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English translation for guiding purpose
Initial application

1. General information

1.1 Title of the research project.

Provide a descriptive title in Swedish. The title must be comprehensible to a

layperson.
Max 2000 characters.

1.2 Entity responsible for the research
(forskningshuvudman).

The government agency or physical or legal person in whose organization the research is being
carried out. A physical person can only be the entity responsible for the research in exceptional
cases.

When you click the drop-down list, you can start typing the first letters of the entity's name to
quickly find it. If the entity is missing from the list, select Other and fill in the field below. Then
also enter the organization number if it is a Swedish organization.

--- choose an alternative --- v

Specify

1.3 Authorized representative of the entity responsible for the
research.

The authorized representative usually has operational responsibility within the department in
which the research is to be conducted. It is the entity who appoints authorized representatives
through internal delegation.

1.3.1 Authorized representative - title that
implies operational responsibility.



1.4 Does the project have more than one entity taking part in
the project?
The participating entity responsible for the research is taken to be the entity in whose area of

activity the research is going to be carried out, i.e. where the research participants are going to be
included and/or where data is going to be processed.

Yes
No

1.4.1 Other entities responsible for the research taking part in
the project:
The participating entity responsible for the research is taken to be the entity in whose area of

activity the research is going to be carried out, i.e. where the research participants are going to be
included and/or where data is going to be processed.

If the entity is missing from the list, select Other and fill in the field below. Enter the organization number
if it is a Swedish organization.

--- choose an alternative --- v

Specify

Additional entity to 1.4.1

--- choose an alternative --- v

Specifiy

Additional entity to 1.4.1

--- choose an alternative --- v

Specifiy

Additional entity to 1.4.1

--- choose an alternative --- v

Specify

Additional entity to 1.4.1

--- choose an alternative --- v

Specify



Additional entity to 1.4.1

--- choose an alternative --- v

Specify

Additional entity to 1.4.1

--- choose an alternative --- v

Specify

Additional entity to 1.4.1

--- choose an alternative --- v

Specify

Additional entity to 1.4.1

--- choose an alternative --- v

Specify

Additional entity to 1.4.1

--- choose an alternative --- v

Specify

Additional entity to 1.4.1

--- choose an alternative --- v

Specify

1.5 Institution for the research.

Enter the place within the research principal's business where the research will be carried out, for
example hospital and clinic, institution or department.
Max 2000 characters.



1.6 Principal investigator for the project (contact person).

1.6.1 Institution/residence where the principal
investigator is active at.

1.7 Does the principal investigator hold a doctorate?

The main rule is that the principal investigator should have defended their doctoral thesis in the
relevant subject area or have equivalent skills and competence. The principal investigator is
responsible for ensuring that other participating researchers carrying out the research have
adequate skills and competence (scientific and clinical). In the case of clinical trials of medicinal
products, the principal investigator must also have sufficient knowledge of “Good Clinical Practice”
(GCP).

Exceptionally, researchers who have not defended their doctoral thesis in the relevant subject
area may be approved provided another participating researcher who has done so has stated that
the research is to be undertaken under their active supervision. The statement must be in writing
and the CV of the person who has defended their doctoral thesis in the relevant subject area must
be attached.

Insofar as the applicant requests that the research should be carried out without a researcher who
has defended their doctoral thesis in the relevant subject area being involved, an assessment
must be made of all circumstances pertaining to the individual case. Skills and competence are to
be assessed in relation to the research in question and to the ethical issues that the research may
give rise to. It is to be expected that the person in question should be proficient in current
scientific methods and that they should have been shown to be suited to manage such
responsibility. The researcher in question should also have experience of taking a position on
ethical issues in conducting research (see prop. 2002/03:50 s. 100).

Yes
No

1.7.1 [If no to 1.7] Provide the name of a researcher
[who has defended their doctoral thesis in the relevant
subject area] who will actively supervise the research.

1.7.2 [If no to 1.7] Enter the researcher’s title.



1.8 Other researchers involved:

Help text for 1.8 Other researcher:

With this function, you select other collaborators for this application for ethical review. Enter
the person's email address and click Invite. When the invitee logs in and accepts their
participation, they will be listed as participating. You can also make options for invited
people:

Users can edit the application: If you check this box, the invitee can access to edit the
application once they have accepted the invitation.

Send copies of all e-mails related to the application to this user: If you check this box,
e-mails that go out to the principal investigator will also be sent as a copy to the invitee
when he has accepted the invitation.

e The user is the principal researcher: If you check this box, the invitee will be listed
as the principal investigator when the invitation has been accepted.

e The user is a collaborating researcher: If you check this box, the invitee, when
accepting the invitation, will be marked as a collaborating researcher in the project
to which the application for ethics review applies.

Questions for fee category

1.9 How many entities responsible for the research
will be involved in the project?

Entity responsible for the research: The government agency or physical or legal person in whose
organization the research is being carried out. A physical person can only be the entity responsible
for the research in exceptional cases.

If there is one: The application fee is SEK 5,000.

One
Several

1.9.1 [If there are several] Do all the research
participants have a direct connection to only one of
the entities responsible for the research?

Research participant: The living person who will be participating in the research.
Direct connection: Research participants are included in the research by only one of the entities
responsible for the research.

If yes: The application fee is SEK 5,000.
If no: The application fee is SEK 16,000.

Yes
No



1.10 Does the research relate to a clinical trial of a
medicinal product?

Clinical trial: Clinical research on people about the properties of a medicinal product.
If yes: The application fee is SEK 16,000 regardless of whether one or several research entities are
involved in the project.

Yes
No

1.10.1 [If yes to 1.10] State EudraCT number.

YYYY-NNNNNN-CC

1.11 Is only personal data to be included in the
project?

Research that only concerns the processing of personal data. Regardless of whether the research
project will be carried out by one or more research leaders, the fee is only SEK 5,000 if only
personal data is to be used.

Yes
No



2. Type of research - initial questions

2.1 Does the application concern research that involves egg
donation?

If the research involves egg donation, the Swedish Ethics Review Authority must send a copy of the
decision to the Swedish Research Council (Vetenskapsradet) and, upon approval, to the National Board
of Health and Welfare (Socialstyrelsen).

Yes
No

2.2 Does the application concern medicinal products for
gene therapy, or somatic cell therapy, or medicinal
products that contain genetically modifying organisms?

If the application concerns gene therapy, or somatic cell therapy, or medicines containing
genetically modified organisms, the processing time can be extended to 90 days.

Yes
No

2.3 Does the application concern research involving
xenogeneic cell therapy?

If the application concerns research with xenogenic cell therapy, there is no specified time limit in
the processing time.

Yes
No

2.4 Is ionized radiation included in the research project?

Ionizing radiation refers to particle radiation or electromagnetic radiation that contains sufficient
energy to ionize matter. If the research contains ionized radiation, an appendix with information
about the ionizing radiation must be filled out and the Swedish Ethical Review Authority must
establish a dose restriction.

Yes
No



2.5 Does the project involve new collection of
samples?

The question concerns new collection of biological material (samples) from humans, i.e. materials
collected specifically for this project.

Yes
No

2.6 Does the project plan to use biological samples from
humans from one or more existing sample collection?

The question concerns whether access to biological material or samples collected previously will
be requested for this project.

Yes
No

2.7 Does the research refer to the clinical investigation
of @ medical device/in vitro diagnostic medical device?

Clinical investigation of a medical device: Systematic investigation involving one or more human
subjects, undertaken to assess the safety or performance of a device.

Performance study: undertaken to establish or confirm the analytical or clinical performance of a
device

Yes
No

2.7.1 [If yes to 2.7] State why an ethics review
in accordance with the Ethical Review Act still
must take place.

(Since May 26 2021 and May 26 2022 the EU regulations on medical devices (MDR)/medical devices
for in vitro diagnostics (IVDR) are applicable. According to the MDR and the IVDR, sponsors must
notify and apply for testing of a medical device/performance study via the EU portal EUDAMED.
Before EUDAMED is fully functional, the documents must be sent to the Swedish Medical Products
Agency. Read more about the application and notification on the Swedish Medical Products Agency
website: (https://www.lakemedelsverket.se/en/medical-devices/manufacture/the-pathway-to-the-
ce-mark/is-it-a-medical-device)



It is only under certain specific conditions that a clinical investigation of a medical
device/performance study can be reviewed in accordance with the Ethical Review Act.

2.8 Make your own assessment and indicate which points
below the research is covered by §§ 3-4 of the Ethical
Review Act. Please note that the authority may make a
different assessment.

Research participant: The living person who will be participating in the research.

Personal data: All kinds of information that can be traced directly or indirectly to a physical person
who is alive.

Sensitive personal data: Sensitive personal data is information that reveals race or ethnic origin,
political views, religious or philosophical convictions, trade union membership, health, a person’s sex
life or sexual orientation, genetic information and biometric information that unequivocally identifies
a person.

Personal data concerning criminal offences: Personal data concerning criminal offences includes
crime, criminal convictions, pre-trial supervision measures or administrative detention.

3 § 1 The research will collect sensitive personal data.

3 § 2 The research will collect personal data relating to criminal offences.

4 § 1 The research involves a physical intervention on a research participant.

4 § 2 The research is to be carried out in accordance with a methodology that aims to have a physical or
psychological effect on the research participant, or there is a clear risk that the research could harm the
research participant.

4 § 3 The research concerns studies of biological material that has been taken from a living
person and may be traced back to that person.

4 § 4 The research involves a physical intervention on a dead person.

4 § 5 The research concerns studies of biological material that has been taken from a dead
person and may be traced back to that person.

The research does not fall under the scope of the Ethical Review Act.



2.8.1 [If 3 § 1] Make your own assessment and indicate the
type of sensitive personal data that will be processed in the
project. Please note that the authority may make a different
assessment.

Personal data: All kinds of information that can be directly or indirectly attributed to a natural
person who is alive.

Personal data that has been pseudonymised and that could be attributed to a natural person
through the use of supplementary data is data about an identifiable natural person.

Research subjects whose data are identifiable through a code list, for example, must be given
information that their data is pseudonymised. For data that cannot in any way be attributed to a
specific individual, conditions and conditions that make identification impossible must be described.
Words such as anonymised, de-identified, coded or similar must be avoided.

Sensitive personal data: Sensitive personal data is data that reveals ethnic origin, political opinions,
religious or philosophical beliefs, trade union membership, health, a person's sex life or sexual
orientation, genetic data and biometric data that uniquely identifies a person. As defined in the EU
Data Protection Regulation.

* The EU's Data Protection Regulation states that information that reveals someone's ethnic origin
or race is sensitive personal data. In Swedish laws, we no longer use the word race. The word is
used in the data protection regulation, but it says that it does not mean that the EU accepts
theories that there would be separate human races.

ethnic origin*

political views

religious or philosophical convictions

trade union membership

health

a person’s sex life or sexual orientation

genetic information

biometric information that unequivocally identifies a person

2.9 Is an advisory opinion required?

If the research that is the subject of the application is assessed to be of a kind that does not require
approval by the Ethical Review Agency, the agency may provide an advisory opinion. An advisory
opinion may, for example, state that the Swedish Ethical Review Agency does not consider there to be
any ethical obstacles to the research being carried out.

Yes
No



2.10 Is the project seeking priority with the justification that
the project has potential for benefit in terms of treatment
and prevention of COVID-19?

The authority has priority management, which means that priority is given to research that has
clear potential to benefit in the near term for the treatment and prevention of covid-19.

Right now, there is a big focus on research related to the covid-19 vaccine. Such research can
likely fulfill the priority criteria by having a clear potential to benefit in the near term for the
treatment and prevention of covid-19.

The applicant must always attach a separate cover letter requesting priority to their application,
this also applies to amendment applications. The cover letter must clearly state how the project
can lead to positive effects in the near term. This information is not available or if the project
does not meet the requirements for priority, the application will not be processed with priority.

The application fee must be paid before processing can begin. Only the day after payment can
the payment be registered with the authority. The applicant should therefore coordinate the
application and fee payment so that payment can take place as soon as the applicant receives a
fee notification with payment information.

Assessment on whether the application should be given priority or not is done by the authority in
the initial processing and the principal investigator is notified of the outcome of the assessment
via e-mail. An application that is given priority usually receives a written decision within two and
a half weeks from when the application is complete and the authority has registered the
payment. The decision can be final or a request for information. In case of request for
information, priority will also be given in the further processing of the case.

Yes
No

2.10.1 [If yes to 2.10] Provide justification for priority
regarding benefit for treatment and prevention of COVID-19.

Max 2000 characters.



3. Purpose and issues to be investigated

3.1 Write a summary of the research project
comprehensible to a layperson.

Provide a summary of the project. Remember that the text must be comprehensible to people who do
not have scientific knowledge and expertise. Terminology that requires specialist knowledge should
therefore be avoided.

Max 4500 characters.

3.2 What is the scientific purpose of the project?

Describe the overall purpose of the project. Explain what research problem the project is to address
and what limitations have been placed on it.
Max 2000 characters.

3.3 What are the scientific issues to be investigated?

Describe the overall purpose of the project. Explain what research problem the
project is to address and what limitations have been placed on it.
Max 2000 characters.



4. Method

4.1 Explain the methodology including procedures,
technique, or treatment.

It is necessary to show how the project is to be carried out. Describe the nature of the data to be
collected and state how the data’s authenticity is to be ensured.

If surveys and interviews are included, the procedure, the content of the questions and how
conclusions are drawn must be described. Attach surveys and rating scales.

For medical research the types of intervention, measuring methods, number of visits, time taken,
doses and mode of administration of any medicinal products must be stated.

If the project is a collaboration with foreign countries, which part of the research is to be carried
out in Sweden and which part is to be carried out outside Sweden must be clearly stated. The
Swedish Ethical Review Agency can only assess research that is to be carried out in Sweden.
Max 4500 characters.

4.2 Explain how the methodology differs from a clinical
routine procedure or standard treatment.

State what the research project does that deviates from or adds to standard procedures. In the
case of patient-related research, a description must be given of the measures prompted by the
research which deviate from clinical routine, care programs or similar standard procedures.
Max 2000 characters.

4.3 Explain earlier experiences (your own and/or those of
others) of the procedure, technique, or treatment to be
used.

Explain what experience and competence the researchers involved have of using the procedure,
technique or treatment that will be used in the project. Also explain what experience exists generally
or globally.

Max 2000 characters.



5. Timetable

5.1 Expected starting date of the project:

State, if possible, the expected starting date of the project. Note that the start date must be after the
date of the authority's final decision. The authority cannot review research that has already started.
Max 100 characters.

5.2 Expected end date of the project:

State, if possible, the expected end date of the project.
Max 100 characters.

5.3 Timetable for the different parts of the project:

Explain the timetable for the project and how the various parts relate to one another - if necessary,
an explanatory flow diagram can be attached.
Max 1000 characters.



6. Data collection

6.1 Explain how data will be collected and describe the nature
of the data.

Describe the data that is to be collected and how it is going to be collected.
Max 4500 characters.

6.2 Explain the statistical basis for the study
population/size of the research material.

Explain the calculations used and the issues considered in arriving at the number of participants
required so as to attain adequate statistical significance. The explanation of how a representative
sample was reached must describe the scope of the project in terms of addressing the issues to be
investigated.

Max 2000 characters.

6.3 How will the research procedures be documented?

Explain how the investigations and any interventions will be documented. State whether audio and
video recordings will be used.
Max 2000 characters.

6.4 How will the data that is collected be managed and
stored?

Explain how the data will be managed once it has been collected. If the data is going to be
pseudonymised (‘coded’), the coding procedure must be described. Where the lists of codes/code
keys will be stored must be stated as well as who will have access to them. How long the data will
be stored must be stated, and whether it will be de-identified (by destroying the code keys) or
destroyed completely. Research data must be archived and thinned according to the research
principal's rules for the preservation and thinning of documents in their research activities.

Max 2000 characters.



7. Ethical considerations

7.1 What risks might the research participants run
by taking part in the research project?

Risks can be of various types. For example, there can be short- or long-term physical or
psychological harm, pain, discomfort, or privacy breaches. State which risks might be present for
the participants in this research project.

Max 4500 characters.

7.2 What are the benefits of participating in the
project?

State what help research participants who are involved in this project can receive as a result of the
research project.
Max 2000 characters.

7.3 Make an assessment of the relationship between
risks and anticipated benefits of the project.

According to the Ethical Review Act, research may only be approved if the risks run by the research participants in
terms of their health, safety and privacy are outweighed by its scientific value.

Max 2000 characters.

7.4 Describe how the project has been designed to
minimise the risks for the research participants.

According to the Ethical Review Act, research may only be approved if the expected result cannot be
achieved in another way that involves fewer risks for the research participants in terms of their
health, safety, and privacy.

The treatment of personal data covered by § 3 may only be approved if it is necessary for the
research to be carried out.

Note that if a treatment is to be trialled on humans for the first time, this must be clearly shown,
and the relevant safety procedures must be clearly described.

State what risks might be involved in taking part in the research project. Are there risks for people
being included in a control group, for instance?
Max 2000 characters.



7.5 Identify and specify whether any ethical problems
(disadvantages/advantages) may occur in a wider
perspective of the research project.

Explain, for example, whether certain groups (besides the research participants in the research project) may
come to feel singled out or need to receive help as a result of the project. This covers both indirect risks and
indirect benefits. For example, genetic impact on future generations or whether the results could damage certain
groups in some other way.

Max 2000 characters.



8. Research participants

8.1 How are the research participants selected?

Research participant: The living person who will be participating in the research.

Describe the research participants who will be included in the project. Explain what was considered
when the selection of research participants was made. If certain groups were excluded from
participating in the project, reasons must be given for their exclusion.

Also explain how the principal investigator will contact or become aware of suitable research
participants.
Max 2000 characters.

State how many research participants in total will be included in the project and, if appropriate,
how many will be included in different subprojects.
Max 500 characters.

8.3 What selection criteria will be used for inclusion?

State what criteria must be fulfilled for a research participant to be included from the project.
Max 4500 characters.

8.4 What selection criteria will be used for exclusion?

State what criteria must be fulfilled for a research participant to be excluded from the project.
Max 4500 characters.

8.5 State the relationship between the principal investigator
and the research participants.

State the principal investigator’s role in relation to the research participant. This may be as a
practitioner (doctor, psychologist, physiotherapist, etc.) and patient/client, as a teacher and a
student, or as an employer and an employee. All types of relationships must be described that
could introduce a risk of influence. According to the Ethical Review Act, particular attention must
be paid to information and consent if the research participant is dependent on the entity
responsible for the research, or the PI, or is considered to have difficulty defending their rights.



Max 500 characters.

8.6 What insurance cover is available the research
participants involved in the project?

The entity responsible for the research is responsible for checking there is insurance cover
against any potential injuries or harm that may occur in connection with the research. State what
insurance cover the research participant will have and what protection the insurance cover
provides to the research participant.

Max 500 characters.

8.7 Explain what preparations are in place to manage
unexpected incidental findings or events during the
research process that may imperil the safety of the
research participants.

Describe what access the research project has to equipment, staff, and expertise to manage any
potential unexpected complications or incidental findings. Describe what plans are in place to
manage any potential unexpected complications or incidental findings.

Max 4500 characters.

8.8 Will the research participants be paid any financial
compensation or other benefits?

Research participants may receive compensation for pain and discomfort in addition to
compensation for travel, loss of earnings, or other expenses. The compensation must be
reasonable. If children or young people under the age of 18 are taking part in the research
project, such compensation may not be substantial and should not be offered when they are
recruited. In cases of clinical trials of medicinal products involving children and young people
under the age of 18, no incentive or financial benefits may be provided, the only exception being
the refunding of expenses.

Yes
No

8.8.1 [If yes to 8.8] What financial compensation will
be paid and when?

Max 500 characters.



9. Information and consent

9.1 Will the research participants be given information
about the research project and be asked whether they
want to be involved?

The main rule, according to the Ethical Review Act, is that research may only be carried out if the
research participant has been informed and has consented to participating in the study. Information
may be given to research participants either verbally or in writing. Please note that for clinical trials
the rules in chapter 7 of the Medicines Act are applicable.

Yes
No

9.1.1 [If yes to 9.1] How, when (at what stage), and
by whom will the research participants be informed
and consulted?

Describe the procedure whereby the information is given and consent is obtained. Explain who is
responsible for obtaining the consent, at what time, and how the consent is to be documented.
What is done to ensure that the research participant is given time for reflection and opportunity to
ask questions?

A detailed explanation is particularly important when there are children, or people with impaired
decision-making capacity, involved in the research project.
Max 4500 characters.

9.1.2 [If no to 9.1] Give reasons to why the research
participants should not be informed and consulted.

Provide a detailed explanation of the issues that have been considered and the reasons for why
research participants should not be informed and consulted. Note that research without informed
consent is only permissible in exceptional circumstances and when the research is covered by § 3
or § 20-22 of the Swedish Ethical Review Act.

Max 4500 characters.



9.2 Will children under the age of 18 be included in the
research project?

Children under the age of 15 must have the permission (consent) of all their guardians to be
allowed to take part in the research project.

Children between the ages of 15 and 17, who understand what their participation in the research
project involves, must be informed about the research, and give their own consent to participate.
In other cases, all guardians must give their permission (consent) for a child to be allowed to
take part in the research project.

Despite the guardians’ permission (consent), the research may not be carried out if the child is
opposed to the research being carried out.

Yes
No

9.2.1 [If yes to 9.2] State the age of the children.

State whether the research project will involve people who are not able to consent to their own
participation for reasons of a medical condition, mental disorder, weakened state of health or similar
condition.

Yes
No

9.3.1 [If yes to 9.3] Give reasons for this group of
research participants being included in the project.

Research without consent by this group of research participants may only be carried out if the
research is expected to provide knowledge that it is not possible to acquire by means of
research with consent.

The research must also be expected to lead to a direct benefit for the research participant.
Alternatively, the research must contribute to an outcome that may be of benefit to the
research participant or other person who suffers from the same or a similar medical condition
and involve insignificant risk or discomfort for the research participant. The research participant
must as far as possible be provided personally with information about the research.

Next of kin must be consulted. Any trustee or legal guardian must also be consulted if the issue
is part of the trustee’s or legal guardian’s remit. The research may not be carried out if the
research participant expresses in any way that they do not want to take part or if anyone who
has been consulted is opposed to it.



Max 2000 characters.

9.3.2 [If yes 9.3] Describe how next of kin, trustees or legal
guardians are to be consulted.

In instances of research involving research participants where it is not possible to obtain their
consent, next of kin must be consulted and have the opportunity to oppose their participation. Any
trustee or legal guardian must be consulted if the issue is part of the trustee’s or legal guardian’s
remit.

Max 2000 characters.



10. Record details

10.1 Will the project be requesting data from an
existing register?

This refers to all types of register containing personal data or data that had been personal but later
de-identified.

Yes
No

10.1.1 [If yes to 10.1] Which register(s) will this data
be requested from?

Name the register(s) from which the data will be requested. Also state the entity responsible for

each register.
Max 2000 characters.

10.1.2 [If yes to 10.1] What data will be requested and why?

Describe what type of data will be requested and why it is needed to answer any questions raised in the
project.

It might be helpful to attach a complete variable list as an annex. The Swedish Ethical Review Authority
does not always need a report including the variable level to make its assessment, but it can sometimes
facilitate matters for recordkeeping purposes if the complete variable list is available when the ethical
review is undertaken.

Max 4500 characters.



11. Result from animal tests

11.1 Are there relevant results from animal testing?

This refers primarily to clinical treatment trials. If yes animal testing have been carried out, state

the reason for this.

Yes
No
Not applicable

11.1.1 [If yes to 11.1] Explain the outcome of the animal tests

Provide an overall report on the animal testing that have been carried out and what their outcome
was. It is mainly the results that are relevant for this research project that must be explained.

Max 4500 characters.

Max 4500 characters.



12. Reporting the outcome

12.1 How is access to data guaranteed for the entity
responsible for the research and other researchers
involved?

Normally whoever has responsibility for carrying out the research has full access to the data. If
several researchers are collaborating in contract research, the researcher who has overall
responsibility for the project should agree the position in advance as regards access to data with
the other researchers.

Max 4500 characters.

12.2 Who will be responsible for data processing and the
written report of the results?

State who will process and analyse the research data and who will write the written report.
Normally whoever has responsibility for carrying out the research has full access to the data.
Max 2000 characters.

12.3 How and when will the results be published?

State in which format the publication of the results is to have. For example, scientific publication
with peer review, open access, internal report. If possible, provide a timetable for the publication.
Max 2000 characters.

12.4 In what way will the research participants’ right to
privacy be guaranteed when the material is published?

Explain how the data will be presented when it is published and how the research participants’
privacy is to be protected.
Max 4500 characters.



13. Financial matters

13.1 Explain any financial agreements with contributors or
other financiers (name and amount).

Explain all financial agreements that have been concluded with the person/people carrying out the
research. State what amount will be received for the research project and what that payment is to
cover. Also state any amount per research participant.

Max 4500 characters.

13.2 Explain the financial interests of the entity
responsible for the research, the principal investigator,
and other participating researchers involved in the
study.

Explain any financial interests (e.g. shareholdings, employment, consulting contracts in the company
being financed) whereby the person’s own company may profit directly or indirectly from the research.
Max 4500 characters.



14. Description of biological samples

14.1 Will new biological samples from humans be
collected for the project?

The issue relates to new collection of biological samples from humans, i.e. material that is collected
specifically for this research project.

Yes
No

14.1.1 [If yes to 14.1] What type(s) of biological
samples is/are to be collected?

State what type(s) of biological sample is/are to be collected for this research project. If the
option ‘Other biological sample’ has been selected, this must be stated.

Tissue

Blood

Other biological sample, state which

Max 100 characters.

14.1.2 [If yes to 14.1] Will the source of the biological
samples be traceable to a particular person, i.e. will it be
possible to link the biological samples to the individual
from whom the samples has been collected?

It is possible to connect the biological samples to the individual in two ways: Either directly (the
samples have been marked with identifying information such as initials, date of birth or similar) or by
means of a code key (i.e. the material has been pseudonymised). If it is not possible to connect the
biological samples to the individual, the material has been de-identified.

Yes
No

14.1.2.1 [If yes to 14.1.2] State how the biological
samples will be coded.

When samples have been coded, the individual’s identity on the samples is replaced by a code, and
a code key is produced. The code key enables the identification of which individual the material
comes from.

Max 2000 characters.



14.1.3 [If yes to 14.1] How much biological samples is
planned to be collected?

Provide the number of samples, the number of fragments and/or the volume that is to be
collected on each individual occasion. Also provide the total number of samples, the number of
fragments and/or the total volume for the study. If applicable, also provide the number of
samples, fragments and/or the volume for each sub study.

Max 2000 characters.

14.1.4 [If yes to 14.1] For how long is the project to have
access to the biological samples?

State the length of time the research project will have access to the biological samples.

14.1.5 [If yes to 14.1] Will the biological samples be
analyzed and destroyed within six months of collection
of the samples, i.e. is the exemption rule applicable?

On 1 January 2019 a new exemption rule was introduced regarding samples collected for research,
but which are not to be stored in biobanks. The exemption rule means that the biobank legislation is
not applicable to samples that are intended for research, are to be analysed within six months of the
samples having been collected and are to be destroyed immediately after they have been analysed.
Both conditions must be fulfilled.

Even if the exemption rule applies to the current research project, all questions relating to biological
material must be answered except for questions concerning the name of the biobank and the entity
responsible for it.

Yes
No

14.1.6 [If yes to 14.1] Give reasons for the choice of length
of time for which the project will have access to the

biological samples.
Max 2000 characters.



14.1.7 [If yes to 14.1] For how long is the biological
samples to be accessible after the project has been
completed?

State the duration the applicant plans to have access to the biological samples.

14.1.8 [If yes to 14.1] Give reasons for the choice of period
of time for which the project will have access to the biological

samples after the project has been completed.
Max 2000 characters.

14.1.9 [If yes to 14.1] Provide the name of the biobank
that will be responsible for storing the collection of
samples.

This refers to the biobank that is responsible for storing the collection of samples that is put together
during the study, i.e. the collection for which the biological material is procured. If possible, provide
the Swedish Health and Social Care Inspectorate (IVO) registration number.

Biobank: A collection of biological material from humans, stored for one or several purposes, and
information about this material. A biobank may contain several collections of samples.

14.1.10 [If yes to 14.1] State the entity responsible for the
biobank.

State the entity responsible for the biobank that will be in charge of the collection of samples.

Entity responsible: the agency or organization that has legal and financial responsibility for an
activity.



14.1.11 [If yes to 14.1] What analyses will be carried out on
the biological samples?

Explain all analyses and processes that the biological samples are to undergo.
Max 2000 characters.

14.1.12 [If yes to 14.1] Where will the analyses be carried out?

State where the analyses of the biological material will take place. If the analyses are to take place
outside Sweden, the country/countries must be stated.

Various rules apply if the samples are to be sent off for analysis within Sweden, within the EU/EEA or
outside the EU/EEA to what is known as a third country.

As part of the organization’s own activities.
Within Sweden.
Outside Sweden, state country/countries.

State country/countries.

Max 200 characters.

14.1.13 [If yes to 14.1] How will the biological samples be
managed when the analyses have been carried out??

Samples in a biobank that have been submitted for analysis within or outside the country must
be returned to the biobank in Sweden or destroyed (disposed of) when they are no longer
required for the purpose for which they were collected. Usually this should occur within a few
years.

The material will be destroyed.
The material will be sent back to a biobank in Sweden.



14.2 Does the project plan to use biological samples from
humans from one or more existing collections of samples?

The issue is whether access to biological samples that have been collected in the past will be
requested for this research project.

Yes
No

14.2.1 [If yes to 14.2] Which biological sample is planned
to be used?

State what type of biological sample are to be used in this research project. If the option ‘Other biological
sample’ has been selected, this must be stated.

Tissue

Blood

Other biological material, state which

State other biological sample.

Max 100 characters.

14.2.2 [If yes to 14.2] How much biological sample is planned
to be used?

Provide the number of samples, fragments and/or the volume of all biological material that is
planned to be collected and used for this project.
Max 2000 characters.

14.2.3 [If yes to 14.2] Provide the name(s) of the
biobanks from which the biological samples will be
collected and the entities responsible for them.

The name(s) of all the biobanks, and the entities responsible for them, from which the existing
biological material will be collected or requested must be stated.

Biobank: A collection of biological material from humans, stored for one or several purposes, and
information about this material. A biobank may contain several collections of samples.

Max 2000 characters.



14.2.4 [If yes to 14.2] Provide the name of the biobank that will
be responsible for this collection of samples.

This refers to the biobank that will be responsible for the new collection of samples that is built
up, i.e. the collection for which the biological material is procured. If possible, provide the
Swedish Health and Social Care Inspectorate (IVO) registration number.

Biobank: A collection of biological material from humans, stored for one or several purposes,
and information about this material. A biobank may contain several collections of samples.

Max 200 characters.

14.2.5 [If yes to 14.2] State the entity responsible for the
biobank.

State the entity responsible for the biobank that will be in charge of the new collection of samples
that is being procured.

Entity responsible: The agency or organization that has legal and financial responsibility for an
activity.

Max 200 characters.

14.2.6 [If yes to 14.2] State how the samples is coded.

When material has been coded, the individual’s identity is replaced on the material by a code, and a
code key is produced. The code key enables the identification of which individual the material comes

from.
Max 2000 characters.

14.2.7 [If yes to 14.2] What analyses will be carried out on
the biological samples?

Explain all analyses and processes that the biological material is to undergo.
Max 2000 characters.



14.2.8 [If yes to 14.2] Where will the analyses be carried out?

State where the analyses on the biological material will take place. If the analyses are to take place
outside Sweden, the country/countries must be stated.

Various rules apply if the samples are to be sent off for analysis within Sweden, within the EU/EEA or
outside the EU/EEA to what is known as a third country.

As part of the organization’s own activities.
Within Sweden.
Outside Sweden, state country/countries.

State country/countries

Max 500 characters.

Samples in a biobank that have been submitted for analysis within or outside the country must
be returned to the biobank in Sweden or destroyed (disposed of) when they are no longer
required for the purpose for which they were collected. Usually this should occur within a few
years.

The material will be destroyed.
The material will be sent back to a biobank in Sweden.

14.2.10 [If yes to 14.2] For how long is the biological
samples to be accessible to the project?

State the length of time for which the biological material will be stored for this research project.

14.2.11 [If yes to 14.2] Give reasons for the choice of length
of time for which the project will have access to the biological

samples.
Max 2000 characters.



14.2.12 [If yes to 14.2] How long is the biological samples
to be accessible after the project has been completed?

State the length of time for which the applicant plans to have access to the biological samples.

14.2.13 [Om ja 14.2] Give reasons for the choice of length of
time for which the project will have access to the biological

samples after the project has been completed.
Max 2000 characters.



15. Information about radiation doses

15.1 Assessment of the anticipated benefit.

Make your own assessment of the anticipated benefit of the study according to the table below. You must
indicate which category you consider the study falls under and give reasons for your assessment. Based

on the content of your application, the Authority can make a different assessment of category than
the one you specified.

Categories Anticipated benefit

I The research will only result in increased knowledge. The research may not result
in improvement to health.

ITa The research will lead to increased knowledge, which in turn may lead to
improvement to health.

IIb The research will result in medical conditions being prevented, relieved, or cured
and a diagnosis can be established

ITI The anticipated benefit of the research is significant and usually involves a direct
link to knowledge that may save lives or prevent or limit severe medical
conditions.

Category Reasons for selection of category

15.2 Information about the research participants

The questions below refer only to the research participants who will be exposed to
ionizing radiation.

15.2.1 Describe the expected age distribution of the
research participants.

Max 100 characters.

15.2.2 State the proportion of research participants
expected to be under 30 years of age.

Max 100 characters.



15.2.3 Will healthy volunteers be exposed to ionizing
radiation?

Yes
No

15.2.4 In the event the research participants consist of
clinical patients, state their medical condition and prognosis.

15.3 Summary of radiation doses from x-ray procedures
and nuclear medicine investigations.

X-ray procedures include diagnostic radiology, interventional radiology and x-ray fluoroscopy.

Procedure or Effective dose per The number of Effective dose that being
investigation investigation (mSv) additional part of
investigations and the study (mSv)
procedures which additionally involves

participation in the
study involves

Total effective dose from the investigations that are added through participation in the study.



15.4. Critical organs

Radiation therapies and certain x-ray procedures may involve a risk of radiation-related side-
effects whereby organs may be damaged Organs that will receive a radiation dose involving a
particularly increased risk (e.g. cancer) may be stated here - complete if relevant.

Procedure, Organ Side effect Absorbed dose (Gy)

investigation or
method of treatment



15.5 Describe the overall clinical routine in the
relevant area.

Describe the frequency and duration of clinical checks with ionizing radiation according to the
program of care, and the cumulative dose. Further describe what additional exposure to ionizing
radiation the research participants will be exposed to as a result of their participation in the study.

Max 500 characters.

15.6 State which categories of experts have been
consulted when designing the study.

The authority expect that experts are to be consulted during study planning regarding method
selection, justification, radiation optimization and for dose estimates.
Max 500 characters.



Annexes

Uploaded files are automatically converted to PDF files if possible. Please review your files after uploading.

Research plan aimed at professionals

The summary description of the research project must be comprehensible to all the members of the
Swedish Ethical Review Agency. It should preferably be set out as follows:

Scientific issue to be investigated: An explanation of the overall purpose of the proposed research
project together with specific objectives (primary and secondary issues to be investigated).

Overview of subject matter: Provide a summary of your own and others’ research and earlier results
within the field of research. The overview must demonstrate the relevance of the current project. Key
references must be provided.

Description of project: Provide a summary of the project/its plan. The selection of research
participants, procedures, methods, etc. must be clearly described. How the methods, selection and
procedures might provide answers to the specific questions must be demonstrated. If there are to be
several subprojects, the sequence of how they are to be carried out must be stated, together with an
indication of how the composition of a subsequent subproject might depend on the results of a prior
one.

Significance: Provide a short account of the significance of the project for the field of research.

Preliminary results: May be stated if available.
IN SWEDISH OR ENGLISH.

Add attachments



Advertising material for the recruitment of research
participants

The Authority must always have sight of all advertising material that is to be used for recruitment.
IN SWEDISH.

Add attachments

Information for research participants

The Authority must always have all the information that is given to the research participant in
connection with an invitation to take part. This applies both to information that is to be given
verbally and to written information. If guardians are to approve the participation, the information
that is given to guardians must also be attached. If a next of kin is to have the option of opposing
the participation, the information that is given to the next of kin must also be attached. The
Authority also recommend the template for informed consent to be used, you can find it on our
website: www.etikprovning.se

IN SWEDISH.

Add attachments

Surveys, questionnaires, interview guides or interview
questions that are going to be used in the project

IN SWEDISH.

Add attachments

Variable list

Variable list should be attached to the application if data is to be requested from existing
registers.
IN SWEDISH.

Add attachments

Protocol clinical trial

Attached if the research relates to clinical trials.
IN SWEDISH OR ENGLISH WITH A SWEDISH SUMMERY.

Add attachments


http://www.etikprovning.se/

Investigator’s brochure, information leaflet or summary
of product characteristics

Must be attached if the research relates to a clinical trial of a medicinal product.
IN SWEDISH OR ENGLISH.

Add attachments

Principal investigator’'s CV

Attach principal investigator’s CV.

Exceptionally, principal investigators who have not defended their doctoral thesis in the relevant
subject area may be approved provided another participating researcher who has done so has stated
that the research is to be undertaken under their active supervision. The statement must be signed
by this person and a copy of their CV must be attached.

IN SWEDISH OR ENGLISH.

Add attachments

Other attachments

State what other annexes accompany the application.

APPENDICES TO BE CONSIDERED DURING THE REVIEW SHOULD BE IN SWEDISH.

Add attachments

Supplementary list of attachments

Insert your own list of attachments in the event that the application contains, for example, more
than one researcher's information or several questionnaires/instruments. Name attachments
according to the list. Both the file name and the list must clearly state what the file contains.
Max 2000 characters.



Signature and certification
By signing the application, you, as the principal investigator and authorized representative, certify
the following:

e That the information provided in the application concerning ethical review and all
accompanying annexes are complete and correct.

e That accountable managers in all areas involved have been informed about the content and
execution of the research project and have agreed to take part in the study.

e That you have ensured that there are resources in all the areas involved that guarantee the
safety and privacy of the research participants when the research described in the
application is carried out.

e That the Principal investigator has the right to represent the entity responsible for the
research in all future contact with the Swedish Ethical Review Authority with regard to this
research project and to apply for amendments to be made to the research project.

e That you have read the Swedish Ethical Review Authority’s information about their
processing of personal data on the agency’s website.

Authorized representative of the entity responsible for the
research

Enter the e-mail address of the authorized representative and invite them to sign the application.
The same person stated in question 1.3.

Add authorized representative

Authorized representative missing Bank ID.

If the authorized representative is missing Bank ID, click here.

If the authorized representative does not have a Bank ID, electronic signing cannot be carried out.
The authorized representative can then sign physically by:

1. Download the following form: Signeringsblankett behoérig foretradare
2. print and sign the form,
3. scan and upload the form via the appropriate attachment button below.

Signature authorized representative.

Add physical signature

Is the authorized representative permanent or acting?

Permanent
Acting



Principal investigator (contact person):

As the principal investigator, you are responsible for the research being conducted in accordance
with what is described in the application. A principal investigator has usually completed postgraduate
training and completed a PhD. Must comply with the person stated in question 1.6.

Whoever starts an application in Ethix is initially set as the principal investigator for the project. To
change the investigator for this application, you invite the principal investigator under point 1.8,
Other collaborators and mark the person concerned as the main principal investigator. Only when
that person has accepted your invitation will the exchange take place.

Principal investigator does not have Bank ID

If the principal investigator is does not have Bank ID, click here.

If the principal investigator does not have a Bank ID, electronic signing cannot be carried out. The
principal investigator can instead sign physically by:

1. Downloading the following form: Signeringsblankett huvudansvarig forskare
2. Printing and signing the form,
3. Scanning and uploading the form via the appropriate attachment button below.

Signature authorized representative.

Add physical signature

Researcher who will exercise active supervision over the
research. Must comply with question 1.7.1.

Help text for doctoral researcher who will exercise active supervision over the
research. Must comply with question 1.7.1.

Enter the doctoral researcher's e-mail address and invite them to sign the application.

Add supervisor

Form preview buttons
Back Cancel
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