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In 2020, the Centre for Population Screening of the National Institute of Public Health and the
Environment (RIVM-CvB) was commissioned by the Dutch Ministry of Health, Welfare, and
Sport to set up and conduct cancer screening in the Caribbean Netherlands. The screening
program for breast cancer was introduced on 26 May 2021. While conducting this program,
RIVM-CVB applied knowledge and expertise of the existing program in the European
Netherlands (EU-NL), carefully adapting routines when local circumstances and cultural
differences demanded alternative procedures. The screening performance of the program is
evaluated regularly and annual so-called monitors are publicly available
(https://www.rivm.nl/en/documenten/monitor-breast-cancer-population-screening-bonaire-
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various domains of participant satisfaction. With the results of the survey, we are able to
better adapt the practice of the program to the needs of the participants.
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Client satisfaction survey breast cancer screening Bonaire,
Saba, Sint Eustatius

1. General features

1.1. Acronym/short study title

(Add acronym) Client satisfaction survey breast cancer screening Bonaire, Saba, Sint Eustatius 

1.2 Division of Principal Investigator

Julius Centrum (Julius Center)

1.3 Department

Global Public Health and Bio-Ethics

1.4 Path of the Research Folder

\\ds\data\JC\Datamanagement\Research\

1.5 WMO/DEC

non-WMO

1.6 Research type(s)

Use of questionnaires

The research plan has been uploaded on the Vidatum website. 

1.7 Research design(s)

Observational
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1.8 Mono or multicenter study (one choice)

Monocenter

1.10 Which organization is the sponsor of the study?

The National Institute of Public Health and the Environment (R.I.V.M.) and Julius Centre

1.11 Name of datamanager consulted

Mathieu Zeronian

1.12 Last check date by datamanager

Question not answered.

1.13 Indicate which laws and regulations are applicable for the project (please check all
that apply)

Gedragscode Gezondheidsonderzoek (Dutch)
Nederlandse gedragscode wetenschappelijke integriteit
Richtlijn Kwaliteitsborging Mensgebonden Onderzoek (Quality Assurance for Research Involving
Human Subjects)
Algemene Verordening Gegevensbescherming (AVG) or General Data Protection Regulation
(GDPR)

2. Data Collection

2.1 Give a short description of the research data.

 

Subjects Volume Data
Source

Data Capture
Tool File Type Format Personal data

involved?
Human 60-200 questionnaire Castor quantitative .csv Yes
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2.2 Describe the flow of the data (name systems used and/or third parties, recipients)
<add link to location where diagram is stored in RFS>

Subject will use a Castor digital questionnaire. Data will be stored in an online Excelfile. After the
collection phase of the study, the .........file will be transferred to
\\ds\data\JC\Datamanagement\Research\ and the data in the online ... Castor . csv discarded.
(adapt after Casstor questionnaire is set up)
 
Data in the Excelfile on \\ds\data\JC\Datamanagement\Research\ will be analysed and summarized
data published in a report to be shared with RIVM. Summarized results will possibly be reported in a
scientific paper to be submitted to a peer-reviewed scientific journal. Raw data will remain on
\\ds\data\JC\Datamanagement\Research\ for ten years after which the data will be discarded. 
Please note that only pseudonyminized data is recorded and stored. 

2.3 Estimated storage space for your project

< 250 GB (e.g. questionnaires, textfiles, datasets)

2.4 Can you reuse existing data? If so, list the data source(s)

No, please specify below

This data is not available yet.

2.5 Describe how you will take care of good data quality.
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# Question Yes  No N/A

1. Do you use a GCP-compliant Data Capture Tool or Electronic Lab
Notebook?   X

2. Have you built in skips and validation checks? X   
3. Do you perform repeated measurements?   X
4. Are your devices calibrated?   X
5. Are your data (partially) checked by others (4 eyes principle)?   X
6. Are your data fully up to date?   X
7. Do you lock your raw data (frozen dataset)  X  
8. Do you keep a logging (audit trail) of all changes?   X
9. Do you have a policy for handling missing data?  X  
10. Do you have a policy for handling outliers?  X  

2.6 Specify data management costs and how you plan to cover these costs.

# Type of costs Division
("overhead") Department  Funder  

          
 Other 
 (specify)  

1. Time of data manager X    
2. Design of questionnaire    Personnel RIVM

3. Questionnaire license
fee    license UMCU

4. Collection    Personnel RIVM
5. Storage X    
6 Archiving X    
      

2.7 Please give some more details on other centers and organizations involved. What are
the roles of the other centers and organizations involved? (What research activity does
this organization carry out in relation to the study and the data?) 

Organization Role/research activity

R.I.V.M
Questionnaire design in collaboration with MSc student of R.I.V.M. and R.I.V.M colleagues
at Bonaire-Netherlands. Colleagues at Bonaire also assist with sending the digital
questionnaire to putative participants

  
  
  
  
  
  

2.8 Which contracts are in place?
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Organization Contract Type with
UMCU JOIN number

RIVM
Secondment
agreement for PI
Peter (P.C.J.I.)
Schielen

 

   
   
   
   
   
   

2.9 State how ownership of the data and intellectual property rights (IPR) to the data will
be managed

UMC Utrecht Julius Centre has ownership of the collected data. After the study, data remains at UMCU.
The data will be used to write a summary report. If used in a scientific report, authorship is shared
between RIVM and UMCU-JC (but RIVM will only see aggregated data).

2.10 Use of new technology. Does your study involve the implementation of a technology
that has not been used before at UMC Utrecht?

No

2.12 Will the study need/use personal data (directly or indirectly identifying)? For
example, from the Electronic Patient Files (EPD; HiX), DNA, body material, images or any
other form of personal data?"

Yes. You have indicated that you are using personal data in your project. The following chapter is
the Data Protection Impact Assessment (DPIA) for research data. It is derived from the full DPIA,
in accordance with the privacy office of UMC Utrecht. Answering questions in this chapter helps to
determine the risk of processing the personal data and what measures to take to minimize these
risks.

The dataset is pseudonymized and only age and gender identity of partipants are recorded with the
answers to the questionnaires. 

3. Data Protection Impact Assessment (DPIA)
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3.1 Describe the recipients outside the UMC Utrecht to whom the personal data are
provided, what their role is (controller or processor) and where they are located. 

All systems and service providers involved are mentioned in question 2.1 and 2.2. All of them are
already contracted by UMC Utrecht. I do not share personal data with other organisations.

Castor is used.

3.4 What type of sensitive personal data will be used?

None

3.5 What type of directly or indirectly identifying personal data will be used? Indicate why
you need this data. Is this truly necessary?

Research parameters (to ask research question), age (add...), gender (add...), email (to send the
questionnaire)

3.6 Select any vulnerable groups from which you will collect data.

None

3.7 Which legally prescribed personal number will be used? Note: it is NOT allowed to use
BSN (or its international counterpart) for scientific research purposes.

None

None

3.8 Can the purpose of the study be achieved with anonymous or pseudonymized data?

Yes, I collect pseudonymized data from subjects in a questionnaire, I do not need to know the
identity of the subject

3.9 Which measures are taken to prevent the data from being traceable to the natural
person? Also consider the measures taken to prevent data breaches.

Role specific access to identifying data
Clear retention period(s)
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Parties have ISO27001 and/or NEN7510 certification(s)*
2FA/MFA before access to (health) data
Minimalization of collected data points
Pseudonymization of data

3.10 Does the reuse of the data fit within the purpose for which they were originally
collected?

Not applicable, we will not reuse data

3.11 Are data subjects contacted and included only after informed consent?

Yes, we ask study-specific or other type of Informed consent (e.g. broad consent, deferred
consent).

3.16 What type of consent for using personal data is obtained?

Study-specific or other type of Informed consent (e.g. broad consent, deferred consent, explain).

3.17 Is there a dispute settlement or a party where the subject can go to with questions or
complaints about the processing of personal data?

Subjects are provided contact information whom and how to contact the study team via the PIF.
Also, subjects are informed about their possibility to contact the data protection officer (DPO) or
supervisory authority (Autoriteit Persoonsgegevens).

3.18 Describe how you manage your data to comply to the rights of study participants.

We inform the subjects about their rights of access, rectification and deletion of their data. In the
information provision we describe the contact information in case a subject wants to exercise
their rights,
A subject can object to processing of their personal data or withdraw consent

3.19 Does the data collected concern data from which behavior, presence or performance
(profiling) can be measured when this is not the purpose of the research?
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No

3.20 Are automated (i.e. without any human intervention) decisions made about the
subjects based on the data?

No

3.21 Describe the tools, procedures and transport methods that you use to ensure that
only authorized people have access to personal data

To send surveys, email address will be used in the EDC, but this is encrypted for the users in such
a way that users can send emails to subjects without seeing the actual email address. No directly
identifying personal data other than email address will be used in the EDC.
We make use of a certified Electronic Data Capture (EDC) tool (Castor), with user roles defined in
such a way that user accounts only have access to patients from own center with the necessary
role to add, view, edit and export data, except for the sponsor of the study
We use the secured Research Folder Structure that ensures that only authorized personnel has
access to personal data, including the key table that links personal data to the pseudoID

3.22 Describe your backup strategy or the automated backup strategy of your storage
locations.

All (research) data is stored in the RFS on UMC Utrecht networked drives from which backups are
made automatically twice a day by the division IT (dIT).

3.23 Describe who will have access to which data during your study.

Fill in later..(only the ocal staff has access to email and emaill will not be stored..).

3.24 Indicate the ISO who was consulted for this DPIA and what advice follows from this?

Positive (describe further recommendations in text, if applicable)

Matthieu Zeronian

5. Metadata and Documentation
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5.1 Describe the metadata that you will collect and which standards you use.

The metadata are archived in a research protocol to obtain a non-WMO declaration (template research
protocol nWMO, version 3.2, February 2025), which is uploaded in Vidatum. Aim of study, design of
questionnaire, collection period, location of the study, intended number of participants and key
parameters to report are recorded in that research protocol.
For the data collected in Castor, a codebook of my research database is available in Castor
 

5.2 Describe your version control and file naming standards.

Only one file will be used. We will use version control of Windows/Microsoft as provided by UMCU.

6. Data Analysis

6 Describe how you will make the data analysis procedure insightful for peers.

Other
I have written an analysis plan in which I state why I will use which data and which statistical
analysis we plan to do in which software. The analysis plan is stored in the project folder, so it is
findable for my peers.
It is anticipated that we are going to write a paper and publish it, which will make the research
accessible to peers.
I will make an overview of datasets and analysis scripts, such that it is fully clear how the
statistical analysis is performed. Peers will be able to repeat the analysis based on my overview.

We will use simple statistics to get one-dimensional answers to our research questions. Statistics will
be mostly descriptive, higer order statistics is not anticipated. 
 

7. Data Preservation and Archiving

7.1 Describe which data and documents are needed to reproduce your findings.

The research protocol as archived in Vidatum and the MSforms questionnaire, archived as an annex of
the Vidatum-archived protocol, and the datafile with raw data stored at
\\ds\data\JC\Datamanagement\Research\

7.2 Describe which archive or repository (include the link!) you will use for long-term
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archiving of your data and whether the repository is certified.

After finishing the project, the data package will be stored at the UMC Utrecht Research Folder
Structure and is under the responsibility of the Principal Investigator of the research group. The
(meta)data will be published in DataverseNL, the preferred UMCU repository.
We will use Archivematica to archive our research data, we will follow the UMC Utrecht guidelines
for archiving data.

7.3 Give the Persistent Identifier (PID) that you will use as a permanent link to your
published dataset.

I cannot publish the dataset in an external repository. Therefore, I do not have a PID.

8. Data Sharing Statement

8.1 Describe what reuse of your research data you intend or foresee, and what audience
will be interested in your data.

I intend no reuse of this dataset, nor do I foresee such reuse.

8.2 Are there any reasons to make part of the data NOT publicly available or to restrict
access to the data once made publicly available?

No, all data generated in this project will be made publicly available without any restrictions

1. As the data is privacy-sensitive, we publish the descriptive metadata in the data repository with a
description of how a data request can be made (by sending an email to the corresponding author).
In the event that peers like to reuse our data this can only be granted if the research question is
in line with the original informed consent signed by the study participants. Every application
therefore will be screened upon this requirement. If granted, a data usage agreement is signed by
the receiving party.

8.3 Describe which metadata will be available with the data and what methods or software
tools are needed to reuse the data.

1. All data and documents in the data package mentioned in 7.1 will be available upon request to
the PI. The final report can be made available upon request. The study protocol and this Data
Management Plan will also be available.
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8.4 Describe when and for how long the (meta)data will be available for reuse

(Meta)data will be available upon completion of the project

8.5 Describe where you will make your data findable and available to others.

The final report will contain a statement indicating that data, metadata and study protocol are
available upon request. 
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