HUMAN BIOMONITORING FOR EUROPE

a harmonised approach
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The essential modules of a cross-sectional HBM study

1. Recruitment of participants

Field work: specimen sampling, questionnaires
Chemical analysis

Biobanking

Data management and evaluation

Data assessement
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Dissimination of results

n Study Protocol
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Each country participating in DEMOCOPHES :

- developed a specific study protocol

- translated the SOPs according to the specific needs
- carefully translated the questionaires

- decided about biobanking

- decided to include additional substances or matrices
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SOP1 Selection of Participants
including letter to the inhabitant registries
SOP 2 Recruitment and Field Work
Including reply card and protocol sheet
SOP 3 Quality Assurance Methods
including check lists
SOP4 Questionnaires and Interview Conduct
SOP 5 Specimen sampling and handling
Annex lll 4 Recommendation for biobanking
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Study design

Population
Sample size:
Sample locations

Selection of
participants

Inclusion / exclusion
criteria

Occupational
exposure
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Cross-sectional
Children 6-11y, mothers =45y
120 mother child pairs

Two regions different in degree of urbanisation
(big city < rural)

Via inhabitant registries or schools

a)
b)
c)
d)

e)

no metabolic disturbances

not living in hospitals/institutions/homeless
sufficient knowledge of language/s

living =z 5 years in sampling location and most
of the time with the mother

one child per mother

Should be recorded as good as possible
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v
to be discussed
to be discussed
to be discussed
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v
v

to be discussed
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Why do we sample in an urban and a rural area?

We want to get experience for field work:
- Response rate differences

- different needs regarding communication
- different management efforts

e

We want to include different exposure levels
- exposure from various sources

- exposure from nutrition

- exposure from the use of pesticides
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Why did we chose mothers and their children?
Topic Alternatives Advantages Disadvantages
Babies Early childhood Difficult to sample
Toddlers exposure
Preschool Easy to sample Small sample volume;
children ethical questions
Schoolchildren | Easy to sample Small sample volume;
group Mothers, Transplacental exposure |Recruitment of pregnant
pregnant women difficult
[ women
Women in Potential pathway
childbearing age |mother/child
Seniors Accumulating and Not a group of primary
persistent pollutants interest right now
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Why don‘t we recruit children of all age groups?

Topic Alternatives Advantages Disadvantages
All age groups Full picture Higher costs, sample size
Children, specific |Sample size can be
age groups reduced according to age
groups
Age Up to three Early childhood exposure|urine sampling difficult
under the age of three
6 to 11 years Easy to reach via No ,early” childhood
elementary school lexposure
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Why did we decide to recruit via inhabitant registries
(first option) or schools (second option)?

Option 1:
Option 2:

best option to avoid/assess selection bias

easy to recruitment but schools have to be
selected with care
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Why cannot everybody who is selected take part?
(Inclusion/exclusion criteria)
only healthy subjects (no metabolic disturbances)
not living in hospitals, institutions or being homeless
with a sufficient knowledge of the respective language/s
Living at least 5 years in the sampling location and
with the mother most of the time
Just one child per mother
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Non-responder questionnaire

Basic information from those who refuse to participate.
Needed to calculate selection bias:

« Socio-demography

» Living condiditons

« Exposure pathways

* Diseases
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General aspects:

Purpose of the visit at home or at an examination centre:
- urine and hair sampling

- conduct interviews for sampling and the basic interview

» moment and place, where we get all HBM-study
information

Home visit or visit at an examination centre?

decision depends on national study protocol or participants
choice
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Advantages and disadvantages
Visit at examination centre = Home visit
++ all equipment installed at one - - challenge for logistic (route plan,
place, no transport needed equipment transport)
++ participant’s privacy easily - - participant’s privacy touched
preserved
- - inconvenience for the participants ++ comfortable for the participants
- - costs for transportation and ++ no costs for transportation or
inssurance inssurance
- - no validation of participant's ++ validation of some answers on
environment and residence residence and environment
possible possible
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General requirements:

— to have trained interviewers with local knowledge of the
sampling locations

— to define duties of the team members

— to prepare and arrange all the equipment needed
— to fix a route plan/time schedule

— to proceed according to the Fieldwork Manual

— to control all processes continually

13
Umwelt
S an o Bundes
misortivm W Perlorin e
Human Biomonitoring on a mt i._“}
European scale Fiir Mensc und Umwelt

Requirements for examination centres:

— preferably rooms of the community, schools or public health service

— centres should easily be reached by public transport

— centres should preferably be on the first floor (alternative: elevator)

— centres should also be available in the evening hours and at weekends
— access should be well signposted, bell has to work

— centres should have at least two bright and attractive rooms

— sanitary equipment is necessary including a wash basin in the sampling
room

— heating, ventilation and wet cleaning of the floors should be possible
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Essential study material for visit at home or at an
examination centre:
Interview conduct: Protocol sheet, basic questionnaire, questionnaires
for urine and hair samples, non-responder
guestionnaire,
Urine sampling: Plastic bags, cool box, replacement vessels
Hair sampling: Scissors and comb, hand gloves, tape, pen,
envelope, plastic bag
Interviewer briefing: Fieldwork Manual, log book, check-lists, instructions
how to take hair samples, handout for conversation
and FAQ
Correctness and Identity card, incentives
courtesy:
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Additional requirements for home visits:

— The Interviewer must have a driver's licence.

— The mobile should be charged up.

— Is the duration of travelling and route known?

— The interviewer must always be in time (otherwise inform the participant).
— Appointment changes at short notice may occur.

— Find a convenient interview and sampling situation at each visit.

— Interviewer must feel safe (environment, visit situation).
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Sequence of visit at home or in the examination centre:
1) Welcome, Check of the informed consent and answer additional guestions
2) Acceptance of the urine sampling vessels from mother and

performthe guestionnaire on urine sampling
3} Acceptance of the urine sampling vessels from child and
performthe guestionnaire on urine sampling
43 Sampling of scalp-hairfrom motherand
performthe guestionnaire an hair samgling
5) Sampling of scalp-hairfrom child and
perfarmthe guestionnaire an hair sampling

IVTEGLERREN T

6} Performthe interview with the mother(basic guestionnaire) After interview:

T} Additicnal procedures and guestions planned in a country hﬁ:,;ﬂ’gm
21 Palite parting and handing overthe incentives storing, 2tc.
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Questionnaires

1. Recruitment guestionnaire
(inclusion/exclusion criteria, 12 questions)

2. Basic questionnaire (63 questions)
3. Questionnaires for specimen sampling (about 10 questions each)

4. Non-responder questionnaire (6 questions)
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Development and testing of the questionnaires

Translation and adaption

Two indenpendent careful translations (expert decision):

please do not forget the documentation!

e
e
i

Adaption of the socio-economic
guestions

5 test interviews
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Definitions
We will use a standardized questionnaire.
Trained interviewers ask fixed questions in a consistent
format.
Mainly specific and closed questions will be used.
20
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Advantages of a face to face interview

Certainty about who answered the questions, personal contact,
interviewer is a motivation source

Interviewer can help the participant to understand the question

Employment of different techniques possible — open-ended
questions, visual aids, answer scales, etc.

Longer interviews are tolerated, higher reluctance to quit
Convenient for the respondent, especially in their home
Additional questions can be used to collect detailed information
Body language and reaction can guide the interviewer

Validity can be roughly checked (income, etc....)
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