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SUMMARY 
This report gives an overview on practical strategies for the inclusion of biological samples in 
population-based social survey databases and biobank policy rules in a transnational setting, 
taking into account all relevant data protection provisions including requirements to obtain 
ethics approval. It draws upon the experiences that have been made in various European 
countries and Israel during the process of including the collection of biological samples, 
namely dried blood spots (DBS), in the Survey of Health, Ageing and Retirement in Europe 
(SHARE). Based on these experiences, practical strategies are identified on different levels: 
strategies to ensure compliance with data protection requirements and ethics standards, 
strategies in relation to the establishment of a biobank in a transnational setting and quality-
related strategies on organisational and technical levels. 

1 Introduction 

Health is a major concern for ageing societies. In this context, in modern research in the 
social sciences it is widely acknowledged that it is essential to better understand underlying 
processes and pathways of the development of certain diseases. More and more social 
surveys are therefore implementing the collection of more innovative variables. At this, in 
particular, complementing 'traditionally collected' self-reported survey data with objective 
health measures helps to overcome typical biases in survey databases caused by individual 
perceptions and to improve the precision of health measurement. 

Against this background, the inclusion of objective measures of biological and physical 
functions (i.e., so-called biomarkers based on physical measurements and biological 
specimen) and the linkage of survey data with administrative records gained in importance 
for population-based social surveys.  

While being able to complement population-based survey data collection with innovative 
variables such as biomarkers is of great value with regard to later scientific analyses and the 
socio-economic impact scientific findings of such analyses may have, the collection of these 
types of data is also associated with practical challenges on different levels. Besides 
organisational and technical challenges new methods of data collection may amplify the 
ethics issues which need to be addressed and extend the requirements for researchers in 
relation to legal provisions. In order to successfully meet these challenges, practical 
strategies need to be developed on legal, ethical, technical and organisational levels.  

While these challenges have been solved in many national instances, the challenges for 
cross-nationally comparable surveys such as the European Social Survey1 and the Survey 
of Health, Ageing and Retirement in Europe (SHARE)2 are much larger as the 

                                                      
1  The European Social Survey (ESS) is an academically driven cross-national survey that has been conducted 

across Europe since its establishment in 2001. Every two years, face-to-face interviews are conducted with 
newly selected, cross-sectional samples. The survey measures the attitudes, beliefs and behaviour patterns of 
diverse populations in more than thirty nations. For more information, see the website of the ESS: 
https://www.europeansocialsurvey.org/. 

2  The Survey of Health, Ageing and Retirement in Europe (SHARE) is a multidisciplinary and cross-national 
panel study that incorporates information regarding social, economic and health factors of more than 123,000 
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administrative, ethical and legal requirements of all participating countries have to be 
considered, which is cumbersome to tackle.  

As regards the collection and inclusion of biological samples, besides ensuring compliance 
with all data protection requirements and ethical standards across the participating countries 
new storage procedures have to be developed, including the establishment of a biobank with 
appropriate biobank policy rules. 

In accordance with this, this Deliverable of the SERISS project aims at developing practical 
strategies for the inclusion of biological samples in cross-national population-based social 
survey databases and the establishment of a biobank in a transnational setting, taking into 
account all relevant data protection provisions (including requirements to obtain ethics 
approval).  

The "Report on Practical Strategies to Include Biological Samples in Population-Based 
Social Surveys" draws upon the experiences that have been made in various European 
countries and Israel during the process of including the collection of biological samples, 
namely dried blood spots (DBS), in SHARE. It builds on the work of the SERISS 
Deliverable 6.10, which addresses central legal and administrative requirements and ethics 
challenges related to the collection of DBS samples and provides a "Synopsis of Policy-
Rules for Collecting Biomarkers in Social Surveys" in a cross-national perspective.  

The present report starts in Chapter 2 with a description of the background of the collection 
of biological samples in SHARE. It highlights the advantages of the method of DBS sampling 
in the context of population-based surveys in Chapter 2.1. In Chapter 2.2 it continues by 
giving an overview about initial experiences that have been made in SHARE when piloting 
and pretesting the DBS collection – first in a national setting and then in a small 
transnational setting. After this, in Chapter 2.3 a few general strategic aspects of the 
preparation phase for the full-scale implementation of the DBS collection in wave 6 of the 
SHARE study are recapitulated.  

In Chapter 3 the report evaluates the experiences that have been made and the strategies 
that have been taken when including DBS samples in SHARE and identifies general 
practical strategies for the inclusion of the collection of biological samples in transnational 
population-based surveys on different levels: first, strategies to ensure compliance with data 
protection requirements in Chapter 3.1; secondly, strategies in relation to the compliance 
with ethics standards in Chapter 3.2; thirdly, strategies related to the establishment of a bio-
bank and the development of biobank policy rules in a transnational context in Chapter 3.3; 
and finally, practical strategies on organisational and technical levels in Chapter 3.4. 

Lastly, Chapter 4 of the report briefly summarises central aspects and steps in relation to the 
strategies that have been identified from the recapitulation and evaluation of the experiences 
that have been made in several countries during the process of including the DBS collection 
in the SHARE study. 

  

                                                                                                                                                                     
individuals from 20 European countries and Israel aged 50 or older as well as national institutional and social 
policy conditions. For more information, see the website of the SHARE project: http://www.share-eric.eu/. 
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2 The Collection of Dried Blood Spots in SHARE 

The SHARE study started to expand its already existing collection of objective physical 
biomarkers (such as grip strength, lung force) by collecting biological biomarkers, using the 
method of DBS sampling, in the fourth wave of the panel study. After a successful initial 
testing of the logistics of the DBS collection in a pilot study in Germany, in a second step the 
collection of DBS was tested in a small transnational setting in six countries in the pretest3 of 
SHARE wave 5. Only after the successful completion of this second round of testing, the full-
scale implementation of the DBS collection in SHARE wave 6 was prepared. 

2.1 Collection of Biological Samples in a Population-Based Survey  

In many population-based surveys, differences in health status are assessed based on self-
reported health information. A major difficulty in this context is that different biases might 
influence the results such as participant's individual differences with regard to the evaluation 
of their own health status and a lack of knowledge of individuals with regard to their own 
objective health status and conditions. 

"The difficulties of collecting self-reported health data are particularly salient in 
the context of cross-national research, where a key objective is to make 
comparisons of comparably measured constructs across different countries, 
cultures, and populations. Not only can self-reported health data be affected by 
error for the reasons stated above, but country-specific and/or cultural factors 
may contribute to bias and reduce the comparability of self-reported data. For 
instance, question meaning may be interpreted differently across cultures, even 
after careful translations have been undertaken. Furthermore, respondents in one 
country may interpret self-rating scales differently than respondents in another 
country. Differences in healthcare infrastructure, the quality of care, and the take-
up of health services within and between countries may also affect the ability to 
collect comparable self-report measures of health status."4 

Because of these difficulties, in particular, many transnational population-based social 
surveys started to complement the 'traditionally collected' self-reported health data with 
objective health information such as biological biomarkers (e.g., from blood, saliva and 
urine). SHARE as one of them, started to complement its already existing data collection 
with blood samples in its fourth wave. 

The aim of the inclusion of biological biomarkers in the SHARE study was to gain novel 
insights into the relations between chronic conditions common in old age and behavioural 
and environmental risk factors under various socio-economic conditions. Furthermore, a 
fundamental advantage of including biomarkers into a large-scale survey such as SHARE is 
the simultaneous availability of biological and socio-demographic data in a representative 
(i.e., non-clinical) population. Using these data, manifold research areas can be investigated, 

                                                      
3  Until the sixth wave of data collection, each wave of the SHARE survey comprised three successive phases: a 

pilot, the pretest and the main data collection. The general aim of the pretest was to test the questionnaire in 
order to check for question routing, wording and translation issues as well as the functionality of the software 
with the goal of providing further input for questionnaire development and improvement for the main data 
collection. 

4  Weiss et al. 2018. 
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e.g., the implications of recent public policy interventions on the health of older citizens, the 
causal link between biological aging processes with socially and economically induced 
health behaviours, or the future costs of typical chronic diseases in old age, such as 
diabetes. 

While in many clinical and medical epidemiological studies biomarkers have been collected 
through venipuncture and venous blood analyses, such a methodology that relies on 
certified health professionals, is extremely expensive when used in field surveys such as 
SHARE. Moreover, collecting venous blood samples in a survey setting across countries 
entails major logistic challenges related to the collection, transportation and timely laboratory 
analyses of the samples. Furthermore, taking venous blood samples is more invasive, may 
potentially cause harm to the participants and may in general be regarded as more intrusive 
by participants and thus result in lower study participation rates.5 

As an alternative method that is more affordable, minimally invasive compared to collecting 
venous blood and allows for longer transportation times of the collected samples, the 
method of DBS sampling has been introduced to the research field.6 DBS sampling is the 
collection of several capillary blood drops on a filter-paper card that are taken by pricking a 
finger. These blood spots are left to dry and the cards subsequently are shipped by ordinary 
postal mail to a biobank. Here they are stored in freezers until analyses are performed.7 
Another advantage of this method is that DBS samples, in principle, can easily be collected 
in surveys employing trained laypersons (interviewers) if there are no legal restrictions.  

For all these reasons, the method of DBS sampling is the top choice for many health 
screening programs and health research in the context of population-based surveys such as 
SHARE. 

2.2 Piloting the Method and Logistics of DBS Sampling in SHARE 

In the SHARE wave 4 main data collection, SHARE launched a pilot study of the DBS 
collection. At this, Germany served as a pilot country for the inclusion of the DBS sampling 
and for a later full-scale implementation in SHARE. This pilot primarily served the purpose of 
determining whether and how an inclusion of a DBS collection could be realised in a 
population-based survey context within a European country and to test the logistics being 
associated with such a project.  

Whereas until then in Germany biological sample data have been collected in smaller 
studies within a clinical setting only, SHARE was the first study in Germany, which collected 
blood samples in a population-based and nation-wide setting and without medical staff. 
Instead, specially trained field interviewers carried out the DBS collection in SHARE in the 
home environment of the respondents. After an initial assessment of whether such a mode 
of DBS collection would be feasible in Germany in accordance with the legal and ethical 
framework conditions, a special focus of the pilot project has been on how to design a 
                                                      
5  Cf. Börsch-Supan and Andersen-Ranberg 2017, p. 164. 
6  Present biotechnology allows DBS samples to be used to determine various lipoprotein and protein structures 

as well as tracer elements, blood sugar levels, DNA, antibodies and bacteria and the field of possible analyses 
that can be carried out with DBS material is growing. Cf. Schmidutz 2016, p. 7, Li and Lee 2014 and McDade 
at al 2007. 

7  For further reading on applications and techniques of DBS sampling, see Li and Lee 2014. The comprehensive 
anthology includes contributions on the history, principles, procedures, methodologies, applications, and 
emerging technologies related to DBS and is conceptualised as a working guide for researchers. 
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training program for the interviewers (which had no DBS collection experience). Experiences 
from other studies had shown that interviewers play a very important role with regard to 
participation rates and the quality of the collected DBS. Therefore, the interviewers were 
trained in depth for any eventualities, such as advising participants who take blood thinners 
or helping participants, who do not bleed enough.8 

In the German pilot, all questions of the biomarker section, including the collection of DBS, 
were administered in form of a paper-and-pencil booklet, which was filled in by the 
interviewer and sent to the survey agency after the interview. The biomarkers were collected 
in the middle of the interview and the collection was based on separate informed written 
consent, which had to be obtained prior to carrying out the measurement. Collecting DBS 
samples without written consent was not allowed due to data protection requirements. The 
data from the DBS booklet, the DBS analyses data and the SHARE survey CAPI9 data were 
linked using a barcode system: first the DBS analyses data was linked to the booklet and 
finally this merged dataset was linked to the SHARE survey data.10 

Collecting biomarkers was not only new and challenging for the survey agency and the 
interviewers, but also for the respondents. The participation rates among respondents were 
within the expected range, but with a large variation between interviewers. While some 
interviewers had participation rates of more than 80 percent with regard to the DBS 
collection, other interviewers had very low participation rates. This confirmed the initial 
assumption that the interviewers play a crucial role with regard to participation rates in 
relation to the DBS collection. 

Furthermore, the preparation and implementation of the project also involved many new 
challenges and tasks for the researchers of the German SHARE country team. Besides the 
already mentioned preparation of the interviewer training, data protection compliant 
procedures for processing and linking the DBS data and specific new consent questions and 
field materials (such as an DBS information leaflet and a DBS consent form for the study 
participants) had to be developed.  

Additionally, the ethics review of the project showed that depending on the opinion of the 
reviewing ethics committee special ethical requirements may have to be taken into account. 
In the case of the pilot project, e.g., the ethics review board in Germany advised to provide 
respondents with the results of the DBS analyses via their general practitioner in case any of 
the parameters measured from their blood were out of normal range if the individual 
participant requested this. About 60 percent of the respondents who participated in the DBS 
collection asked to have their general practitioner informed. This added further logistical and 
data protection related challenges to the project since not only respondents had to provide 
their general practitioners' addresses and special letters for the general practitioners had to 
be designed, but also the results of the analyses needed to be de-anonymised for this 
purpose. 

Against the backdrop of these experiences, in the following pretest of SHARE wave 5 the 
DBS pilot study was extended from one to six countries: Belgium, Denmark, Germany, Italy, 
                                                      
8  Cf. Schaan 2013, pp. 40-41. In order to design the training program, SHARE representatives attended the 

interviewer training of the Health and Retirement Study (HRS) in the United States of America, which 
implemented the collection of DBS previously with great success. Consequently, the SHARE interviewer 
training closely followed the HRS model in preparing the interviewers for their tasks. 

9  CAPI: Computer-assisted personal interviewing. 
10  Cf. Schaan 2013, p. 41. 
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Portugal, and Switzerland. A coordinating SHARE biomarker team was set up consisting of 
members of SHARE Central11, the German SHARE country team and the Danish SHARE 
country team, which has extensive knowledge of DBS collection in population-based 
interview surveys among old and oldest old people in Denmark (cf. Christensen et al. 2007).  

The overall aims were to identify further methodological and logistical challenges on the one 
hand and to get a better understanding of the legal and ethics related administrative 
frameworks in different countries on the other hand. As a result of the experiences in the first 
DBS pilot project, in particular, it was concluded that before the project could be 
implemented in other SHARE countries further questions related to legal requirements and 
ethics review procedures needed to be clarified.12 Since in relation to the DBS collection 
prior ethics committee approval on a national level was found to be necessary, in this 
context it was of particular importance to get a better understanding of how different ethics 
committees work and which questions and details have to be considered when applying for 
approval of the DBS collection. Furthermore, it was clear that the transnational setting of this 
second round of testing added another challenge in terms of establishing a biobank and the 
related shipping of the DBS samples across borders.  

Therefore, before starting the second round of testing, the SHARE biomarker team 
developed an instruction manual with step-by-step instructions as well as a short video 
showing both the DBS collection and the shipment, arrival and handling of the DBS samples 
at the newly established SHARE Biobank in Odense, Denmark. At this stage, the biomarker 
section was included in the survey in form of a CAPI module (BS_module) and the 
respective SAHRE country teams and their survey agencies were thoroughly trained prior to 
the pretest.  

During this second round of testing, it became obvious that while researchers in health 
sciences are familiar with the process of applying to ethics committees for the collection of 
biological material, most social scientists are quite inexperienced in that and thus find it more 
time consuming. Furthermore, as the collection of biological material was relatively new and 
innovative in the context of surveys in the social sciences, it was found that not all ethics 
committees were geared to this development and that even identifying the national ethics 
committee/s, which is/are competent for the approval of the DBS collection in a population-
based survey such as SHARE, can be a real challenge. 

During the preparation phase of the SHARE wave 5 pretest in Spain, for instance, it first 
seemed that permission from as many regional ethics committees as covered in the Spanish 
SHARE sample would have to be obtained. This posed a real problem as the Spanish ethics 
committee approval system is organised in a very decentral manner. Since prior to this DBS 
pilot such a scenario has not been anticipated and therefore the timeframe for the 
preparation was set to narrow, the pilot DBS collection of the pretest of SHARE wave 5 
could not be carried out in Spain.13 Due to similar problems, the Swiss SHARE country team 

                                                      
11  SHARE Central: the central SHARE coordination team is located at the Munich Center for the Economics of 

Aging (MEA) at the Max Planck Institute for Social Law and Social Policy (Max Planck Society for the 
Advancement of Science, MPG). 

12  For a list of open questions, based on the experiences of the pilot DBS study, see Schaan 2013, p. 55. 
13  Cf. Schmidutz 2016, p. 30. Against the background of this experience, in SHARE wave 6 much more time for 

preparation was allotted from the very beginning, so that this issue could be further investigated and clarified. 
Finally, it turned out that one approval of a Spanish ethics committee is sufficient. 
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was only able to perform the DBS collection in one canton (and not all cantons in which the 
survey is carried out). 

2.3 Preparing the Full-Scale Implementation 

After the implementation of the DBS collection in the pilot projects in SHARE wave 4 and 
wave 5, it was decided to implement the DBS collection in all countries participating in 
wave 6 of the SHARE study. Against the background of the experiences of the pilot projects, 
all necessary preparations for the full-scale implementation of the DBS collection in the 
SHARE project were initiated.  

With regard to the experiences that have been made in the six participating countries in the 
extended pilot study in SHARE wave 5, particular attention was paid to the investigation of 
specific requirements and limitations of collecting DBS on a national level. Furthermore, in 
this connection, the experience that the collection of DBS as an invasive method gives rise 
to various concerns from all parties involved (researchers, survey agencies, interviewers and 
participants) was of particular importance. These concerns not only had to be addressed in 
an appropriate manner, but also confirmed the necessity of ethics committee approval in 
each participating country.  

Regarding this, one of the main lessons learned from the previous DBS collections in 
SHARE was that the process of obtaining ethics approval, including the collection of all 
relevant information with regard to national legal, administrative and ethical requirements 
and the careful preparation of the application documents for ethics review (which also 
includes field documents such as consent forms and information leaflets already), takes a lot 
of time. For this reason, the preparations were started long before the actual fieldwork phase 
of SHARE wave 6 – a very simple but equally very important general strategy. 

Another important strategy was to begin the preparation with a systematic transnational 
inquiry regarding national legal requirements and ethics committee approval procedures with 
regard to the collection of biomarkers derived from DBS samples (see Appendix 6.3).14 At 
this, the information has been collected in a decentralised fashion by the members of each 
SHARE country team, which are responsible for the implementation of the survey in the 
respective country. This process has been coordinated and supported SHARE Central, 
which also was responsible for the central documentation of the collected information. The 
aim of this inquiry was 

• to gather all relevant information about national ethics committees' approval 
procedures (including responsibilities, application procedures, documents, etc.),  

• to identify the most important legal requirements (regarding consent, data 
privacy, liabilities and other country-specific issues) and  

• to identify probable requirements/restrictions of the competent ethics 
committees (from previous recommendations, opinions, etc.) with regard to the 
DBS collection.  

                                                      
14  First findings of this inquiry have already been presented in Section 7.1.2 "Dried Blood Spot Collection in 

Population-based Surveys (SSc)" of deliverable D6.1 of the DASISH project (Schmidutz et al. 2013). For the 
outcomes of the inquiry in combination with the actual experiences that have been made during the full-scale 
implementation of the DBS collection in SHARE Wave 6, see Schmidutz 2016. 
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Compiling this information was of importance for ensuring compliance with all relevant legal 
requirements and ethics standards as well as for avoiding unpleasant surprises and time 
delays or even serious problems. Furthermore, gathering the information was necessary for 
the assessment of the practical and financial feasibility of the DBS collection as part of the 
national implementation of the SHARE survey in each country. 

Moreover, this approach took into account one of the conceptual cornerstones of SHARE: 
the ex-ante harmonisation of the study across countries. In accordance with this, the 
strategy of collecting as much information as possible about national legal 
requirements/restrictions, potential ethics issues and the national institutional and 
administrative frameworks aimed at facilitating the central preparation of generic versions of 
the DBS questionnaire module, consent documents (information leaflet and consent form) 
and other training and field documents (such as interviewer instructions, etc.) as well as the 
compilation of a "survey protocol" (that could be submitted to the various ethics 
committees)15. 

This centralised approach was necessary to be able to lay the foundation for a DBS 
collection under conditions that are as similar as possible across countries and finally to 
ensure cross-national comparability of the DBS analyses results since every deviation in the 
consent gaining process may induce comparability issues regarding consent rates and 
selectivity of participating respondents seen over countries.16 

Against this background, also the translation of the generic versions of the documents into 
the respective national languages took place. The documents, however, had to be compiled, 
adapted and extended depending on the known requirements of the competent ethics 
committee's approval procedures – and in some cases other authorities' procedures with 
regard to permissions that had to be obtained in accordance with national legislation (e.g., of 
data protection authorities) .  

Only after all necessary approvals and permissions in each country have been obtained, the 
national consent documents to be used in the field could be prepared. At this, the careful 
preparation has proved to be extremely helpful in order to minimise changes in these 
documents and achieve a maximum of harmonisation of the documents across countries.  

Finally, the DBS collection in SHARE has been carried out successfully in SHARE Wave 6 in 
16 out of 20 countries, involving 18 out of 22 SHARE country teams.17 

  

                                                      
15  The "survey protocol" was prepared following the usual request of medical research ethics committees for a 

"study protocol" when reviewing clinical and medical epidemiological studies. This document turned out to 
be very useful when approaching ethics committees that were not used to review population-based social 
surveys or similar research projects. 

16  Cf. Weiss et al. 2018. 
17  For a detailed list of the participating countries by wave, including the reasons for non-participation in SHARE 

wave 6, please see the table provided in Appendix 6.2. For a very detailed country-by-country documentation 
of the experiences in SHARE, see Schmidutz 2016. 
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3 Practical Strategies for the Inclusion of Biological Samples 

The aim of the following subchapters is to evaluate the experiences and strategies in relation 
to the inclusion of DBS samples in SHARE and formulate general practical strategies for the 
inclusion of the collection of biological samples in transnational population-based surveys on 
different levels: legal, ethical, administrative, organisational and technical.  

It is noted, however, that the strategies presented in the following subchapters are based on 
the experiences in relation to research ethics and the legislative and administrative regime(s) 
that have been made when implementing the collection of DBS in various European 
countries and Israel in the context of the SHARE study. Most of the strategies described 
have been developed as part of the preparation and practical administration of the SHARE 
survey during the years 2012 to 2014. Consequently, the strategies have been tailored to the 
conditions and needs of the collection of DBS in a population-based social survey in a 
transnational context. The strategies, therefore, may not be applicable in all situations and 
the experiences made in the SHARE project do not necessarily generalise to other research 
projects.  

3.1 Strategies to Ensure Compliance with Data Protection Requirements 

With regard to the strategies to ensure compliance with data protection requirements, first of 
all, it has to be noted that at the time of the DBS collection in SHARE the central legislative 
instrument of EU data protection law was the "EU Data Protection Directive" and its national 
implementations in the EU Member States18 – and not the "EU General Data Protection 
Regulation (GDPR)"19, which directly applies in all Member States since 25 May 2018. This 
should be kept in mind with regard to the strategies that are described in this subchapter, in 
particular with regard to cross-national population-based research that exclusively takes 
place in EU Member States. 

One of the very basic requirements when planning the inclusion of biological samples in 
population-based social surveys – irrespective of whether they take place in a national or a 
cross-nationally comparable surveys context – is to develop a strategy for ensuring 
compliance with all relevant legal requirements. This, in particular, concerns compliance with 
applicable data protection laws. Here, first of all, the relevant legal requirements need to be 
identified by the researches; and the more different countries, respectively legal regimes, are 
involved the more time needs to be dedicated to this. Furthermore, with regard to the 
collection of biological samples medicine laws have to be observed and complied with. In 
SHARE the relevant legal requirements and restrictions have been investigated as part of 
the preparation strategy, which started with a systematic transnational inquiry, as described 
above in Chapter 2.3. 

                                                      
18  "Directive 95/46/EC of 24 October 1995 on the protection of individuals with regard to the processing of 

personal data and on the free movement of such data": The Directive includes a minimum set of provisions to 
be implemented by the Member States and had to be transposed into national law by the end of 1998. The 
Data Protection Directive (by definition) is not a self-executing legal instrument and therefore leaves the choice 
of form and methods to the national authorities. As a result, the provisions of the Directive have been 
implemented in different ways in the Member States, resulting in differences in the level of data protection, 
both on paper and in practice (Schmidutz et al. 2013).  

19  "Regulation (EU) 2016/679 of 27 April 2016 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 95/46/EC)": The GDPR has 
entered into force on 24 May 2016. 
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As regards data protection, in principle, ensuring confidentiality of data collected in the 
course of population-based surveys is of crucial importance, since "most serious risks of 
harm to which participants in social research are exposed are breaches of confidentiality, 
and the consequences that may follow from such breaches"20. Therefore, placing particular 
importance on the compliance with international, European and national data protection law 
as well as on the safeguarding of sensitive data and confidential information is nothing new 
for population-based surveys. Nonetheless, preparing the required data protection 
procedures needs a well elaborated strategy: from the consent procedures to the procedures 
related to the processing of the samples to the procedures for storage and analyses of the 
samples (cf. Chapter 3.3) to the subsequent procedures regarding the processing, linkage 
and dissemination of the analyses data.  

First of all, appropriate additional consent procedures have to be developed that are tailored 
to the collection of the biological samples – which have to be considered as sensitive 'data' 
since they carry health information and therefore in accordance with data protection laws 
need special protection – and the related research purposes. Here one of the most important 
aspects is to provide all relevant information to the participants in an appropriate manner, 
which includes preparing the consent documents accordingly and training the interviewers, 
so that they are able not only to collect the biological samples but also to obtain and 
document consent in a data protection compliant manner.  

In accordance with data protection laws consent has to be informed, which means that the 
participants should not only be presented the correct information but it also needs to be 
ensured that they understand the information they are provided with. Ensuring such an 
understanding not always is a simple task, in particular, if a population-based survey is 
coordinated across borders and involves different languages, scientific disciplines and 
actors/institutions. Here also strategies that ensure cross-national harmonisation of the 
process and the contents are needed:  

"In the multilingual SHARE [e.g.] a generic version of the consent form and 
information leaflet was prepared and then translated into the desired language by 
native speakers. It is important to control the translation results, because 
translation and language styles from so many people involved may vary 
remarkably. But the exact wording especially in the consent form is important, 
because it influences the content of the given consent. What exactly a 
respondent consents to, in terms of analysis, handling and storage of the blood 
sample, should be as similar as possible across all countries."21 

In this context, also special interviewer training and instructions are necessary in order to 
ensure that the developed consent procedures are actually implemented in the field. 
Moreover, the topic itself may be hard to understand for some respondents. Therefore, it is 
essential that the interviewers also understand the background and purpose of the sample 
collection. At this, for cross-national surveys, it is important to standardise interviewer 
trainings and instructions as much as possible since differences in the conditions and criteria 
of the obtained consent may complicate the future handling of the biological samples and the 
data derived from them.22 

                                                      
20  Singer 2008, p. 90. 
21  Weiss et al. 2018. 
22  Cf. ibid. 
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In accordance with this, in SHARE, the interviewers were trained and instructed to provide 
all necessary information to the respondents (i.e., provide them with the DBS information 
leaflet and the consent form and allow sufficient time for reading) and to answer all questions 
honestly that respondents may have. Furthermore, the interviewers were strictly instructed 
not to conduct the DBS collection if the respondent refuses to participate or if they have the 
impression that the respondent did not fully understand the information provided to him/her. 
Additionally, after the completion of the DBS module the interviewers had to confirm with 
their signature on the respondents' consent form that they conducted the collection correctly 
and that they provided the respondents with all relevant information. 

As regards the processing of the collected samples and of the data derived from them by 
means of analyses, the focus has to be placed on ensuring the confidentiality of the 
respondents at each single stage of the process. Here, in particular, ensuring an appropriate 
level of data protection in relation to the risk for the rights and freedom of the participants by 
means of adequate technical and organisational security measures is of crucial importance. 
A strategy to ensure this should include a comprehensive and explicit documentation of each 
step of the processing as well as a transparent and authoritative communication between all 
actors/institutions that are involved in the project.  

In SHARE, this strategy involved thinking through all relevant steps of the processing in 
relation to the DBS sampling in detail – including those steps, which were expected be 
imposed by ethics committees in certain countries (cf. Chapter 3.2) – prior to their actual 
implementation in the field as well as a clear documentation and communication of all these 
steps. Besides a specific DBS related document on the data protection measures and 
procedures (which also has been submitted to the various ethics committees when applying 
for ethics approval of the DBS collection) the following figure that provides an overview of 
the DBS processing in SHARE wave 6 has been produced: 

Figure 1: SHARE Wave 6 – DBS Processing – Overview 
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As Figure 1 shows, with regard to the data protection measures and procedures of the DBS 
collection in SHARE data separation was of crucial importance. I.e., directly after the 
completion of the interviews the DBS samples and the consent forms, which contain directly 
identifying personal information, were physically separated and strictly kept separated from 
now on. This approach was realised by means of unique barcodes and corresponding 
barcode numbers (different from the identifiers that are used in the regular SHARE data 
collection), which connected the DBS samples, the consent forms and the different data 
sets. Besides the data separation related organisational security measures various technical 
measures were taken in order to guarantee the security of data processing at each step of 
processing and at each location of storage and processing. 

3.2 Strategies to Ensure Compliance with Ethics Standards 

In order to ensure compliance with ethics standards in a similar manner as for the 
compliance with legal requirements, prior to starting with projects that aim at the inclusion 
biological samples in social surveys, some basic reflections of ethics issues that may be of 
relevance in relation to the planed project and of the ethics standards in relation to the 
envisaged project are necessary. In this connection, it is of particular importance to take all 
perspectives of the involved parties (i.e., researchers, survey agencies, interviewers and 
participants) into account. Only on the basis of such reflections it will be possible to 
demonstrate compliance with ethics standards in accordance with relevant ethical guidelines 
and ethics codes such as the Declaration of Helsinki and the International Ethical Guidelines 
for Biomedical Research Involving Human Subjects. 

At this, the best strategy to actually ensure compliance with the relevant ethics standards 
when including biological samples in population-based surveys is to involve competent 
ethics committees and obtain ethics approval in advance. This is of particular importance for 
cross-national surveys, which also have to take into account possible cultural differences in 
relation to the perception of ethics issues. As mentioned in Chapter 2.3, based on the 
experience that the collection of DBS samples and the inclusion of biological biomarker data 
in the SHARE survey database gave rise to various concerns from researchers, survey 
agencies, interviewers and participants, the strategy to obtain ethics approval in each 
participating country was adopted in SHARE.  

In the context of this general approach, however, it became obvious very quickly that an 
additional strategy to successfully reach the aim of obtaining ethics approval for a DBS 
collection under the same or at least very similar conditions in all these countries had to be 
developed for two reasons: first, since the organisation of national research ethics committee 
systems differs a lot between different countries23 and second, since (in accordance with this 
fragmentation) the requirements with regard to the review of research projects vary a lot in 
the different countries.  

In order to overcome the difficulties that come along with this, first of all, gathering all 
information necessary to meticulously prepare for ethics reviews in a cross-national setting is 
necessary. In SHARE, this information on ethics committee approval procedures in the 

                                                      
23  For a detailed description of the fragmented organisation of national research ethics committee systems 

across the EU Member States, see Veerus et al. (2013). 
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participating countries was collected as part of the SHARE internal systematic transnational 
inquiry described in Chapter 2.3. This included the collection of information on 
responsibilities, application procedures and required documents and materials.24 

After gathering the relevant information, in a second step, the necessary application 
documents for the ethics reviews can be prepared. At this, if many different ethics 
committees in various countries are involved, it is important to put the focus on the field 
documents such as consent forms and information leaflets and a precise and well elaborated 
description of the collection and processing procedures in order to avoid doubts of the ethics 
committees which could result in a variety of change requests that could eventually 
jeopardise the harmonisation across countries in a significant way. Therefore, taking a 
strategic approach that relies on a centralised preparation of these main documents is 
advisable. 

In SHARE such an approach was taken, which included the central preparation of the 
following main documents, which were provided to the SHARE country teams that were 
responsible for applying for ethics approval in each country: 

• the DBS "survey protocol", including a description of the entire SHARE survey, 

• the consent documents, i.e.,  
o the DBS information leaflet for the participants and  
o the DBS consent form, 

• a detailed description of the data protection measures and procedures, 

• further DBS fieldwork materials and documents including 
o the DBS CAPI module (i.e., the programmed questionnaire text), 
o the DBS interviewer manual, 
o DBS interviewer short instructions, 
o an interviewer training description, and 

• further information documents on the SHARE survey (such as an overview of 
the questionnaire, the entire questionnaire, a summary of previous ethics 
approvals of the study and CVs of the principal investigator and the health area 
coordinator of the study). 

Only in cases in which ethics committees explicitly requested additional documents or 
changes in the prepared documents, adjustments were made. Finally, in SHARE wave 6 
ethics committee approval has been obtained in all 17 out of 17 countries in which 
applications have been submitted to the competent ethics committee/s.25 Nonetheless, it has 
to be noted that, even though every effort has been made to implement the DBS collection 
under exactly the same conditions in all countries, this aim could not be reached since 
several ethics committees requested changes in the documents or procedures. However, 
the strategy still has been successful in terms of minimising deviations across countries 
since the DBS collection in the participating SHARE countries at least could be implemented 
under very similar conditions.26 

                                                      
24  All questions that had to be answered as part of the inquiry are provided in Appendix 6.3. 
25  Cf. Schmidutz 2016, pp. 68-71. Please also find an overview table in Appendix 6.2. 
26  For more details on the differences and similarities in this regard on a country-by-country basis, see 

Schmidutz 2016. 
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At this, the strategy also included meticulous preparations of facts and materials in relation 
to potential discussions with ethics committees and related practical issues such as requests 
of ethics committees to provide respondents with the results of the blood spot analyses via 
their general practitioner (cf. Chapter 2.2.) as experienced in the test rounds in waves 4 and 
5 of the SHARE survey.27 Furthermore, in this context, the fact that some ethics committees 
are medical ethics committees that mainly review clinical or medical epidemiological studies 
has been taken into account. At this, it always has been stressed that SHARE as a 
population-based social survey substantially differs from these kind of studies in order to 
avoid misunderstandings with regard to the substance, aims and methods of the research 
project.28 

3.3 Strategies for the Establishment of a Biobank 

Another very important aspect, with regard to the inclusion of biological samples in 
transnational population-based social survey databases is that the collection of biological 
samples, such as DBS samples for biomarker analyses in SHARE, changes the nature of 
the database: the database becomes a biobank. In a transnational setting, in which the 
samples are stored in a single biobank in order to ensure that all samples are subject to the 
same storage conditions, this means that adequate cross-national shipping and storage 
procedures for the samples need to be developed. At this, first the possibility of sending the 
samples across borders has to be explored and secondly a biobank needs to be set up, in 
which the samples can be stored in an appropriate manner.  

With regard to the first question a strategy needs to be developed to gather all relevant 
information. In SHARE this information has been collected as part of the SHARE internal 
systematic transnational inquiry that has been carried out in all countries participating in the 
SHARE study prior to the inclusion of the DBS samples (see Chapter 2.3). At this, the focus 
has been on two issues: the shipping of the samples across borders and the shipping of the 
related consent documents (which are essential to identify if certain analyses may be carried 
out with the individual samples or if there are restrictions in this regard). Accordingly, the 
following questions have been asked:  

• May the DBS samples be sent to another country for analyses? 

• May consent forms (containing personal information) be sent to another country 
in general? 

And in fact, the answers to the questions showed the importance of clarifying these points in 
advance in order to be able to set up an appropriate procedure for the processing and 
storage of the samples and consent forms. In Switzerland, e. g., the shipping of consent 
forms across borders was not allowed in the context of the SHARE DBS collection and in 
Sweden, e.g., restrictions regarding the shipment and storage of human biological samples 
had to be taken into account. In Sweden, the fact that according to the Swedish "Biobanks in 
Medical Care Act" it is not allowed to store blood samples collected in Sweden abroad for a 
longer period of time even made it necessary to develop a separate strategy for the storage 
of the samples that were collected in this country. I.e., a competent partner institution 

                                                      
27  See Weiss et al. 2018 for a detailed discussion of this issue. 
28  Cf. Schmidutz 2016, p. 70. 
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running a biobank in Sweden had to be found before this part of the project could be 
continued in the country.29 

Before working out solutions for these country-specific issues, however, a general strategy 
has to be developed regarding the question of how to set up a biobank when collecting 
biological samples as part of a population-based survey in a transnational setting. This, in 
particular, includes the development of biobank policy rules, i.e., appropriate regulations and 
specifications with regard to the processing, storage and handling of the samples. 

Running a biobank is not only a very costly but also an extremely complex undertaking that 
needs professional execution. For this reason, for a population-based social survey that 
mainly relies on 'traditionally collected' self-reported survey data setting up and running its 
own biobank is not a realistic option. Therefore, finding a competent partner institution that 
already is running a biobank in which the biological samples collected as part of the survey 
can be stored by using an already existing infrastructure is essential with regard to the 
strategy for setting up a biobank in the context of a population-based social survey. 

In this connection, it is very important to start necessary contractual negotiations as early as 
possible. This process can be quite time consuming since many details have to be agreed 
upon, from the purpose and duration of the storage to the specific processing and handling 
of the biological samples to confidentiality measures and responsibilities of staff/partners to 
property rights, liability issues and costs. Furthermore, biobank policy rules have to be 
agreed upon, including regulations with regard to ethics standards that have to be met and 
data protection requirements, such as technical and organisational security measures, that 
have to be implemented.  

In the case of the DBS inclusion in SHARE, a competent partner was found with the Danish 
Twin Registry's Biobank (DTR-B) located at the Faculty of Health Sciences at the University 
of Southern Denmark (SDU), which maintains storage facilities for biological material and 
has expertise in the field of biobanking. At this, SHARE aimed to send all DBS samples from 
all participating countries to this single storage facility and hereby to establish the SHARE 
Biobank within the premises of the DTR-B. In order to reach the aim of establishing the 
SHARE Biobank, particular importance was placed on the separate storage and handling of 
the DBS samples from the other biological material stored in the DTR-B.  

When using an already existing biobank facility for the expert storage of biological samples 
collected as part of population-based social surveys it has to be noted that such facilities 
usually already have certain biobank policy rules in place. On the one hand, this means that 
the survey will have to comply with certain rules that are laid down by the partner – on the 
other hand this is an advantage in terms of not having to develop biobank policy rules from 
scratch. E.g., when establishing the SHARE Biobank within the premises of the DTR-B, 
SHARE had to comply with the DTR-B's "Regulations for the Research Biobank". Amongst 
other things, these regulations include: 

• an obligation to comply with the relevant national legislation, 

• an obligation to meet ethical provisions as regards the collection, processing 
and storage of the samples and 

• an obligation to obtain approval of competent ethics committees in advance. 

                                                      
29  Schmidutz 2016, pp. 61-62. 
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Regarding certain rules that are laid down by the partner, however, further negotiations 
might be necessary – e.g., with regard to issues related to property rights, funding, 
responsibilities, etc. since such policy rules might be tailored to "users", i.e., researchers, 
who have collected biological material in connection with independent, smaller projects, and 
who in return for the storage and services of the biobank transfer property rights to the 
biobank. In this context, also ensuring that the samples are handled and used only in 
accordance with the consent that has been obtained from the participants needs special 
attention. Furthermore, detailed procedures from the receipt of the samples to the 
registration and storage of the samples in freezers to the preparation and shipping of the 
samples to analysing laboratories have to be agreed upon.30 

Depending on the concrete circumstances, it also has to be considered that in addition to the 
contract for the biobank further contracts with laboratories might be needed.31 This, e.g., is 
the case in SHARE since the analyses are not directly conducted at the biobank but in 
different certified research laboratories that cooperate with SHARE. If this is the case, not 
only the procedures have to be tailored to this situation but also the contracts have to be 
designed accordingly. Since such a procedure includes additional shipping of samples and 
transfer of data appertaining to the samples (e.g., barcode registration numbers, date of 
collection and date of receipts of samples, consent data and analyses results) special 
attention has to be placed on the security of each step of the processing.  

3.4 Practical Strategies on Organisational and Technical Levels 

Besides the strategies to ensure compliance with ethics and legal requirements and the 
strategies related to the establishment of a biobank, further practical strategies on 
organisational and technical levels are needed when including a collection of biological 
samples in transnational population-based surveys.32 In particular, it is important to develop 
procedures and practices that ensure a good quality of the biological samples and the data 
derived from them. This is of importance not only with regard to the usability of the data for 
scientific research but also in relation to research ethics: Only if the biological samples and 
the analyses data can be used for the purpose for which they are collected, the burden that 
the collection of the samples imposes on the participants is justified. 

At the beginning – independent of which kind of biological samples are to be collected in the 
context of a population-based social survey – a strategy to evaluate which method will be 
used to reach the envisaged aims has to be developed. E.g., blood samples in principle can 
be collected as venous blood samples or DBS (as it was implemented in SHARE). After the 
appropriate method has been selected, strategical decisions in relation on where the 
samples will be stored and analysed determine the further practical implementation. With 
regard to these decisions, again, harmonisation plays a crucial role for transnational surveys 
since comparability of the final analyses results of the samples has to be ensured. In 
accordance with the experiences in SHARE "to ensure the same storage conditions and in 
order to keep logistical efforts as low as possible, only a single biobank should be used for 

                                                      
30  For further details regarding the practical handling and storage procedures that were implemented for the 

SHARE Biobank, see Weiss et al. 2018. 
31  It is noted that, in general, it is very important to ensure that the requirements of the applicable data protection 

laws (e.g., the GDPR) are met when setting up the contracts. 
32  For a more detailed description of the practical strategies on organisational and technical levels in relation to 

the DBS collection in SHARE, see Weiss et al. 2018. 
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all samples."33 And with regard to the DBS collection in SHARE the same holds for the 
selection of laboratories for the analyses: 

"Different laboratory methods, and even different laboratories using the same 
method, may result in somewhat different results. Thus, to ensure comparable 
results for all DBS samples, the analyses for every biomarker have to be done in 
the same laboratory. For this purpose, all samples of a study have to be sent to 
one analysis location."34 

Depending on the selected method and the strategic choices taken with regard to the 
storage and analyses of the biological samples it has to be assessed which equipment and 
shipment options exist and which equipment will be the most promising for collection the 
samples in an appropriate manner. In SHARE, e.g., DBS collection kits had to be composed, 
including all items needed for the DBS collection and the shipment of the samples.35 In this 
context, also "several shipment material formats have been tested for best possible 
temperature and humidity protection."36  

At the latest when equipment needs to be shipped to different countries, logistical issues on 
a cross-national level come into play, for which a strategy needs to be developed. For 
instance, it has to be ensured that all interviewers in all countries receive the same 
equipment and fieldwork materials. This is an important aspect in terms of avoiding a 
possible influence of differing collection kits on country-specific participation rates and 
sample quality. In SHARE, e.g., the DBS kits have been prepared and packed centrally and 
then provided to the countries (i.e., the national survey agencies) and the interviewers for 
this reason. At this, also custom regulations and issues have to be considered depending on 
which countries are involved in the transnational study. In the case of the DBS collection kits 
that were used in the SHARE study, e.g., the following experiences were made: while 
sending the kits from one to another EU country was not subject to special requirements 
sending the kits to countries outside of the EU (namely Israel and Switzerland) custom tariff 
numbers and pro formal invoices had to be provided and a declaration of conformity was 
needed for the semi-automatic lancets used for the pricking (since these were considered as 
medical devices). 

Another important issue with regard to the quality of the samples and the data derived from 
them that needs a strategic approach is the handling of the samples during collection, 
shipment, storage and analyses. On the one hand it is important to clearly define how the 
samples shall be handled during the different stages, and on the other hand the defined 
specifications need to be communicated and instructed to all players that are involved at the 
different stages.  

In SHARE, e.g., with regard to the collection of the DBS it had to be determined, at which 
time within the regular SHARE interview the collection should take place. In this connection 
appropriate drying times for the DBS had to be taken into account. Furthermore, the way of 
packing the samples and when and how to ship the samples to the biobank (and later on 
from the biobank to the analysing laboratories) had to be defined. With regard to the storage 

                                                      
33  Weiss et al. 2018. 
34  Ibid. 
35 Because no suitable kit was purchasable at the time of implementation, the single items have been ordered 

and packed into kits by SHARE staff centrally. (Weiss et al. 2018) 
36  Ibid. 
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of the samples at the biobank, also many details had to be specified such as how to register 
the DBS samples and in which kind of freezers and at which temperature the samples had to 
be frozen. In this connection, particular importance was placed on the security of the 
samples. Therefore, different measures were put in place to protect the samples from 
destruction such as the division of samples into fractions and the storage of these fractions 
in separate freezers. Finally, with regard to the analyses of the samples the analysis 
methods for the different biomarkers as well as the concrete implementation of the 
respective analysis were defined and agreed on with the respective laboratory on a 
contractual basis.37 

With regard to the communication of the specifications for the handling of the samples, in 
SHARE special attention was paid to the development of an appropriate training program for 
the interviewers since the interviewers are in charge for the collection of the DBS samples in 
the field and the subsequent packing and shipment of the samples to the biobank. In order 
to ensure harmonisation of the interviewer training, a top-down strategy was applied 
regarding the delivery of instructions for the interviews as well as the design of the training 
sessions. The DBS questionnaire module, training and field documents including interviewer 
instructions as well as manuals were prepared centrally as generic versions and translated 
in the national languages of the countries at a later stage. The training was designed as a 
two-stage procedure: in a first step the interviewer trainers were trained centrally and in a 
second step the actual interviewer training was conducted by them in the same manner. As 
part of the interviewer training the following topics were addressed: introduction to the 
theoretical background, demonstration of materials, simulation of an interview and a 
supervised hands-on training followed by a question and answer session. The interviewers 
were provided with a DBS manual including all the training contents as well as DBS short 
instructions and were guided through the DBS part of the SHARE interview by interviewer 
instructions programmed in the CAPI instrument and an additional instruction leaflet. 

Besides these strategies regarding the handling of samples and the related communication, 
a strategy with regard to documentation and monitoring procedures and how to implement 
these procedures in a transnational setting is needed. In this respect, constant and 
systematic observation and checking of the collected samples and the appertaining data is 
necessary. In this regard, continuous communication during the fieldwork between the 
parties involved in the biological sample collection is of importance. This in particular is the 
case if different types of information are stored in different locations.  

In SHARE, e.g., the consent forms are stored at the survey agencies, the data collected in 
the CAPI instrument are stored and cleaned at SHARE Central and the DBS samples are 
stored at the SHARE Biobank (cf. Figure 1; Chapter 3.1). A central documentation and 
monitoring of these different "databases" is indispensable in order to be able to monitor the 
entire process in an appropriate manner and to be able to intervene and take measures to 
improve the process if necessary. In this respect, SHARE implemented a monitoring 
procedure that amongst other things relies on bi-weekly monitoring reports, which are 
provided to the survey agencies. These reports include information on country-specific DBS 
collection consent rates. At the same time, at the biobank sample quality was monitored by 
means of a bi-weekly report of all incoming DBS samples containing barcodes, dates, and 
quality measures of the packaging and the sample. In parallel, consent rates and sample 
                                                      
37  For details on the specifications regarding the handling of the DBS samples in SHARE during collection, 

shipment, storage and analyses, see Weiss et al. 2018. 
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quality were monitored for each interviewer by SHARE Central in order to be able to 
intervene if problems were detected. Besides, also on a bi-weekly basis, a list of incoming 
DBS consent forms including information about barcodes and the completion of the forms 
was provided to SHARE Central by the survey agencies.38 

Additionally at the biobank, upon arrival of the samples, for each sample various details have 
been recorded in a shipment protocol in order to evaluate shipment time, correctness of 
packing and the related protection from humidity, sample usability and temperature 
exposure. These factors were monitored during fieldwork for each country and for each 
interviewer and centrally documented by SHARE Central. As regards the storage of the 
samples in the biobank, the exact handling of the samples has been documented in 
accordance with an agreed service specification document and the location of each sample 
in the freezers, which are connected to a security and alarm system, has been recorded. 
During analyses, SHARE Central also monitors the samples, their exact position in the 
analysis process and the analysis results. At this, the shipment protocol is complemented 
with the analyses results and information about the quantity of used sample material.  

                                                      
38  Cf. Weiss et al. 2018. 
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4 Summary and Conclusions 

This chapter briefly summarises the main strategies that have been identified in the previous 
chapters based on the recapitulation and evaluation of the experiences that have been 
made in various countries when including DBS samples in SHARE. 

When collecting biological samples in transnational population-based social surveys policy-
rules on different levels have to be acknowledged:  

"Firstly the collection has to be conducted in accordance with legal provisions, 
secondly ethics requirements as requested by research ethics committees have 
to be met and thirdly the administrative formalities have to be complied with. If a 
collection of biomarkers/DBS is to be implemented across several [countries] – 
as it is the case for SHARE – the complexity of such an endeavour multiplies very 
quickly, since the relevant policy-rules vary a lot between countries, and 
sometimes even across regions and institutions. This constitutes a major 
challenge for researchers who try to implement such a collection in the context of 
a population-based survey."39 

Accordingly, a strategy to ensure compliance with legal, ethical and related administrative 
requirements in a transnational setting has to be developed. Such a strategy has to take into 
account many different aspects in order to reach the aim of successfully including biological 
samples in a population-based social survey database and should comprise the following 
steps: 

• Identify and observe the relevant provisions set out in the applicable data 
protection laws and medicine laws of the participating countries in order to be 
able to comply with them. 

• Identify the competent ethics committee/s for the review of the research project 
in all participating countries and (if applicable) other authorities that need to be 
consulted.40 

• Reflect on possible ethics issues and identify ethics standards in relation to the 
envisaged project. Take into account the perspectives of all involved parties as 
well as possible cultural differences in relation to the perception of ethics 
issues. 

• Observe and identify the administrative and content requirements of the ethics 
committees that will review the project and meticulously prepare for the 
application in order to minimise deviations with regard to the implementation of 
the project across countries resulting from ethics committees' requests for 
different changes across countries.  

• Apply for ethics approval and consult national authorities (if required; e.g., data 
protection authorities) in due time and prepare all materials and fieldwork 

                                                      
39  Schmidutz 2016, p. 68. 
40  Please note: "In some countries there is a clear legal obligation to obtain ethics approval from research ethics 

committees. In these cases the scope of the work of the committees, which generally operate at the interface 
between the legal system and ethical frameworks, is governed by law. Other committees' work takes place 
within the wider framework of research governance only." Schmidutz 2016, p. 68. 
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documents necessary in advance. Harmonise this process as much as possible 
across countries. 

• Ensure compliance with data protection provisions and ethics (committees') 
requirements with regard to the consent procedures and the documents that will 
be used in the field as well as with regard to each single step of subsequent 
data processing (including the processing of the biological samples). 

• Train and instruct the interviewers in an appropriate manner to enable them to 
obtain and document informed consent in a legally compliant manner. 

• Harmonise the process of obtaining consent and the content of the consent as 
much as possible across countries since this will be the legal basis for all 
subsequent data processing and therefore also determines the purposes for 
which the data may be used. 

• Implement adequate technical and organisational security measures to ensure 
an appropriate level of data protection in relation to the risk for the rights and 
freedoms of the participants. This includes thinking trough all steps of 
processing in advance and documenting them in an appropriate manner. 

Furthermore, the inclusion of biological samples in transnational population-based social 
surveys necessitates the establishment of a biobank and the development of appropriate 
biobank policy rules. In this connection, a strategic approach should be followed that implies 
the following steps: 

• Find an adequate storage facility or a competent partner institution to establish 
the biobank. Place particular importance on separation of the biological 
samples of the survey from other biological martial stored and handled at the 
partners premises. 

• Investigate the possibility of sending the biological samples across borders from 
the participating countries to the biobank (and the possibility of sending consent 
forms across borders, if this is necessary in relation to the envisaged project).  

• Set up an appropriate procedure for the processing and storage of the 
biological samples and related consent forms. 

• Develop biobank policy rules and (if applicable) agree on them with the partner 
institution in binding form. Biobank regulations should include 

o regulations with regard to data protection requirements such as an 
obligation to comply with the relevant national legislation and the 
implementation of adequate technical and organisational security 
measures and 

o regulations with regard to ethical standards that apply with regard to the 
collection, processing and storage of the samples. 

• If a partner institution that hosts the biobank is involved, agree on the storage 
conditions and conclude a contract that covers the following aspects: 

o a definition of the purpose and duration of the storage, 
o regulations regarding the specific processing and handling procedures, 
o confidentiality measures and responsibilities of the staff/partners,  
o property rights, liability issues and costs. 
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• If the biological samples are not analysed directly at the biobank, additionally, 
consider the need to conclude further contracts with laboratories for the 
envisaged analyses of the samples and draft the contracts in accordance with 
the concrete circumstances. 

Finally, in order to ensure a good quality of the collected samples and of the analyses data 
derived from these samples further project-specific strategies on technical and 
organisational levels have to be developed. In the context of the collection of biological 
samples as part of a transnational population-based social survey the following aspects 
need to be taken into account and specified in accordance with the aims and general 
framework conditions of the survey: 

• Methodology and strategic organisation of storage and analyses 

• Equipment and logistics in a cross-national context 

• Handling of samples during collection, shipment, storage and analyses 

• Communication of specifications and interviewer training 

• Monitoring and documentation procedures in a transnational setting 

In general, it can be said that a well-structured and meticulous preparation is necessary with 
regard to all aspects and steps of the inclusion of biological samples in population-based 
social surveys in a cross-national setting. Furthermore, time is a real issue: i.e., all 
preparation should be started a long time before the planned collection of the biological 
samples. With regard to both issues, implementing one or several rounds of testing is 
strongly recommended in order to be able to adapt or expand existing strategies in 
accordance with the concrete circumstances of the project if necessary. 
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6 Appendices 

6.1 Acronyms and Abbreviations 

BS_module – Dried blood spots collection module in the SHARE questionnaire 

CAPI – Computer-assisted personal interviewing 

DASISH – Data Service Infrastructure for the Social Sciences and Humanities 

DBS – Dried blood spots 

DTR-B – Danish Twin Registry's Biobank 

EC – European Commission 

EU – European Union 

GDPR – General Data Protection Regulation 

HRS – Health and Retirement Study (United States of America) 

MEA – Munich Center for the Economics of Aging 

MPG – Max Planck Institute for Social Law and Social Policy, Max Planck Society for the 
Advancement of Science 

REC/s – Research Ethics Committee/s 

SDU – University of Southern Denmark 

SERISS – Synergies for Europe's Research Infrastructures in the Social Sciences 

SHARE – The Survey of Health, Ageing and Retirement in Europe 

SHARE Central – Central coordination team of SHARE 

SSH – Social Sciences and Humanities 

WP(#) – Work Package(number) of the SERISS project 
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6.2 Participating Countries in the DBS Collection in SHARE Waves 4-6 

SHARE-country 

DBS collection in SHARE  

Wave 4      
pilot project 

Wave 5 
pretest pilot 

Wave 6 
pretest 

Wave 6 main 
data 

collection 

Austria (AT) - - -1 -1 

Belgium French (BE-FR) - X X X 

Belgium Dutch (BE-NL) - X X X 

Croatia (HR)  - - X -2 

Czech Republic (CZ) - - -1 -1 

Denmark (DK) - X X X 

Estonia (EE) - - X X 

France (FR) - - X X 

Germany (DE) X X X X 

Greece (GR) - - X X 

Hungary (HU) - - -2 -2 

Israel (IL) - - X X 

Italy (IT) - X X X 

Luxembourg (LU) - - -1 -1 

Poland (PL) - - X3 -1 

Portugal (PT) - X X -2 

 Slovenia (SI) - - X X 

Spain (ES) - - X X 

Spain Girona (ES-G) - - X -2 

Sweden (SE) - - X X 

Switzerland (CH) - X X X 

The Netherlands (NL) - - X -2 
1  In a few countries legal and occupational restrictions exist, which eventually prevent a realisation of 

a biomarker collection in the context of a population-based survey that relies on trained interviewers 
and not on medical personnel. Due to such restrictions, in Austria, the Czech Republic and Poland – 
and Luxembourg, where legal issues regarding this matter could not be entirely clarified – the DBS 
collection could not be implemented in the context of the regular SHARE wave 6 data collection. 

2 Non-participation of these countries (resp. SHARE country teams) in the DBS collection of the main 
data collection of SHARE wave 6 is not due to legal or ethical restrictions or requirements but other 
external restrictions of the survey (e.g., in Hungary: overall non-participation in wave 6 of the 
SHARE data collection). 

3 As an exception a small validation experiment was carried out in Poland, in which both venous blood 
and DBS were collected by nurses.  
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6.3 Transnational Inquiry for the Inclusion of DBS in SHARE 

As part of the preparation for the full-scale implementation of the DBS collection in SHARE a 
transnational systematic inquiry regarding national legal requirements and ethics committee 
approval procedures with regard to the collection of biomarkers derived from DBS has been 
carried out by. This preparatory work has been part of Work Package 6 of the DASISH 
project. The information was collected by making use of the SHARE research network. The 
following set of questions was sent to and answered by the persons responsible for the 
application for ethics committee approval in the SHARE countries (i.e., the SHARE country 
teams): 

A. Ethics committee approval procedure 

I. Responsibility and contact 

• How does the ethics committee system of your country work in terms of 
scopes? Is it organised on an institutional or on a regional or local level? 

• Which ethics committee or IRB (Institutional Review Board) is responsible for 
the approval procedure for the DBS collection in your country?  

• Is a single ethics committee responsible for the approval of the DBS collection 
for the whole country or are there several ethics committees that have to be 
consulted? 

• Who is/are the contact person/s of the ethics committee/s within your country?  

II. Steps 

• Which steps have to be taken in order to 'get the DBS through' the ethics 
committee? 

• How will our (resp. your) request/application be processed by the ethics 
committee/s internally (from the submission of the request via the review by 
the committee/s to the delivery of an approval certificate)? 

III. Documents and materials 

• What materials and documents are needed by the ethics committee/s in order 
to be able to review the DBS collection? 

• At what stage (of A.II.) must the DBS materials/documents be handed in?  

• Are there any other requirements to be met? Is further information requested 
(e.g., about the SHARE survey as a whole)? 

IV. Duration 

• How often (and when) does/do the responsible ethics committee/s meet? 

• Are there any specific dates that have to be taken into account? 

• Approximately, how long does an approval procedure take? 

• If we are asked by your ethics committee/s to implement changes, will the 
procedure take considerably more time in this case? 
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V. Costs 

• Are there any fees or other foreseeable costs connected to the approval 
procedure of your ethics committee/s? 

• Approximately, how much costs can be expected to 'get the DBS through' the 
approval procedure necessary in your country? 

VI. Other important issues 

• Are there any other important issues that should be considered when applying 
for an ethics committee approval within your country? 

B. Legal framework 

I. Collection of the DBS 

• Are there any important legal constraints that have to be taken into account 
when collection DBS (DBS specific or regarding biological material in general) 
in your country? E.g.: 
o Are (trained) laypersons allowed to prick the fingers of the 

participants in order to collect the DBS? 

II. Type of consent 

• Depending on contemporary national legislation, (informed) consent 
sometimes has to be given in a written form, sometimes verbal consent is 
sufficient. What type of consent has to be given in your country?  

• Are there any special requirements regarding the 'amount' of information 
which has to be given to the participants prior to their consent and the way in 
which they have to be informed? 

III. Data privacy and consent forms 
• May the DBS samples be sent to another country for analyses (i.e., to 

Denmark in our case)? 
• May consent forms (containing personal information) be sent to another 

country in general? In other words, would we be allowed to send the consent 
forms to the laboratory? 

• May both, the DBS consent form and the blood sample be stored (separately) 
at the laboratory at the same time in general? 

IV. Liabilities 

• Is it necessary to take out a specific "study participant insurance" for all 
persons participating in the DBS collection or will the "public liability insurance" 
of your institution cover harm (which is unlikely to occur, by the way) that 
might result from the DBS collection? 

V. Other requirements/restrictions 

• Are there any other important legal requirements or restrictions that should be 
taken into account when planning to collect DBS in your country? 
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C. Ethics committee/s – probable requirements/restrictions 

I. Collection of the DBS 

• Do we have to expect any specific or general reservations about the intended 
collection of DBS of (one of) "your" ethics committee/s? E.g.: 
o Might the ethics committee/s demand – extending beyond "your" 

country-specific legal constraints – that only medical staff will prick 
the fingers of the participants in order to collect the DBS? 

o Might the ethics committee/s demand that you take out a "study 
participant insurance" (see B.III.)? 

II. Transmission of DBS analyses results 

• Is it rather likely that the ethics committee/s of your country will commit us to 
inform the participants or their general practitioners about the blood results in 
case a value lies outside the normal range – or is it maybe even more likely 
that they advise us not to do so?  

III. Other foreseeable requirements/restrictions 

• Are there any other requirements or restrictions (which go beyond legal 
constraints) that can be expected to be considered to be important by "your" 
ethics committee/s that might make adaptions of our DBS procedures and/or 
materials necessary? 
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