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Tukija guideline on the Information Sheet and Informed Consent Form for
future use of biological samples and related data

Under Article 28(2) of the Clinical Trials Regulation (536/2014), the participant may be asked to
give consent to the use of his or her data outside the protocol of the clinical trial exclusively for
scientific purposes. Sample collecting involving future use must be reported in connection with
the application submitted to the CTIS in section 4 of the document Compliance with Member
State applicable rules for the collection, storage and future use of human biological samples
(Article 7.1h). A separate Information Sheet and Consent Form regarding future use must also be
submitted for review as part of the application.

Tukija advises that an Information Sheet and Consent Form separate from the Information Sheet
for the clinical trial itself be prepared for the future use of biological samples and related data.

The present guideline applies to situations where a participant is asked in the context of a
clinical trial to consent to the collection of samples outside the protocol and/or to the further
use of sample data. This may involve leftover samples from a clinical trial or additional samples
takenin a clinical trial.

The Information Sheet should not duplicate information about the clinical trial to which itis
related. The Information Sheet and Consent Form for future use constitute a separate,
independent entity. Therefore, issues such as data protection must be addressed exclusively
from the perspective of that future use.

The sponsor must modify the template to suit the intended use.

This template does not address the regulation of investigations and practices in another
country.

The sponsor may use this or any other template that suits its operations.
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Information Sheet and Informed Consent Form for future use of
biological samples and related data

Sponsor: [insert information]
Request for consent for future research

You are being asked to give your consent for the future use or processing of biological samples
collected in clinical trial (EU study number) and of related data at a biobank or laboratory
abroad. This use of samples and related data is beyond the protocol of the clinical trial itself.
The biological samples and related data collected may be used for as yet unspecified future
medical research. [insert current information on purpose and retention period].

Voluntary participation

Giving consent for the future use of samples and related data is entirely voluntary. You can
participate in the clinical trial even if you do not consent to further use of your samples and data.
If you decide to give your consent, please sign the Consent Form at the end of this Information
Sheet. You may withdraw your consent at any time without giving a reason. If you do so, your
samples and data will not be used in any research after that. However, studies already begun
before you withdraw your consent may be completed. It may also be necessary to continue
temporary storage of your samples and data after you withdraw your consent, for example to
ensure the reliability of research findings. If you wish to withdraw your consent or ask for more
information about the further use of samples, data protection legislation, etc., you can contact
(contact details can be found at the end of this document).

Sponsor of future studies

The sponsor for the research involving the further use of your samples and data is
, who is also the data controller of the study. The controller is responsible for
the lawfulness of the processing of personal data in the context of the study.

The sponsor is responsible for conducting the research in an ethically sound manner. [ insert
information about internal or other processes for approving individual research projects.]

Background and purpose of future research

[A brief description of the biological samples to be collected and the information about them
and their intended use. A brief explanation of how the samples and data may be used. If genetic
analyses are carried out on samples, add a general explanation of what these analyses mean
and what they include. For example, the collection and use of peripheral blood mononuclear
cell (PBMC) samples should be explained separately.]
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[If itis not yet known how the samples and data are to be used in the future, this should be
explained and justified]

[The Information Sheets should state whether the subject will be individually informed of the
research findings. The subject has the right to refuse to receive such information. If research
findings are reported to the subject, the potential impact of the information on the subject’s
health must be explained (how to perform validation, further treatment and any procedures

required)].

Procedures and sample handling

Only samples taken in the context of the clinical trial referred to above and no longer needed for
that clinical trial will be used for future research. Therefore, there will be no extra procedures
involving you. [Alternatively, explain how and when any additional samples needed will be
taken].

The samples required will be transferred to the laboratory located at for storage
and analysis. The samples will be kept for years, after which they will be destroyed. If
necessary, contact the trial site for further information.

Potential benefits and disadvantages

No direct benefit to you may be expected from donating samples. The future use of your
biological samples and related data may contribute to scientific advancements that may benefit
patients in the future. The delivery of samples and data will not cause you any significant
inconvenience or burden.

Confidentiality and data protection

Personal data will be processed in future studies. Only personal data that are essential for the
purpose of the study will be entered in the registers. Your identity is known only to [insert
information], and they are all bound by confidentiality. All data and samples collected are
pseudonymised. This means that they are encoded so that individuals cannot be identified.
Unique identifiers such as name, personal identity number, etc., are replaced with code
numbers. No data or samples can be associated with specific individuals in research findings,
reports or publications. The unique identifiers are kept separate from the encoded data.

Your name, personal identification number or contact details will nhot be disclosed to the
sponsor of the survey.

The basis for processing personal data, as per the EU General Data Protection Regulation
(679/2016, GDPR), is [insert information]. In the research findings and in all other documents,
research participants are referred to only by codes. The register will be kept for [insert
information] years.
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Data will be transferred in encrypted form to countries outside the EU/EEA (list the countries),
where data protection is not necessarily at the same level as in the EU. In this case, the sponsor
will ensure that the personal data are transferred appropriately (on the basis of a decision by the
Commission pursuant to GDPR Article 45, legally binding corporate rules pursuant to GDPR
Article 47, standard protection clauses pursuant to GDPR Article 46(2) or derogations and
protective measures pursuant to GDPR Article 49). Personal data may also be disclosed to other
parties [insert information]. Even in this case, all parties involved are bound by the
confidentiality requirements described above.

You have the right to access the personal data collected concerning you and to request
rectification if necessary [insert any other rights related to the selected basis for personal data
processing]. If you wish to exercise your rights, please contact [more information] in the first
instance to protect your privacy. Contact details are at the end of this Information Sheet.

If you consider that your personal data have been processed in violation of the GDPR or of the
Data Protection Act (1050/2018), you may file a complaint with the supervisory authority (in
Finland, this is the Data Protection Ombudsman, Lintulahdenkuja 4 (PO Box 800), FI-00531
Helsinki, tel. 0295666700, email: tietosuoja(at)om.fi).

Contact details of the controller’s data protection officer: [insert information]
Withdrawal of consent

If you decide to withdraw your consent and participation in future studies, please
contact

Being informed of research findings

[Insert information on whether findings will be shared. Also insert information on whether the
subject can opt out of receiving information on the findings.]

Further information
For further information, please contact the trial site.
Contact information

Trial Site:

Principal Investigator: Tel.:

Research nurse: Tel.:
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Information Sheet and Informed Consent Form for future use of
biological samples and related data

Sponsor: [insert information]
Clinical trial in which the samples and data are collected: [EU study number]

| have read and understood the report given and have received sufficient information on the
processing of biological samples and related data (collecting, storage, delivery, etc.) in future
research. The extent of my consent for future research has also been explained to me in person,
and | have had satisfactory answers to all the questions | have asked. The explanations were
givenby__ (name of person). | have had enough time to consider whether to give my consent.

| understand that giving my consent is voluntary.

| have the right to withdraw my consent at any time without giving any reason. Withdrawing my
consent will have no negative impacts on me and will not affect my status as a client of
healthcare services. Once | withdraw my consent, my samples and data will not be used for any
further studies.

By signing below, | confirm that | consent to the use of the biological samples and related data
described in this document for future studies and that | give my consent voluntarily.

Signature of the subject Date

Name in block letters

Consent received

Signature of the consent recipient Date

Name in block letters

The original signed document will be archived by [insert party], and a copy will be given

to the subject.
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