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Data for HBM4EU

For data 1»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 HBMA4EU repository (anonymised or
pseudonymised single measurement data); and that the
accomﬁanying 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
BE/II\F/)IZLEU following the procedures outlined in section 4 of
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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.

L & LD

Consent forms signed by survey participants
Ethics approvals at national level

Data protection laws at national level

The EU General Data Protection Regulation

The HBMA4EU 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

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

What type of data will be collected, processed and used
What methodologies and standards will be applied
Whether and how the data will be made accessible
How the data are stored

N AW


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

I HBMA4EU repository

To share data on human subjects between
HBMA4EU partners, a secure platform has been
established: the HBMA4EU 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.



HBMA4EU 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.



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



No
>
Yes
Meta-data access and use:
-

Overview of Procedures

Data Provider

= HBM4EU Consortium

= EU Commission and
Agencies;

= EU National Bodies;
= HBM4EU Consortium
= General Public

!

<>

Data access and use:

= Granularity?

= Purpose of data use?
= User groups?

HBM4EU Data HBMA4EU Data Access &
Transfer Agreement Use agreement

IPCHEM Participation form for HBM4EU project

“N\
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HBMA4EU repository set up

1. Isa platform that facilitates sharing of data, intermediate results, and results

2. Ishosted at JRC — (server location: JRC, Ispra, Italy) - as one of the
components of the IPCheM architecture and allows integrating part of data
:Dn th% repository into IPCheM, when agreed with the Data Owners/Data
roviders.

3. Is needed to enable the analysis of human biomonitoring data, but also of
Ia_lcéc:&sngy external exposure data and health data to meet the goals of

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. ohRe]ying 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 Logdging 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.

,’



Granted access

Data generated with HEMAEU co-fund

Diata not generated with HBMAEU cofund

Openly accessible for use | Mot openly accessible for | Openly accessible for use | Not openly accessible for
within HEM4EL use within HEM4EU within HEMA4ELU use within HEMAEL

Granularity of data transferred to the HBM4EU
repasitory by the Data Owner/Data Provider
Metz-data Default Option not allowed Default Option not allowed
Agoregated data Default Option not allowed Optional Optional
zs;:dunymlsed,ﬂ'anunfrmsed single measurement Default Option not allowed Orpticnal Optional
Process of requesting access to aggregated data
and/or single measurement data
Proposal submission by lead data user Required Mot applicable Required Required
Approval needed by WP lead that research
question is not yet assigned to other HEMAEL Yes Mot applicable: Yes Yes
consortium partners
Approval needed by Data Owner/Data Provider
that access 1o use the data shall be granted to No Not applicable No Yes
specified data user|s) for the research purpose(s) PP
outlined in the proposal
Signed data access and use agreement needed
between HEMAEU project coordinator and data Yes Mot applicable Yes Yes
user(s) outlined in the proposal

Figure 1 — Overview of the process of being granted access to aggregated data and/or single measurement data




Procedure

1. Identification of data and
samples to be used ﬁ I
g ..

2_ WPL informs Task 1.5 _
Leader about selected studies ———_———

S. Partnmner. responsible for thhe
study. provides reqguired ethics
documents to the Task 1.5

Leadenr

Al least 6 week=s tirme interval

o

- weeks

<4 _. List of included studies on thhe
HBM4EU website. updated every [ <o ]
P —— T

S5S. Ethics documents prowvided
to the Coordinator

6. The Coordinator uploads
documents to the EC s Participant
FPortal
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Information for Participants
[HEMAEU biomonitoring study on the exposure to [XX and other harmful chemicals]

How exposed are you to potentially harmful chemicals?
Help us find out and let’s create a healthier Europe together

Information for study participants

You are invited to take part in a research study. Before you decide whether or not you wish to take
part, please read the following information to understand why the research is being done and what it
involves. We are happy to answer any questions or concerns you may have. Your participation is
voluntary and may opt out at any time.

HBMA4EU and its importance to you and to public health

‘We are all exposed to a complex mixture of chemicals on a daily basis. Some chemicals may harm
health and for this reason they must be regulated in the environment, consumer products, food and
drinking water and certain workplaces. HEM4EU (Human Biomonitoring for Europe) is a European
study which will use human biomonitoring (measurements of environmental chemicals, their
metabolites’ or reaction products in biological samples collected from people) to understand human
exposure to such chemicals and the related health risks.

The results will be used to evaluate people’s chemical exposure nationally and at European level and
wherever appropriate, introduce or adapt relevant laws and interventions. By engaging with
participants like you, HBMJEU will help to raise awareness among the public and promote actions to
prevent exposures to harmful chemicals.

The study is funded by the European Commission and national governments and includes experts
from 28 countries and European Union agencies. It started in 2017 and will run until 2021. In [your
country] HBMAEU is under the responsibility of [specify Program Owner].

Learn more at https://www.hbmdeu.eu/

‘Why is this study being done and who approved it?
"This research study is taking place to [explain research questions, e.g.]

+ . find out if the current safety and control measures used across Europe can protect
the public from the exposure to [ harmful chemicals

+ . develop new methods to assess the exposure to these chemicals.

# Investigate potential associations between exposure to these agents and adverse
health events

+ Identify good practices and propose relevant harm reduction policies

e . other]

The study has been approved by the [national Bioethics Committee] and complies with the European
General Data Protection raquirememsz.

‘Why am | asked to take part?

! A metabolite is the result of the processing of a chemical substance inside the human body

2 Regulation (EU) 2018/672 of the European Parliament and of the Council of 27 April 2018 on the protection of
natural persons with regard to the processing of personal data and on the free movement of such data, and
repealing Directive 85/48/EC (General Data Protection Regulation), OJ L 119, 4.5.2016, p. 1-88

AD-IL V3/18

You have been randomly selected [Explain how the selection took place, eg. registry?] to represent
[describe the study population in easy to understand terms] in [your country]. If recruiting through an
intermediary organization: The [relevant organization] has consented to participate in the study and
has agreed to allow the HEMJAEU researchers to extend an invitation to you to participate if you
decide to do so.

Representativeness and usefulness of the results of the study will depend on people we contact to
get involved.

How will the study be carried out?

The study will take [specify time period] in [your country] and [number] other European countries. It
will include a total of [number] participants and [number] of them will come from [your country].
Each participant will provide biological samples and will complete a questionnaire. We will analyze
this information to determine your exposure to a variety of potentially harmful environmental
chemicals.

What do | have to do if | agree to take part?
If you agree to participate, please complete and return the enclosed green reply card (I want to
participate”) within XX days from its receipt.

OPTION 1: ANONYMOUS orange card, with non-responder questionnaire replies {i.e. no GDPR
requirements):

If you do not want to participate, you can help us improve future studies by returning the orange
reply card within XX days from its receipt. By answering a few optional guestions completely
anonymously, you can help us to understand how the people who choose not to take part in the
study compare to the people who want to take part.

OPTION 2: EPONYMOUS orange card, with non-responder questionnaire replies (i.e. GDPR
requirements apply):

If you do not want to participate, please complete and return the erange reply card, which contains
some optional questions to help us improve future studies. Your information will be kept private and
confidential and will be used only according to your consent.

What happens after you receive my reply card? [needs to be adopted according to the national
study plan]

1. On receiving your green “yes” card, we will confirm if you are eligible to participate in the
study. This study will include volunteers that must meet the following reguirements: wooooo
and we can only include participants that fulfill them, up to a maximum of XXX individuals

2. If you do not fulfill the eligibility requirements or the maximum participation limit of this study
has been reached by the time when we received your green card, you will receive a letter
about it. You may also be asked whether you wish to be contacted by your national study
coordinator for participation in future HEMAEU studies.

3. If your participation is confirmed, we will contact you to agree on a suitable date for your
appointment with our research team at [OPTION A: our Examination Centre [specify location]
and your travel costs will be covered by us / OPTIOM B: your home].

4. You will be asked to confirm your willingness to participate in the study by completing and
signing the enclosed consent form in duplicate. You will keep one copy for your records and

2
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Information Leaflet
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we will keep the other for our records. You could ask any guestions you wish and request
adequate time to clarify your concerns prior to signing.

5. Prior to the appointment, you will receive a pre-visit letter providing you with notice of any
preparations required before the appointment. You may also receive a reminder message via
phone / SMS / post, if you wish.

How do | prepare for the visit?
Mo special preparation is necessary. If any preparation is required, you will be informed beforehand.

What will happen during our appointment?

[On arrival at the Examination Centre a member of our team will be available to answer any
questions you may have / & member of our research team will visit you at hame.] You will have time
to ask any questions you may have and receive answers.

If you have not already completed and signed a consent form prior to the appointment, you must do
50 at this point.

A code will be assigned by the study coordinator, who will then remove all personal identifiable
information to protect your privacy and make it impossible to track data or samples back to you.
The researcher will take your [specify biological samples).

We will ask you to compile a questionnaire to collect information about your personal data, living
conditions, food intake, your workplace and your possible contact with chemicals.

The visit will last no longer than [XX minutes].[Only if the appointment takes place in an examination
centre: You will be given a fixed payment to cover your travel expenses.

What will happen to my samples, data and results?

Your samples will be used only according to your informed consent. The results of the study will not
be troceable back to you or any other participant.

We will transfer your coded samples to specialized laboratories for amalysis [Specify where the
analysis will be contacted for each country]. Your samples will be examined to measure your
exposure to [explain which chemical contaminants will be analyzed and why). Your samples will then
be stored at [specify place and length of storage] for possible use in future ethically approved studies
of chemical exposure. Coded data collected from you and other participants will be stored and used
for research purposes and may be combined with other data from different sources.

The results of the study will be provided to national and European authorities to support policy
actions related to chemical management for public health protection. They will also be disseminated
to other stakeholders, including the general public, scientists and other interested parties. The
sharing of data will be facilitated through dedicated data infrastructures and,/or Information systems
(e.g. through IPCHEM, which is the European Commission Information platform for Chemical
Mon'rtoringg}.

How can | learn about the results of the study?

When the study is completed [specify according to study plan: in approximately XX weeks/months],
you will be informed by NNMNM about your personal results [for specify], unless you expressed a wish
not to receive them on your certificate of informed consent].

: https:/iipchem jro.ec.europa.eu

In the event that high levels of chemicals are detected, you will be advised to review your results with
your family / personal doctor.
You will also be informed about the collective results of the study. These will be published as a study

report and will be openly accessed at https://www.hbmdeu.eu/.

How will my privacy be protected?

HBMAJEU complies with the European Data Protection Regulation (EU) 2016/679. Your name will be
replaced by a code and all electronic and paper records will be blocked from unauthorized access to
protect your private information. Published reports of the study will not contain information that can
trace back to you. Third parties will not have access to your personal results, unless you consent to.

Why do you need my written consent?

Your written consent confirms that you volunteer to take part in the study after understanding what
is required from you and what your rights are. You have the right to withdraw your participation
without any consequence at any point (including any data or samples already provided, if they have
not been completely anonymized and so impossible to be traced back to you) and the right to choose
if you want to receive your individual results or not. You will also confirm that we can contact you in
the future to tell you about your personal results or for historical, statistical or scientific purposes. A
copy of the Certificate of Informed Consent, which you will be asked to complete and sign before
taking part in the study, is attached to this leaflet and you can keep it for future reference.

How will | benefit if | participate?

* You will have the opportunity to receive a specialized medical briefing, which is not typically
available during your routine medical assessment. However, please note that this examination
is only complementary to and not a substitute for your regular health care checks.

* You will receive information regarding your exposure to specific chemicals and the associated
potential health impact.

* You will have the right to receive your personal results (if you wish) [oy law any new high
incidence of chemical levels should be reported], which you may subseguently further
examine with your doctor.

+ You will learn about selected chemicals, their possible effect on health and ways to avoid
exposure

& [Describe any other incentives, if applicable]

* You and all people like you in [your country] and in Europe will benefit from the collective
results of the study, which will be used to [ understand the exposures of people to harmful
chemicals and how these can affect the human body / develop harmonized [/ new methods to
measure exposures / develop better chemical management policies across Europe.]

Are there any risks if | join the HBMA4EU study?

Some participants may experience minor discomfort during the collection of [blood] samples. All
sampling will be conducted by gqualified and specially trained health professionals. [If applicable:
study participants will be covered by insurance for any adverse events relevant to their participation
without any charge]

Are there any costs to me?
Mo, the study will be conducted at no cost to you. Participation is voluntary, without reimbursement.

[if applicable: Travel and out of pocket expenses can be claimed back through [specify how].

What if | have any concerns or complaints while I'm taking part in the study?



Information Leaflet Template p5

Your wellbeing is our foremost priority and we will take all necessary precautions to ensure your
comfort and safety. If you have any concerns during your appointment, please discuss them with our
research team or at any time by contacting the study leader ([Title, Mame, Tel: [moooox], Email
[ooooia]). You have the right to opt out of the study at any time. In the unlikely event that want to
file a complaint about the study, you may do so by contacting [Title, Name, Tel: [xooooom], Email
[ooooood], who is not formally connected to the study and serves as an independent overseer of its
implementation.

How can | quit the study?

You are free to withdraw from the study at any time, without any conseguences by [sending an e-
mail to / calling X¥X]. We will ask you to confirm your wishes by signing the attached withdrawal
form. On this form you can indicate one of the following options:

+ “MNo further contact but samples and data can be used”.

We will no longer contact you, but have your permission to retain and use information and
samples that you have already provided.

+ “MNo further contact and my samples and data cannot be used”.

We will no longer contact you and will destroy your samples and data, unless they have been
completely anonymized and we cannot trace them back to you. We will retain your signed
consent and withdrawal forms as a record of your wishes and for audit purposes.

You can reguest a copy of this form from us using the contact details provided below.
Who do | contact if I'm unsure about anything or would like further information about the study?

¥You can contact us on [name, phone number, email] for any further clarifications or wvisit
https:/fwww . hbmdeu.euf

Thank you for your time and consideration!

Z11U TIDIVIGLU 1idllingg ouiivul, Njjrriegeil, Nuv 1329, £V10 14 ’
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CERTIFICATE OF INFORMED CONSENT

Title

Study description
Study Code:
Participant Code:

GS/X%/YY
KKHXKKKK

Researcher
MName
Department

Researcher identifier
Telephone

Email

Institution
Address

1, the undersigned, hereby confirm the following:

Initials

1

| understand that my participation is voluntary in the research as defined in the
'Study description’ and that | am free to withdraw at any time (without giving any
reason, without our medical care or legal rights being affected), by following the
steps explained in the attached information leaflet

a [ I have been given the “Information for Participants” leaflet, which explains what
my participation involves, including my rights {to be forgotten, to withdraw and
remove any data/samples provided, to choose whether | wish to be informed of
my personal results) and commitments relevant to the research study.

b |1 have had the opportunity and time (at least 24 hours) to consider and
comprehend the information in the “Information for Participants” leaflet, which
provided me a comprehensive understanding on the research plan of the study.

¢ | I have had the opportunity to ask gquestions and | received satisfactory answers.

| am aware that in case | withdraw my current consent, my data will be used only
for the purpose of the research to be continued.

| consent to < long-term OR specify duration > storage and use of my < specify type >
samples and personal data collected in this study for [OPTION A (OCCUPATIONAL
STUDY): the assessment of my occupational exposure to XYZ and its potential health
impact / or OPTION B (GENERAL POPULATION STUDY): public and environment
health-related research purposes, even in the event of my death or being made
incapacitated.

| consent that the < Specify organization, represented by ............. (specify position in
Organization of principal investigator) > will have the exclusive access to my personal
information and will encode my data and samples with a method - according to the
currently available safeguards — so that other users of my data cannot trace back to
me, identifying my/our individual track.

| consent that my coded samples andfor data can be transferred to specialized
laboratories, biobanks, databases, data infrastructures, research establishments,
administrative authorities and institutions in the European Union and associated
countries or used for public announcements and reports within the scope of the

study.

| consent that the < Specify orgonization, represented by .. .. (specify name and
full contact details of principol investigator > may contact me in the future for public

AD-CF V318
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and environment health-related research purposes.

7 1 understand that | will not benefit financially from taking part in this study

B 1 understand that | have the right to receive my personal results as stated in the
information leaflet and | indicate my preference as follows:

Please mark one option only.

O 1 wish to receive my personal results

1 wish to receive my personal results only if they exceed the health-based
guidance values used in the study

11 do not wish to receive my personal results

To be completed if the participant is unable to provide signature:
| have witnessed the accurate reading of the consent form to the potential participant, and the
individual has had the opportunity to ask questions. | confirm that the individual has given consent

freely.

Thumb print of participant

Name of person taking consent Signature of person taking consent Date

Statement by the researcher/person taking consent
I have read out the information leaflet and consent form to the potential participant, and to the best
of my ability | have made sure that they understand that the following will be done:
1 S 33

I confirm that they were given an opportunity to ask questions about the study, and all the questions
asked have been answered truthfully and to the best of my ability. | confirm that the individuals have
not been coerced into giving consent, and that consent has been given freely and voluntarily without
any objection raised.

A copy of this Informed Consent has been provided to the participant.

Signature of Researcher / Date

person taking the consent

Print Name of Researcher /
person taking the consent

15,



Data Transfer Form to be used

HEMA4EU Data Transfer Form
Purpose of the form and signhatures P.1

Version Number of the HBM4EU Data Transfer Form: 2
Release Date: 15/12/2017

1) Purpose of this form:

The data transfer documentation is to be completed by Data Owners/Data Providers. In case
a Data Provider is assigned by the Data Owner, the Data Provider will be responsible for
implementation of the procedures described in the HBM4EU data management plan and
data policy.

Using this form, Data Owners/Data Providers indicate under which conditions the data to
which this agreement applies (Part A) are transferred to the HBEM4EU repository (Part B)
and integrated into IPCHEM (Part C). The metadata shall be made openly available via
IPCHEM as minimal requirement.

2) Signatures:

Signing this form the Data Owner/Data Provider:
1) agrees to make the data collection(s) (specified in Part A of this form),

N L T Y N P R N 1 5 L 0B I ol O U A U N SR | ' [
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Data Transfer Form to be used

HEMA4EU Data Transfer Form
Purpose of the form and signhatures P.1

Version Number of the HBM4EU Data Transfer Form: 2
Release Date: 15/12/2017

1) Purpose of this form:

The data transfer documentation is to be completed by Data Owners/Data Providers. In case
a Data Provider is assigned by the Data Owner, the Data Provider will be responsible for
implementation of the procedures described in the HBM4EU data management plan and
data policy.

Using this form, Data Owners/Data Providers indicate under which conditions the data to
which this agreement applies (Part A) are transferred to the HBEM4EU repository (Part B)
and integrated into IPCHEM (Part C). The metadata shall be made openly available via
IPCHEM as minimal requirement.

2) Signatures:

Signing this form the Data Owner/Data Provider:
1) agrees to make the data collection(s) (specified in Part A of this form),

N L T Y N P R N 1 5 L 0B I ol O U A U N SR | ' [
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Data Transfer Form to be used

HBM4EU Data Transfer Form
Purpose of the form and signatures P.2

To be filled out by the Data Owner
Name Data OWNEer (contact mentioned as Data Qwner in

TISBEtH E - KAUASER" - oo

Part A)

Date rormat- DDmmryyyy 200 . e
Place rormat: city, country Copenhagen.Denmark.................................

e-Signature Data Owner L ' b th E Digitalt signeret af

o o | ISDE - Lisbeth E. Knudsen

oot e o i st o e oot S Dato: 2018.03.27

glease mrake sure all fieids are filled owt properly before signing this Kn Ud Se n _____ 1 _3_:22:_ 1 g+0_2'00" ______
oCumen

Inkt Signature Data Owner




Data Transfer

Form to be used

To be filled out by the Data Provider (in case a Data Provider has been mandated by the

Data Owner)

Name Data Providerimentionsd as Data Provider in Part Al

Date Fomat DominMy vy

Place Format: Cify, Country

e-Signature Data Provider

Inkt Signature Data Provider

To be filled out by the HBM4ELU Project Coord

Name HEM4EU Project Coordinator

Date Fomat- oMMy Y Yy

Place Format: City, Country

e-Signature Project Coordinator (alsoon

behalf of VITO, for HEM4EU repository management tasks)
1 All fields in this form are locked upon submission of signature

Inkt Signature Project Coordinator (alse on
behalf of VITO, for HEM4EU repository management tasks}

The HEMAEU coordinator declares that the data that are transferred will be stored in the
HEMAEU repository for the course of the project (until 31/12/2021); and that the data in the
HEMA4ELU repository are managed by the procedures described in the HBMA4EL data policy™.




Data Transfer Form to be used

HEMJ4EU Data Transfer Form
Purpose of the form and signatures P.3

3) Submission of the form:

The Data Owner/Data Provider is requested to send the completed and signed (inkt
signature) form to: Umweltbundesamt, Marike Kolossa-Gehring (Project Coordinator
HEM4EU), P.O. Box 33 00 22, 14191 Berlin, Germany. The print version with inkt signature
15 the binding one.

Furthermore, it is requested to submit the completed electronic form using the “Submit form”
button. In case of technical issues submitting the form, please send it via e-mail

to HEM4EU DATAMANAGEMENT @vito.be. Including e-signature will enable to progress
faster to the process of transfer of the data. However, the print version with inkt signature
shall arrive no later than 4 weeks upon submission of the electronic form at the above

mentioned address.

The form must be named using the following rules:
Acronym of the organisation_Acronym/short name of the data collection_ HEM4EUData
TransferForm, e.g. UBA_ESB _HBM4EUDataTransferForm

UCPH _ DK-DEMOCOPHES................... _HBM4EUDataTransferForm _pdf

2nd HBMA4EU Training School, Nijmegen, Nov 19-23, 2018 20 /



Data Transfer Form to be used

Part B: HEM4EU Data Transfer Agreement

1) Purpose of Part B

In this part, Data Owners/Data Providers indicate the conditions under which they agree to
make their data (Part A) accessible for research within HBEM4EU via the HBMAEU repository.

Prior to be granted access to use of data that are indicated as not directly accessible for use
within HEM4EU, the Data Owner/Data Provider is consulted. The Data Owner/Data Provider
will be consulted to either approve or refuse a proposal that is submitted for use of the data.
The contents of the proposal and the process for submitting a proposal is outlined in detall in
the HBM4EU Data Policy. The Data Owner/Data Provider is responsible to check ethico-
legal compliance to use the data for the purpose(s) indicated in the proposal, and to identify
potential conflicts. Access to use the data is only enabled for proposals that are approved by
the Data Owner/Data Provider, and for which ethico-legal conflicts have not been identified
by the Data Owner/Data Provider.

2nd HBMA4EU Training School, Nijmegen, Nov 19-23, 2018 21 ,



Data Transfer Form to be used

2) Data transfer conditions

Indicate whether the dataset includes data that hawve been generataed with HEMA4EU co-fund.
O Yes, the dataset includes data that have been generated with HBEM4ELD co-fund.

| agree that the data transfemed to the repository are directly accessible as single
measurement data for use within HBEMA4EWU. | agree that | will not be consulted to
approve use of these data within HEMA4EU. | agree that data generated with
HBEMA4EL co-fund will be provided as single measurement data; and that the
accompanying vanables of the study that are needed for HEMAEL research are also
provided.

Indicate from the list below whether data generated with HBEMAEL co-fund will be
provided as anomymised single measurement or pseudonymisad single
measurement data.

O Anomymised single measurement data

Re-identification is completely impossible. All possible de-identification keys have
been destroyed; de-identification is not possible by combining vanables or by
matching with any other data.

O Pseudonymised single measurement data

The dataset does not contain directly identifiable vanables. However there is a risk of
re-identification: e.g. in combination with an identification key, by combining vanables
in the dataset, or by combining the dataset with any other data.
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Data Transfer Form to be used

1 Mo, the datasst doss mof nclude data that have bean generaied with HBMAESELD co-
Tund.

Ingic:abe from the st below the level of data granularity for the @ata io be transferred
Into HEMJAEU reposiony (muRipie oplions can be selected). Indicate whether these
data are made directly accessibie Tor Ese Whhin HEMAELU.

O Aunarymised single meaEurement diaka

Re-dentfication s completely Imposshble. All possibie de-idenificaton keys hawe
b=en destroyed; deddentfication k= not possiole by combining varnables or oy
matching with any other data.

Directly accessible Tor ESe within HEMAELU-
Cdres Oro

OO0 Psewdonymised single measurement dala

The dataset does nol coniadn directly identiflable vanabkes. Howeser there 1 3 sk of
re-identficaton: 2.4g. In combination with an ldentification E=2y, by combBining varnabkes
In the dataset, or by combning the dataset with any other dala.

Direcity accessible Tor Ese whhin HEMAEU-
Cres COro

El Aggregated data
Summary siatistics that refer o growps of the targeted population, 2.9. by s=x

Cirecily accessible Tor wse whhin HSM4ELC
[res [ Mo
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Data Transfer Form to be used

FPart C: IPCHEM Participaticomn formmn for HEMA4ELD propect

T be completed by Data Prowiders or Data Creeners for making their data
accessible wvia IFCHEM - the Informmation Platformrm for Chemical Monitoring

1] Furpg=sas of thike Toam

FHllng owl Pam < of the Tform. Data OwnersSData Frioviders shall commuunic3ats the oonditkons
und@=sr whiicih they agnes o make ther chemical maonihonng data, iogesiner wih these Sssemciabad
meeiadata, @ocessiDde 1o thee User Sroupis] of the Iimmomabton Pladorm for Chemibcal

Mantonng (IPCHE M)
Data OwnersData PFrovidess s FE'I:'.IE-EEE'H'D:I mmplE—"E- ome Torm 2= ) diata collectHon.

SulEsliness Tor the parkcipabton im IPFCHEM along wih exxplanaton of any I8mms ussed Carm b=
found In the “IPCHEM Participaiion Suwdelines™ documendt .

Z) Matadai=m pnoswabon

Pleass prowvide a metadata desaiption of your data collecion wsing the metadata template.

The metadata shouwld De compleied by the Data ProvigenOswener and sent by emal o the
WIT HERMMLiEU data manapeEment ieam ab HEkMAdELl. AT ARMARMASERMER TG Be Dhat

collects the metadata on ehall of the IPCHER i2am, In charge o create the comasponding
metadata page Tor each data collection publicly avallable in the IPFCHERM platfonm.

=) | DEata cCceEs Ccondidoms

Data ProvidarsSOwners are r2Rquasisd (o complets the lablke below In ord2er o indlicabe the=
condilons wnder anich the=ir data can =2 made accessible to IFCHEM Users.

Lewad of dafas to | IFPCHERM LFsar Srodups

s UsSere | q_ su 2. EU Mational 3. Gameral 4. HEMLEL

hawve Iccess Commilsalon Bodlas Puilsllc projact group
And Sqenclas

3. etsdaata = pes El pes El yes El pes

B Aggregated L1 p== L1 pes L1 yes L1 pes

data (HERZEL A no Cdno i ] no

nErmonlses ) [l nor apowcasare | ] nor sposscsnes i 1 nor
[SEMCT ST (SEACT ST SEors) SopsEnie SrCplcahie
oprkar) [SElect S [Sekact S

CADEASEI CyrEhar )

o Aggregabed L1 p== 1 ypes 1 yes 1 pes

data {owen Cdno Cdno 1 o Al no

foarnmak) 1 norf apodcabie | [ ] nof spoiicshis 1 mod 1 mof
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Data Transfer

Form to be used

[select an {sedect an option) | applicabie aoplcahie
option) (select an (select an
opikon) opiian)
d. Single Clpes [ yes Oyes O yes
measuremert | [Jno Ono Oro O no
data (HEMLEL | [ nor applcabie | []not appiicabie | [ not [ nat
format?) [select an (select an option) | appicabie aoplcabie
option) (select an (select an
opikon) opiian)
. Fittered ar [dyes O yes O yes O yes
generalisad Ono Ono O no O no
single [ nof sppkcanis | [ nof spplicanie | [ mod [] nat
measuremant {selact an {select an optian) | appiicabie appicabie
data (own option) (select an (select an
format) option) optian)
1. Single L]yes [ yes O yes O yes
measuremert | CJno [l no Ore Ono
data {own [ not appkcabie | [T] not applicabie | [] not [ not
format} [sekect an (sedect an opfian) | appiicabie appicabie
aprian) (select an (sekect an
option) cption)

The option fo make the data accessibie only to HEM4EU project group follows Indications of
Articies 10 and 11 of the IPCHEM Data Policy and refated to "Use of IPGHEM for projects on
chemical monitoring data”,

This extraordinary project-speciic accessiblity rules can only last temporarly as long as the
specific Project Group exists. Upon the dissolution of the specific Project Group, the data
generated, collected or analysed In the course of the Project will have to be made accessibie
to IPCHEM User Groups according to the Open Data Princlpies and the Exceptional
Accessiblity Regimes described In Arficles 4-7 of the IPCHEM Data Poilcy.



Data Transfer Form to be used

In Ca&e Orf afgreddrea daid (AN MomaE-nal aMmonieed atCoriing 1 e AbMsSED

Codebook), please specity If data are provided as:

[] A. Spatiaty aggregated (the summary statistics represent aggregation of measursments
dat Couniry kevel, NUTS 1,2,3 Level, Chy kevel gic.)

Please provige detalls:

B. Temporaily aggregated (the summary statistics represant measurements of a sampling
3ggregated oy monins, years, elc. |

T Girygw e uemerd dele cen B oidegated fn IFCHER noowe T o 0 SERSEL fesnoneed fusmel HEWSE L e

gt i@ FEiTenl Sl b plie S Sievde @ hgle Semuiement dits. Froed g e data |/ HEREEL ReiitresfiEed] foimma
i e cx parindsll Wy it e dililes i U cla are SeSerssd i e i A S s uieranl, O G pioisesd e

i cilegsical el ... £l e iy vl Dl fod el L wivelie B i el i afe iealabls in HEESEL
P TresfiEed Forfrl

—
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Data transfer Form to be used

LIC. Spatiamytemporaly aggregated (the combination of a and b)

Please providge detalis:

[0 0. semanticaily aggregated (the summary staistics refer to groups of class of targeied
population (humans/biota)

Please provide detalls:

In case of fitered or generalsed shgle measwement data, please specity If data are
proviged as:

[ E. Fitered {oy removing the atiributes that direcily or Indirectly violate the privacy, such as
specific address Information, precise spatlal coordinates, the identty of the tanget
population, etc.)

Please providge detalis:

[JF Genera¥sed (by the replacement of the speciic location of the sampiings with
coardinates I'EFI'EE-Eﬂ'ﬂI'Iﬂ k| Eﬁ'mtl-ﬂll'.‘; I'HE-I:-E, such a5 the canfrodd of the town camire, ar
by removing the number of digits indicating longitude and latitude coordinates

Please provide detalls:

4ZN0A ADIVIA4CU Irdining >Scnool, Nijimeger, NOv 19-45, ZU1db 27 ,



Metafiche DK DEMOCOPHES

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

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

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)



Metafiche

DK DEMOCOPHES

General aim and description of the data collection
(Mandatory)

Specific monitoring reason(s) (Recommended)

Target Population (Recommended)

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 (B-
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.

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.

General population (non-
clinical population)



Metafiche DK DEMOCOPHES

Starting date of the data collection campaign (Mandatory, at least 19-09-2011
mm-yyyy)
Ending date of the data collection campaign (Mandatory, at least mm- 16-12-2011
yyyy)
/
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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 Original publications reporting the results from Danish DEMOCOPHES participants: Knudsen et

(Recommended) 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; Mgrck et al. (2016) Micronucleus frequency in Danish schoolchildren
and their mothers from the DEMOCOPHES population Doi: 10.1093/mutage/gev054; Mgrck 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; Mgrck 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; Mgrck 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; Mgrck 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;



Metafiche DK DEMOCOPHES

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

Metafiche DK DEMOCOPHES

Responsible organisation of the data and contact points

Name of the Institution responsible of the UCPH
data (Mandatory)

Role (Mandatory) Data Owner

Type of Institution (Recommended) University

Name of the Principal Investigator Lisbeth E. Knudsen
(Mandatory)

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,
@ster 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

Role

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

Role

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

Role

Other Institution involved during the

data collection, analysis, creation and/or

publication

Role

SDU, Southern University of Denmark

Data Processor

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

Data Processor

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

Data Processor

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

Data Processor



Metafiche

DK DEMOCOPHES

I pling related information

Type of biological samples/matrix collected

259

Blood-whole blood
Blood -plasma

Blood -serum

Cord blood-whole blood
Cord blood-plasma
Cord blood-serum
Urine-spot

Urine-24h
288

Urine-morning urine
Saliva/sputum
Semen
289
Hair
Breast milk

Adipose Tissue/Fat

If other, please specify:

For urinary samples: availability of information on the dilution level
(Mandatory, if available)
No information

Creatinine

Number of Volume of
(Mandatory) samples

Unit of If "Other" UoM  Sampling In case of
samples Measurement for Volume method combined
(Mandatory) (Recommend for Volume (Recommended) (Recommended population
ed) (Recommende ) (Mandatory)
d)
20 mL venipuncture Mother and
child pairs
E population
O
O
O
O
15-860 mL D First morning void Mother and
child pairs
D population
O
3 cm E closest to the Mother and
scalp child pairs
D population
O
[v]
O
O
FALSK
SAND
FALSK

Specific gravity
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Metafiche

DK DEMOCOPHES

Group

Phthalates and Hexamoll® DINCH

Chemical name
(Mandatory)

Diethyl phthalate
(DEP)

Monomethyl
phthalate

Monomethyl
phthalate
Diisobutyl phtalate
(DiBP)

Acrony CAS Bio- If Startin Ending Incase of Unit If LOD LOD Min.
m/ (Mandat specime "Other g date date of combined of "Other" (Fixed value LOD
Sinonymory, if  n/matrix" Bio- of the the population Meas Unit of numbeif value
available of the  specim sampli sampling (Mandatoryurem Measurr, "Fixed if
) samplingen/matng (Mandat ) ent ement range " "Rang
(Mandatrix of (Mand ory) (Man (Mandaor not (Mande"
ory) sampli atory) dator tory) availabatory) (Mand
ng y) le) atory)
(Mand (Mand
atory) atory)
Urine- Mother (in
morning Mother
urine and child
19-09- 16-12-pairs
MEP 2011 2011population)pug/L Fixed 0.53
Urine- Child pairs
morning (in Mother
urine and child
19-09- 16-12-pairs
MEP 2011 2011population)pg/L Fixed 0.53



Metafiche DK DEMOCOPHES

Study population information

Population addressed (Mandatory) Number of participants (Mandatory)
General population FALSK
Adults O FALSK
Children U FALSK
Adolescents O] FALSK
Elderly O FALSK
Mother-newborn pairs U FALSK
Mother and child pairs D SAND 145 pairs
Pregnant women FALSK
Specific sub-population O FALSK
Case-control [ FALSK
Other O FALSK
O]
If "Other" please specify
The Study Population
information collected are: Different for each addressed population

FOR EACH ADDRESSED POPULATION:



Metafiche DK DEMOCOPHES

Hv}sonal factors information available for each participant (Reccomended)

First addressed population Mother (in Mother and child pairs population)
(Mandatory)
Mean age

SAND
Range age FALSK
From age (Mandatory): 3qYear
To age (Mandatory): 5pYear
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 SR

,’
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Metafiche DK DEMOCOPHES

L[»pstyle information available for each participant (Optional)

. . SAND
Smoking behaviour
. SAND
Alcohol consumption
. SAND
Occupation
. SAND
Cosmetics use
) . SAND
Time activity patterns
. . . SAND
Sociodemographic variables
L . SAND
Housing information
. . SAND
Combustion behaviour
. FALSK
Parity
. FALSK
Breastfeeding
. . FALSK
Physical exercise
. SAND
Personal hygiene
. FALSK
Personal behaviour
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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Metafiche DK DEMOCOPHES

HvFsonal factors information available for each participant (Reccomended)

Second addressed Child pairs (in Mother and child pairs population)

population (Mandatory,
when applicable)

Mean age SAND
Range age SAND
From age (Mandatory): gYear

To age (Mandatory): 11Year

Sex of participants Both

(Mandatory) 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)
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Template Page 1

i 8
H.BM“'?‘J . science and policy
far a healthy future . . . .
M,MiT Submission of documents related to research ethics and data/material transfer
S —

Version 2018-28-05

Name of the study In national language
In English
Used acronym
Country Country ? |
Webpage of study

Owner of the study Institute

Contact person(s) name(s) and
e-mail address{es)
Partner in HEMAEU Partners ?

For LTP, the beneficiary Beneficiary #

Please note: The filename should be descriptive of the contents and should include as prefix “InstituteAcronym_StudyAcrenym_". For the different document types a different suffix:
“InformedConsent”, "InformationLeaflet”,”EthicalApproval”, ... or whatever is relevant as naming (e.g. UBA_ESB_InformedConsent).
wvoid that the documents are named in national languages.

We emphasize to please use the same acronym for institute and study when filling cut all other documentation regarding their data collection (such as the metadata fiche, data transfer
agreement, material transfer agreement, ..).

Comments:
Copy of the informed file name:
consent(s) and related
information material in
national language
Copy of the informed
consent{s) and related
information material in
English, in available
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Template Page 1

i 8
H.BM“'?‘J . science and policy
far a healthy future . . . .
M,MiT Submission of documents related to research ethics and data/material transfer
S —

Version 2018-28-05

Name of the study In national language
In English
Used acronym
Country Country ? |
Webpage of study

Owner of the study Institute

Contact person(s) name(s) and
e-mail address{es)
Partner in HEMAEU Partners ?

For LTP, the beneficiary Beneficiary #

Please note: The filename should be descriptive of the contents and should include as prefix “InstituteAcronym_StudyAcrenym_". For the different document types a different suffix:
“InformedConsent”, "InformationLeaflet”,”EthicalApproval”, ... or whatever is relevant as naming (e.g. UBA_ESB_InformedConsent).
wvoid that the documents are named in national languages.

We emphasize to please use the same acronym for institute and study when filling cut all other documentation regarding their data collection (such as the metadata fiche, data transfer
agreement, material transfer agreement, ..).

Comments:
Copy of the informed file name:
consent(s) and related
information material in
national language
Copy of the informed
consent{s) and related
information material in
English, in available
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Template

Page 2

Ethical approval

Data protection

Copy of the ethical approval in
national language

Copy of the ethical approval in
English, if available

If English wersion not available,
provides a short summary of
the contents

Is secondary use of
data/samples in HBMAEU
allowed

Name of the body/bodies
issuing the ethical approval
Date of approval
Identification number for
appraval

Expiration date for approval

Copy of the data protection
approval in national language

Copy of the data pratection
approval in English, if available
If English wersion not available,
provides a short summary of
the contents

Can aggregated data be
transfered to HBMA4EU
repository

Can single measurement data
be transfered to HBM4EU
repository

Can aggregated data be
transfered to HBMA4EU
repository

Name of the body/bodies
issuing the data protection
appraval

Date of approval
Identification number for
approval

Expiration date for approval

2nd HBMA4EU Training School,

Comments:
file name:
Drop down
file name:
Drop dawn
Free text field
Drop down
Free text field
Free text field
Comments:
file name:
Drop down
file name:
Drop down
Drop down
Drop down
Drop down
Date:
Date:

Nijmegen, Nov 19-23, 2018

44,



Template Page 3

Biobank
Copy of the bicbank approval
in national language Drop down

Copy of the bicbank approval
in English, if available Drop down

If English version not available,
provides a short summary of
the contents

s secondary use of
data/samples for HEMAEL

allowed Drop down
Name of the body/bodies

providing approval

Date of approval Date:

Identification number for
appraoval
Expiration date for the Date:

approval

Renewal of the approval(s) is required before use in Drop down
Which documents require renewal? Approval ?
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Template Page 4

According to the .

mentation provided, Use of single measurement
the following operations data for S::El:lf:if HBMAEU
can be considered, after objectives Drop down

consultation of the data
controller Use of single measurement

data for all HEMAEU research

Drop down

Use of single measurement
data without purpose

limitation Drop down

Use of aggregated data for

ific HBMAEU objecti
il ohjectives Drop down

Use of aggregated data for all
HBMMYELU research Drop down

Use of aggregated data

ithaut limitati
without purpose limitation Drop down

Information on planned Other WP [ tasks:
data use To be used by WP WP?
To be used in Task Task?

The work will start Calender

Information on planned WP?
material use

To be used by WP
To be used in Task Task 1.4
The work will start Calender
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Template Page 5

Comments:
file name:

Copy of the datatransfer
agreement - name of file dates Drop down

Copy of the material transfer
agreement - name of file dates Drop down

Lecal ethics expert MName
E-mail address
Telephone number
Date Calender

Data Controller Mame
E-mail address
Telephone number
Date Calender

Person filling in this form Name and capacity [data
controller or processor)
E-miail address

Telephone number
Date Calender
Date when received by the leader of Task 1.5 Calender

_—
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Informed consent

DK DEMOCOPHES

Informeret samtykke til deltagelse i DEMOCOPHES
Erkleering fra forspgspersonen:

Jeg har faet skriftligt og mundtlig information og jeg ved nok om formal, metode, fordele og ulemper til at
sige ja til at deltage.

Jeg ved, at det er frivilligt at deltage, og at jeg altid kan traekke mit samtykke tilbage uden begrundelse.

lJeg giver samtykke til, at deltage i forskningsprojektet og til, at mit biologiske materiale udtages med henblik
pa opbevaring i en forskningsbiobank i 10 ar til brug i senere forskning vedrerende miljg og folkesundhed.
Jeg har faet en kopi af dette samtykkeark samt en kopi af den skriftlige information om projektet til eget
brug.

Jeg onsker at bidrage med har- og urinprover (st x)

Jeg onsker at bidrage med blodprover: (st x)

Hvis der kommer nye vaesentlige helbredsoplysninger frem om dig i forskningsprojektet vil du blive
informeret. Vil du frabede dig information om nye vaesentlige helbredsoplysninger, som kommer frem i
forskningsprojektet bedes du markere her: (st x)

Forsmgspersonens navn:

Dato: Underskrift

@nsker du at blive informeret om de samlede resultater af undersogelsen?
Jai _ (setx) Nej: (sat x)

Ma forskerne kontakte dig igen vedrerende deltagelse i fremtidige undersogelser?
Jao  ([setx) Nej: (st x)

Erkleering fra den forsagsansvarlige:

Jeg erkleerer, at forsegspersonen har modtaget mundtlig og skriftlig information om forseget og har haft
mulighed for at stille spergsmal til mig.

Efter min overbevisning er der givet tilstrazkkelig information til, at der kan traeffes beslutning om deltagelse
i forspget.

Den forsegsansvarliges navn:

Dato: Underskrift:

Znd HBIVI4EU Iraining School, Nijmegen, Nov 1Y-23, 2018

Samtykke til forseldremyndighedens indehaver(e) til deres barns deltagelse i
DEMOCOPHES

Erkleering fra indehaveren af foraeldremyndigheden:

Jeg har faet skriftligt og mundtlig information og jeg ved nok om formal, metode, fordele og ulemper til at
give mit samtykke.

Jeg ved, at det er frivilligt at deltage, og at jeg altid kan traekke mit samtykke tilbage uden begrundelse.
Jeg giver samtykke til, at (barnets navn)
deltager i forskningsprojektet og til, at hans/hendes biologiske materiale udtages med henblik pa opbevaring

i en forskningsbiobank i 10 ar til brug i senere forskning vedrerende milje og folkesundhed. Jeg har faet en
kopi af dette samtykkeark samt en kopi af den skriftlige information om projektet til eget brug.

Jeg giver samtykke til at mit barn bidrager med hér- og urinpraver: (s=tx).

Jeg giver samtykke at mit barn bidrager med blodprover: (sa=t x).

Hvis der kommer nye vasentlige helbredsoplysninger frem om dit barn i forskningsprojektet vil du blive
informeret. Vil du frabede dig information om nye vzsentlige helbredsoplysninger, som kommer frem i
forskningsprojektet bedes du markere her: (st x)

Navnet eller navnene pa foreeldremyndighedens indehaver (e):

Dato: Underskrift:

Dato: Underskrift:

@nsker du/l at blive informeret om de samlede resultater af undersogelsen?
Ja: (st x) Nej: (st x)

Ma forskerne kontakte dig/jer vedrerende deltagelse i fremtidige underspgelser?
Ja: (seet x) Nej: (st x)

Erkleering fra den forsegsansvarlige:

Jeg erklzerer, at forsegspersonen har modtaget mundtlig og skriftlig information om forseget og har haft
mulighed for at stille spargsmal til mig.

Efter min overbevisning er der givet tilstraekkelig information til, at der kan traeffes beslutning om deltagelse

i forseget.

Den forspgsansvarliges navn:

Dato: Underskrift:

DEMOCOPHES Samtykkeerklzringer, version 3, 12.07.2011 Side 3 af 4
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Informed consent Delegation

Fuldmagt fra den ene forazldremyndighedsindehaver til den anden vedrgrende
deltagelse i forskningsprojektet DEMOCOPHES

leg, som er medindehaver af foraeldremyndigheden over:

(barnets navn/CPR nr),

giver hermed fuldmagt til:

(foreelderens navn/CPR nr).

Fuldmagtshaver kan traffe beslutning om barnets deltagelse i DEMOCOPHES udfert Afdeling for Milje og
Sundhed pa Institut for Folkesundhedsvidenskab ved af Kebenhavns Universitet. Fuldmagten gzelder indtil
DEMOCOPHES afsluttes ved udgangen af 2012.

Navn og CPR nr. pa fuldmagtsgiver:

Dato: Underskrift:
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Association criteria of Bradford Hill

Strength

Consistency
Specificity

Temporal relationship

Dose-response
relationship

Biological plausibility
Coherence
Reversibility/Experiment
Analogy
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