonitoring on a 
European Scale

Data collection  short name/acronym (Mandatory)
DK-DEMOCOPHES

Level of data granularity (Mandatory) Metadata (only)

Data collection language (Mandatory) Other
If "Other", please specifyDanish

Version number (Recommended, when applicable)

Version issue date (Recommended, when 
applicable)
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Metafiche DK DEMOCOPHES



General aim and description of the data collection 
(Mandatory)

The Danish part of the large European Human 
biomonitoring pilot project DEMOnstration of a study to 
COordinate and Perform Human biomonitoring on a 
European Scale (DEMOCOPHES) investigated the urine, hair 
and blood concentrations of 66 different environmental 
chemicals in a group of 145 Danish school children aged 6–
11 years and their mothers from rural and urban areas in 
autumn 2011. Mercury was measured in hair and cotinine, 
phthalate metabolites, and cadmium in urine samples. In 
urine, supplementary measurements of parabens, phenols, 
including paracetamol, and organophosphates were made. 
In  supplementary bloodsamples persistent chemicals 
(including biomarkers of polychlorinated biphenyls (PCBs), 
hexachlorobenzene (HCB), beta-hexachlorocyclohexane (β-
HCH), dichlorodiphenyltrichloro-ethane (DDT), 
polyfluoroalkyl substances (PFASs) and polybrominated
diphenyl ethers (PBDEs) which are all classified as (POPs) 
were measured. Also, micronucleus and dioxinlike activity 
were measured in blood.

Specific monitoring reason(s) (Recommended) To harmonize HBM in Europe to allow comparison of data 
among countries and provide tools for follow-up of 
temporal and spatial trends in chemical exposures pilot 
project.

Target Population (Recommended) General population (non-
clinical population)
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Metafiche DK DEMOCOPHES



Starting date of the data collection campaign (Mandatory, at least 

mm-yyyy)

19-09-2011

Ending date of the data collection campaign (Mandatory, at least mm-

yyyy)

16-12-2011
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Metafiche DK DEMOCOPHES



Information about the conditions of data access and use

License of use (Mandatory) 2011-41-6607 and 2011-41-6766 (Danish Data Protection Agency). H-3-2011-075 (regional 
ethics committee). Additional regional ethics approval H-1-2014-004. The authorisation is valid 
until 31st December 2021. Processing (including storing) of personal data after the expiry of 
the authorisation period is a violation of the Danish Act on Processing of Personal Data, cf. §
70

or:
Link (URL) to  License 

Access conditions (Mandatory) Public

or:

Link (URL) to Access conditions
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Metafiche DK DEMOCOPHES



Text for acknowledgement/Disclaimer 
(Recommended)

Original publications reporting the results from Danish DEMOCOPHES participants: Knudsen et 
al. (2017) Biomonitoring of Danish school children and mothers including biomarkers of PBDE 
and glyphosate Doi: 10.1515/reveh-2016-0067; Egsmose et al. (2015) Associations between 
plasma concentrations of PCB 28 and possible indoor exposure sources in Danish school 
children and mothers; Mørck et al. (2016) Micronucleus frequency in Danish schoolchildren 
and their mothers from the DEMOCOPHES population Doi: 10.1093/mutage/gev054; Mørck et 
al. (2015) The Danish contribution to the European DEMOCOPHES project: A description of 
cadmium, cotinine and mercury levels in Danish mother-child pairs and the perspectives of 
supplementary sampling and measurements Doi: 10.1016/j.envres.2014.07.028; Mørck et al. 
(2015) PFAS concentrations in plasma samples from Danish school children and their mothers 
Doi: 10.1016/j.chemosphere.2014.07.018; Nielsen et al. (2015) N-acetyl-4aminophenol 
(paracetamol) in urine samples of6–11-year-old Danish school children and their mothers Doi: 
10.1016/j.ijheh.2014.07.001; Frederiksen et al. (2013) Urinary excretion of phthalate 
metabolites, phenols and parabens in rural and urban Danish mother-child pairs Doi: 
10.1016/j.ijheh.2013.02.006; Mørck et al. (2014) PCB concentrations and dioxin-like activity in 
blood samples from Danish school children and their mothers living in urban and rural areas 
Doi: 10.1111/bcpt.12214; Mørck et al. (2016) Organophosphate metabolites in urine samples 
from Danish children and women Measured in the Danish DEMOCOPHES population. 
Published by: The Danish Environmental Protection Agency, available at: 
https://www2.mst.dk/Udgiv/publications/2016/08/978-87-93529-03-8.pdf;
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Metafiche DK DEMOCOPHES



Ethical approval (Mandatory)

Ethical approval

If yes, by whom?

Institutional  policy FALSK

Ethics committee SAND

Deontology committee FALSK

Other A

If "other", please specify Danish Data Protection Agency 

Point of contact for ethic documents  (Recommended)

Name Lisbeth E. Knudsen

Affiliation UCPH

Phone +45 35 32 76 53
Email liek@sund.ku.dk
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Metafiche DK DEMOCOPHES

http://publichealth.ku.dk/staff/?pure=en/persons/54149
mailto:liek@sund.ku.dk


Responsible organisation of the data and contact points

Name of the Institution responsible of the 
data (Mandatory)

UCPH

Role (Mandatory) Data Owner 

Type of Institution (Recommended) University

Name of the Principal Investigator 
(Mandatory)

Lisbeth E. Knudsen

Point of contact for data and information on data (Mandatory)

Name Lisbeth E. Knudsen

Affiliation Section of Environmental Health, Department of Public Health, University of Copenhagen, 
Øster Farimagsgade 5, 1410 Kbh K, Copenhagen, Denmark
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Metafiche DK DEMOCOPHES



In case of other organisations involved (Recommended, when applicable)

Other Institution involved during  the 
data collection, analysis, creation and/or 
publication

SDU, Southern University of Denmark

Role Data Processor 

Other Institution involved during  the 
data collection, analysis, creation and/or 
publication

Region H, Department of Growth and Reproduction, Section 5064, Rigshospitalet, 
Copgenhagen University Hospital, Blegdamsvej 9, 2100 Copenhagen, Denmark

Role Data Processor 

Other Institution involved during  the 
data collection, analysis, creation and/or 
publication

Institute for Prevention and Occupational Medicine of the German Social Accident 
Insurance (IPA), Institute of the Ruhr University Bochum 
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Metafiche DK DEMOCOPHES

Role Data Processor 

Other Institution involved during  the 
data collection, analysis, creation and/or 
publication

Flemish Institute for Technological Research NV (“VITO”), Belgium

Role Data Processor 



Sampling related information

Type of biological samples/matrix collected
(Mandatory)

Number of 
samples
(Mandatory)

Volume of 
samples 
(Recommend
ed)

Unit of 
Measurement 
for Volume
(Recommende
d)

If "Other" UoM 
for Volume 
(Recommended)

Sampling 
method
(Recommended
)

In case of 
combined 
population  
(Mandatory)

Blood-whole blood

259 20 mL venipuncture Mother and 
child pairs 
population

Blood -plasma

Blood -serum

Cord blood-whole blood

Cord blood-plasma

Cord blood-serum

Urine-spot

Urine-24h

Urine-morning urine

288 15-860 mL First morning void Mother and 
child pairs 
population

Saliva/sputum

Semen

Hair

289 3 cm closest to the 
scalp

Mother and 
child pairs 
population

Breast milk

Adipose Tissue/Fat

If other, please specify:

For urinary samples: availability of information on the dilution level 
(Mandatory, if available)

No information FALSK
Creatinine SAND
Specific gravity FALSK
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Metafiche DK DEMOCOPHES



Group Chemical name
(Mandatory)

Acrony
m/                                 
Sinonym

CAS
(Mandat
ory, if 
available
)

Bio-
specime
n/matrix 
of the 
sampling 
(Mandat
ory)

If 
"Other
" Bio-
specim
en/mat
rix of 
sampli
ng  
(Mand
atory)

Startin
g date 
of the 
sampli
ng 
(Mand
atory)

Ending 
date of 
the 
sampling 
(Mandat
ory)

In case of 
combined 
population  
(Mandatory
)

Unit 
of 
Meas
urem
ent
(Man
dator
y)

If 
"Other" 
Unit of 
Measur
ement 
(Manda
tory)

LOD  
(Fixed 
numbe
r,  
range 
or not 
availab
le)
(Mand
atory)

LOD 
value 
if 
"Fixed
" 
(Mand
atory)

Min. 
LOD 
value 
if 
"Rang
e" 
(Mand
atory)

P
h

th
al

at
es

an
d

 H
ex

am
o

ll®
 D

IN
C

H

Diethyl phthalate 
(DEP)

Monomethyl
phthalate MEP

Urine-
morning 
urine

19-09-
2011

16-12-
2011

Mother (in 
Mother 
and child 
pairs 
population)µg/L Fixed 0.53

Monomethyl
phthalate MEP

Urine-
morning 
urine

19-09-
2011

16-12-
2011

Child pairs 
(in Mother 
and child 
pairs 
population)µg/L Fixed 0.53

Diisobutyl phtalate
(DiBP)
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Metafiche DK DEMOCOPHES



Study population information

Population addressed (Mandatory) Number of participants (Mandatory)

General population FALSK

Adults FALSK

Children FALSK

Adolescents FALSK

Elderly FALSK

Mother-newborn pairs FALSK

Mother and child pairs SAND 145 pairs

Pregnant women FALSK

Specific sub-population FALSK

Case-control FALSK

Other FALSK

If "Other"  please specify

The Study Population 
information collected are: Different for each addressed population

FOR EACH ADDRESSED POPULATION:
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Personal factors information available for each participant (Reccomended)

First addressed population 
(Mandatory)

Mother (in Mother and child pairs population)

Mean age 
SAND

Range age 
FALSK

From age (Mandatory): 31Year

To age (Mandatory): 52Year

Sex of participants 
(Mandatory) Women

Height 
SAND

Weight 
SAND

Educational level 
SAND

Race/Ethnicity
FALSK

Income
SAND

Medical data/history
FALSK

Place/Country of birth
SAND
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Metafiche DK DEMOCOPHES



Lifestyle information available for each participant (Optional)

Smoking behaviour
SAND

Alcohol consumption
SAND

Occupation
SAND

Cosmetics use
SAND

Time activity patterns
SAND

Sociodemographic variables
SAND

Housing information
SAND

Combustion behaviour
SAND

Parity
FALSK

Breastfeeding
FALSK

Physical exercise
FALSK

Personal hygiene
SAND

Personal behaviour
FALSK

Food and feed information available for each participant (Optional)

Food consumption SAND

Environmental factors information available for each participant (Optional)

Consumption of local food/feed SAND

Urban versus non-urban SAND
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Personal factors information available for each participant (Reccomended)

Second addressed 
population (Mandatory, 

when applicable)

Child pairs (in Mother and child pairs population)

Mean age SAND

Range age SAND

From age (Mandatory): 6Year

To age (Mandatory): 11Year

Sex of participants 
(Mandatory)

Both 

FALSK

Height SAND

Weight SAND

Educational level SAND

Race/Ethnicity FALSK

Income SAND

Medical data/history FALSK

Place/Country of birth SAND

Lifestyle information available for each participant (Optional)

2nd HBM4EU Training School, Nijmegen, Nov 19-23, 2018 41

Metafiche DK DEMOCOPHES



2nd HBM4EU Training School, Nijmegen, Nov 19-23, 2018 42

Template Page 1
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Template Page 1
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Template Page 2
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Template Page 3
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Template Page 4
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Template Page 5



2nd HBM4EU Training School, Nijmegen, Nov 19-23, 2018 48

Informed consent DK DEMOCOPHES
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Informed consent Delegation 
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Approvals Ethics
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Approvals Ethics
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Approvals
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Approvals Data
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Faculty of Health and Medical Sciences, 
Dept of Public Health, Environmental 
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liek@sund.ku.dk
https://cms.ku.dk/sund-sites/ifsv-
sites/ifsv-inst/
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HBM4EU: Ethics and data protection and  partner in 
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