Application form 
Ethical Assessment by the Research Ethics Committee of the Faculty of Science (REC)

In order to review your request, the REC requires certain information, which is different depending on the nature of your review request.

Provide/insert the relevant annexes. Please email the completed application form with additional documents to the secretary of the REC at secretarisrec@science.ru.nl. 
 
1. General information

Name of applicant:
Title of research project: 
Version:
(NB: If the application concerns an amendment to a project approved earlier, please indicate this as version 2, 3, etc. For a new project: version 1)

2. Additional information (in case of funded research)

Main grant applicant(s):
Role of RU researcher(s) (e.g. coordinator, participant, consortium partner):
Funding organisation + funding programme:
Funder’s web page:
Deadline application project funder:
Intended start date project:

3. Research that falls under the Medical Research Involving Subjects Act (WMO)
If your research falls under the Medical Research Involving Subjects Act (WMO), you cannot submit your research to this REC and your research needs to be approved by an accredited medical research ethics committee (MREC). Examples of research that is not subject to review by this REC are: interventional research with patients, research involving human Embryonic Stem Cells (hESCs), research involving human embryos, and research involving human foetal tissues/cells. Also, if your research involves patients or unhealthy subjects, it will probably fall under the WMO. To determine whether your research falls under the WMO, consider: http://www.ccmo.nl/ (Dutch) or https://english.ccmo.nl/ (English). In case of doubt, contact an MREC to make sure that the research does not fall under the WMO, before applying at the REC.

4. Research that involves animal testing
If your research involves animal testing, you cannot submit your research to this REC. In that case, your research has to be approved by the Radboud University Animal Ethics Committee (RUDEC), For more information, see the website of the RUMC.

5. Annexes to the review request 
Please ensure that, if relevant, the following annexes are filled in/documents are submitted along with your application. 

Annex: data management plan
An important part of your application is the data management plan. A data management plan can be created via the DMP tool at https://www.ru.nl/research-information-services/. In this tool the various formats required by funders are included. Furthermore, there is a ‘request feedback’-button. Prior to submitting an application to this REC, feedback should be requested and the received feedback should be processed in the final version. 
The final version of the data management plan can be exported from this tool and should be attached to your application. 

Annex: description of the informed consent procedure
If the research involves research participants, then an informed consent procedure is required. For information on what type of informed consent is needed and for examples and formats, consider https://www.ru.nl/en/staff/researchers/research-data/personal-data-in-research/informed-consent. Be sure to use the templates of your institute, if available. 
The REC recommends using a written informed consent procedure for evidential reasons. In this case, please add the informed consent form and the information brochure to the application. Otherwise, provide details of your informed consent in the follow table. 
  
	…



Annex: summary of the research proposal
Provide a summary of the project, including its principal aims and objectives. This should be a clear description of the research activities, the parties involved, the where, the when and the why in non-technical terms.

	…



Annex: research proposal
Please add the original research proposal to the application. 

Annex: methodology
Provide a summary of what methods are used in your research, a motivation of why these methods are the correct ones and, if possible, a power/sample size calculation. 

	…



Annex: research with participants
If your research involves participants, provide details on the procedures and criteria that will be used to identify/recruit research participants. 
Should the participants be vulnerable individuals or groups, provide details on the type of vulnerability in relation to identification and/or recruitment procedures and informed consent procedures.
Should the participants be children/minors, provide details on the justification to involve children/minors, on how their welfare will be ensured, and on what procedures will be followed in order to obtain the approval of their guardian/legal representative and the agreement of the children/minors in question.
Should the participants be patients, provide information on the disease/condition/disability they have, provide details of the recruitment, inclusion and exclusion criteria, informed consent procedures, and your policy on incidental findings?

	…



Annex: research human cells. 
If the research material involves human cells, indicate the type of cells and provide detailed information about how and where these cells are acquired. Possibly relevant information includes: 
· details of the provider, 
· the amount of cells (to be collected), 
· if applicable, the procedure for collection, 
· duration of storage, 
· what will be done with the material at the end of the research, and 
· confirmation that informed consent has been obtained. 

	…



Annex: potential misuse of research results
If it is reasonably foreseeable that your research has a potential for misuse of research results, provide details of the measures you plan to prevent this misuse. 
Risk mitigation measures may include a human rights impact assessment, involving security ethics/human rights experts in your research, training personnel and/or technological safeguards, and caution when publishing or otherwise disseminating results or adapting the research design (e.g. using dummy data).

	…



Annex: research in non-EU countries
In the case that non-EU countries are involved, provide details on dealing with the potential ethical concerns that research related activities in these countries raise, if any, including a risk-benefit analysis.
In case low or lower-middle income countries are involved, provide details on the planned benefit-sharing actions (such as capacity and knowledge building), to show that the research has added values for these countries as well.
In case the situation in the country could put at risk individuals taking part in the research, provide details on safety measures taken, including training for staff and insurance cover.

	…



Annex: personal data and non-EU countries
In the of case that research partners are located in non-EU countries, explain whether and how personal data is going to be used. What security measures are taken? How is compliance with de GDPR secured? How is the personal data going to be used? Who has access? 

	…



Annex: environment including endangered fauna, flora and protected areas
If your research is potentially harmful for the environment, provide a risk-benefit analysis and show how you apply the precautionary principle (if applicable). Furthermore, give details on what safety measures will you take? 

	…



Annex: health and safety
In case the research involves elements that can cause harm to the researchers or employees, provide details on the health and safety measures.

	…



Annex: ethics issues table (in the case of a European Commission (EC) proposal)
In case of a EC proposal, include the ethics issues table in the application. 

Annex: ethics self-assessment (in the case of a European Commission proposal)
In case of a EC proposal, include the ethics self-assessment form. 
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