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Submitting Regional Medical Research Ethics committee's
opinion application in eTutkimusAsiointi

(unofficial translation)

Login

Log in to the system at: https://tutkija.pshyvinvointialue.fi

Choose your login method.

If you have PSHVA's organizational employee, log in using PSHVA credentials via the option Pohjois-
Savon hyvinvointialueen tunnukset. If you do not have PSHVA organizational credentials, log in with
Suomi.fi -tunnistautuminen.

POHJOIS-SAVON HYVINVOINTIALUE

Sign in to your account

Username

Password

Suomi.fi -tunnistautuminen

Pohjois-Savon hyvinvointialueen tunnukset

The system automatically creates a user profile on your first login. Use the same login method thereafter;
the system does not combine applications created with different login methods.
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Check and complete your contact details in your user profile. You can edit your own information from the
side menu via Muokkaa omia tietoja.

Pay particular attention to your email address. The email address is important because the system
sends notifications (alerts) by email.

Home page and general functions
Summary information

New alerts (Uusia heratteitd): Shows the number of your new notifications in the eTutkimusAsiointi
system.

Studies (Tutkimuksia): The total number of your active studies in the eTutkimusAsiointi system.
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Expiring research permits (Umpeutuvia tutkimuksia): Monitoring the validity of permits/opinions. Here
you will see a notification if your permit/opinion will expire within three months.

Announcements

Announcements appear in the upper right corner. Announcements may include, for example, news
related to system use.

Alerts and my actions
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Alerts (Heratteet): Automatic system notifications and reminders. A red dot in front of an alert means the
alert has not yet been read.

Most recent personal actions (Viimeisimmat omat toiminnot): Your most recent actions. From here you
can quickly access the applications and studies you last opened.

Side menu

The side menu is always visible on the left side of the system. Open the side menu by hovering the
pointer over the menu icons.

Home function: You can return to the home page from anywhere in the eTutkimusAsiointi system.

My details: The menu shows the name of the logged-in user and the function to edit personal details.
Through the menu you can also open the alert listing and log out.

The main functions are grouped under function groups. Each function group contains one or more
subpages you can navigate to.

EETTINEN LAUSUNTOHAKEMUS

TUTKIMUSLUPAHAKEMUS

RAHOITUSHAKEMUS

TUTKIMUKSET

TIETOLUPAHAKEMUS

OPINNAYTETYOHAKEMUS
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General instructions for filling in applications

Form functions — Next (Seuraava) and Previous (edellinen) buttons

Edelinen Seuraava

Click Next (Seuraava) to move to the next section of the form.

The system automatically saves the information when you move forward with the Next (Seuraava)
button.

If there are deficiencies in completing the form, the system notifies you before moving to the next tab.
Deficiencies are highlighted in red.

You can also go back to the previous section with the Previous(Edellinen) button. It also saves the
changed information but does not notify you of missing information.

Completing mandatory fields
Mandatory fields are marked with an asterisk (*) and missing information is indicated in red when saving.

Tutkmuksen suomenkielnen nimi* ®

(LR Timsi kenttd on pakolinen

4000

You cannot proceed by clicking Next (Seuraava) until all mandatory fields in the current section have
been completed. However, you can leave the tab and return later to fill in the missing information.

If you want to proceed to complete later tabs and fill in missing fields later, move to another tab by
clicking its name. All missing information will be reported on the last tab.
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Saving information
Automatic saving

The system automatically saves the form information when you move between sections using Next
(Seuraava) or Previous (Edellinen) or by clicking another tab.

Manual saving

Use the Save icon on the right to save information without proceeding. It is advisable to save regularly
while filling in long forms.

VALMIS

~

7. Tutkimuslupahakemuksen liitteet

Correcting form errors
Validation errors
The system checks the correctness of the information in real time, and incorrect fields are shown in red.

Error messages explain why a value is not acceptable. For example, a number field contains a number
value that is too large.

EU rahoitus euroina O]

VS| T'Jhdffd|

"EU rahoitus eurona” on oltava kokonaisiuku

Missing attachments

The system informs you if mandatory attachments are missing.
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Tutkimuksen tietosuojaseloste*

“Tutkimuksen tietosuojaseloste” on pakolinen lite

Attaching files

The system accepts only PDF files. The maximum allowed file size is 10 MB. Check that the files you
attach are correct before sending.

NOTE! If the form you are attaching is protected (e.q., questionnaires downloaded from the internet),
save the forms in Microsoft Print to PDF format before attaching them to the e TutkimusAsiointi system.

Commenting function

Comments can be added to applications during processing. The commenting function can be found
when viewing an application by clicking Write a new comment / show all previous comments (Kirjoita
uusi kommentti / nayta kaikki aiemmat kommnetit).

KOMMENTIT (0)
VIIMEISIN KOMMENTTI

Ei kommentteja

Kirjoita uusi kommentti / niiytd kakki aiemmat kommentit

KOMMENTOI

Hei, minulla olisi paivitetty h‘.et;ecq

You can freely add comments to your own applications. Application handlers see all your comments.
You can edit your own comment if no new comments have been added after it.

Note: The exact behavior of the commenting function varies by application type—see the detailed
instructions in the section for each application type.
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Submitting the application

Final check

Go through all sections before sending. Check that all attachments have been added and make sure
your contact information is correct.

After sending, please note:
A submitted application can no longer be edited or withdrawn.

You will receive alerts (notifications) about the progress of the application by email, as well as under
Alerts (Heratteet) on the system home page.

The application status is shown in listings.

Common statuses include:

Application sent: The application has been sent for processing

In processing: The application is under review by handlers

Returned for completion: The application requires additional information

Completed, Approved or Completed, Rejected or Opinion given or Processing completed or Approved or
Rejected: Application processing is complete

You will receive alerts as the application processing progresses. Alerts are sent by email and also saved
in the system alerts.

Follow the alerts and respond to any requests for additional information or completion. You can send
comments to the handlers using the application commenting function.

Studies and applications

Information on research projects and applications related to studies is stored in the system.
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Tietolupahakemus
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When you start an application, you can select which study the application relates to.

For the application types (Research permit application, Ethical opinion application, Funding application),
the application always relates to a study.

If the study information is not yet in the system, you can enter and save the basic information about the
study at the same time as you complete the first application for the study.

Study information is therefore stored through different types of applications.
You can view your own studies via the side menu function TUTKIMUKSET — Omat tutkimukset.

The research permit applications and ethical opinion applications for a study can be viewed collectively
under applications (Hakemukset). The application list shows all applications of these types and their
statuses.

When you create a new research permit application or ethical opinion application, a study is also created
in the background in the system, and most of the study information is saved from the application,
including the basic information of the study, the members of the research group, etc.

If a research permit application has not yet been submitted for processing, the study status appears as
Planning (Suunnittelu). Once the application has been submitted, the study status is Applying for
research permit (Tutkimusluvan hakeminen). When the research permit application has been
successfully processed, the study status becomes Ongoing (Kaynnissa).

Preparing applications for the research ethics committee

You can request an opinion in different situations:

New opinion application (Uusi lausuntohakemus): An opinion application for a new study (the same
study has not previously received an opinion from the regional medical research ethics committee).

Significant change to the study (Tutkimuksen merkittava muutos): An opinion application
concerning a change to the study that may affect participant safety, the physical and psychological
integrity of participants, the scientific value and significance of the study plan and its implementation, the
quality or safety of the investigational product, or changes the interpretation of the scientific documents
used to support the study, or is otherwise significant. The study must not continue according to the
revised plan until the ethics committee has issued a favorable opinion on the revised plan.

Notification (limoitus): Matters to be notified to the committee that do not change the implementation of
the study. For example, notification of study completion, changed contact details, technical corrections,
etc.

Annual report (Vuosiraportti): The study’s annual safety report (a list of suspected serious adverse
events identified in the study). An account of participant safety is required as an attachment to the
annual report.

Biobank research (Biopankkitutkimus): Opinion application for a new study that uses samples and/or
data held in a biobank.
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Transfer of samples to a biobank (Naytteiden siirto biopankkiin): Opinion application for transferring
previously collected samples to a biobank.

Step 1: Starting the application
Click from the side bar EETTINEN LAUSUNTOHAKEMUS - Hakemus tutkimuseettiselle toimikunnalle.
The first step is to select the study that the opinion application concerns.

On the page, you can either choose an existing study from the list or enter the basic information of a new
study in the form below the list. The information entered on the application is automatically saved also in
the new study’s information.

Method 1: Select an existing study and start completing the application: By selecting an existing study
and pressing the Select button on the row, the study information opens along with a mandatory choice of
Ethical opinion application type (Eettisen lausuntohakemuksen tyyppi). By pressing Create (Luo eettinen
lausuntohakemus) an ethical opinion application for the selected study, you proceed to the next step,
i.e., completing the application.

Method 2: Enter the basic information for a new study and then proceed via Application to the research
ethics committee (Hakemus tutkimuseettiselle toimikunnalle).

Step 2: Completing basic information

Enter the basic information of the study on the Basic information (Perustiedot) tab. The information
entered on the application is also saved in the study’s information.

Step 3: Classification

Complete the classification information of the study on the Classification (Luokittelu) tab.
Step 4: Research group

On the Research group (Tutkimusryhma) tab, persons can be assigned to the following roles:

Sponsor / sponsor’s representative (Toimeksiantaja / toimaksiantajan edustaja): Sees the application
and the study information in the system and can edit the application during the planning and completion
phases.

Site principal investigator (Tutkimuspaikkakohtainen johtava tutkija): By default, the applicant’s details
are selected. Sees the application and can edit it during the planning and completion phases.

Member of the research group (Tutkimusryhman jasen): It is possible to add members of the research
group to the application. By default, members do not have the right to see the application. However,
access to the application can be granted after adding the member via the Edit (Muokkaa) button in the
window that opens, by selecting Edit rights (Kayttdloikeus tutkimukselle) from the drop-down menu
Access to the study (Muokkausoikeus). The right grants access to the study and thereby also to the
application.
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Kiyttsoikeus tutkimukselle

If access rights have been granted, the user has viewing and editing rights to the application during the
planning and completion phases. A member of the research group can then open the application via the
study.

Study contact person (Tutkimuksen yhteyshenkild): Sees the application in the system and can edit it
during the planning and completion phases.

Science service coordinator (Tiedepalvelukoordinaattori): Sees the application during the processing
phase.

Step 5: Funding and costs
Complete the funding information on the Funding and costs (Rahoitus ja kustannukset) tab.
Step 6: Attachments

Complete the required attachments on the Ethical committee opinion application attachments (Eettisen
toimikunnan lausuntohakemuyksen liitteet) tab.

Step 7: Preview and submission

Check the application information on the Preview and submission (Esikatselu ja Iahetys) tab and submit
the application for processing.

On this tab, missing mandatory fields are listed with a red error message.
Commenting in the ethical opinion application
All comments are visible in all applications related to ethical opinion applications for the same study.

The comment history is shared for amendment applications, supplementary applications, and the original
application.

Thus, comments on the original application automatically appear in the amendment and supplementary
applications.

Note: Comments added to the amendment application also appear in the original application.
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Completing an application returned for completion

If a handler returns the ethical opinion application for completion, you will receive the notification: Ethical
opinion application returned for completion (Eettinen lausuntohakemus palautettu tdydennettavaksi).

Open the application via the alert (Heratteet) or from the Ethical opinion applications (Eettiset
lausuntohakemukset) listing. Go to the Processing information (Kasittelytiedot) tab and click the button
Go to the application to be completed (Siirry taydennettavaan lausuntohakemukseen), which opens the
entry for a new supplementary application.

The supplementary application is prefilled with the information from the original (to-be-completed)
application. All application information can be edited as in a new application and it is submitted for
processing in the same way as the original application.

Complete the necessary fields according to the handler’s instructions and submit the supplementary
application for processing.

Note: The original returned application remains in the status Returned for completion (Palautettu
taydenmnettavaksi).

Responding to a request for additional information

If the committee returns the ethical opinion application for additional clarifications, you will receive the
notification: The ethics committee has returned the opinion application for re-preparation and requires
additional clarifications (Eettinen toimikunta on palauttanut lausuntohakemuksen uudelleen valmisteluun
ja edellyttaa lisaselvityksia).

Provide the additional information as follows:

Open the application via the alert or from the Application to ethical committee (Eettiset
lausuntohakemukset) -listing.

Select the function: Proceed to provide additional clarifications (Siirry tekemaan lisaselvitykset).

Eettisen lausuntohakemuksen tyyppi

A new application opens and the application type appears as Additional clarifications and corrections to
the committee (Lisaselvitykset ja korjaukset toimikunnalle).

Complete the application and submit it for processing.

Note: The original returned application remains in the status Returned for re-preparation, request for
additional clarifications (Palautettu valmisteluun, lisdselvityspyyntd).
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Making an amendment application

Select from the side bar Ethical opinion application (Eettisen lausuntohakemus) and under it Application
to the research ethics committee (Hakemus tutkimuseettiselle toimikunnalle).

Select from the My studies (Omat tutkimukset) listing the study for which an opinion on the amendment
is requested.

Choose from the drop-down menu the application type Significant amendment to the study (Tutkimuksen
merkittdva muutos) and click Proceed (Siirry) to the prefilled opinion application.

You can edit all the information in the application.

On the first tab Basic information (Perustiedot), there is a field related to the amendment application:
Impact of the significant amendment (Merkittdvan muutoksen vaikutus).

On the Preview and submission (Esikatselu ja Iahetys) tab, there is a field: Reason for the amendment
(Muutoksen syy) (text area 10,000 characters).

Attach any new attachments if necessary and submit the application for processing with the Submit
(Lahetd) button.

Note: If another application related to the study is already being processed, the amendment application
cannot be submitted.

Note: If you are making an amendment application as the first application i.e., you have not previously
submitted an ethical opinion application to the research ethics committee via the eTutkimusAsiointi
system notify this by email to tutkimuseettinentoimikunta@pshyvinvointialue.fi

Making notifications and the annual report

Select from the side bar Ethical opinion application (Eettisen lausuntohakemus) and under it Application
to the research ethics committee (Hakemus tutkimuseettiselle toimikunnalle).

Select from the My studies (Omat tutkimukset) listing the study to which the notification or annual report
applies.

Choose from the drop-down menu the application type Notification (limoitus) or Annual report
(Vuosiraportti) and click Proceed to the prefilled opinion application (Siirry esitaytettyyn
lausuntohakemukseen).

You can edit all the information in the application.Attach any new attachments if necessary and submit
the application for processing with the Submit (Lahetd) button.

Note: If you are making a notification or annual report as the first application i.e., you have not previously
submitted an ethical opinion application to the research ethics committee via the eTutkimusAsiointi
system notify this by email to tutkimuseettinentoimikunta@pshyvinvointialue.fi
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