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This SOP can be used as a template for a biobank to draw upon and adapt to develop their specific SOPs.
When adopting this SOP please reference CTRNet.

1.0

2.0

3.0

PURPOSE

Obtaining voluntary consent of participants who have been informed about all the relevant aspects of the
program is important for the ethical conduct of the biobank program. Participants consent to donate
biospecimens and may allow access to their health records and other associated data for research use.
They acknowledge that they understand all aspects of the program and accept associated risks if any.
The consent form is an important document in the biobanking process. It should be developed and
revised to comply with current international guidelines, local laws and have Research Ethics Board (REB)
approval.

SCOPE

This standard operating procedure (SOP) covers the procedures for developing and revising consent
forms. The SOP covers basic elements of the consent form, REB approval considerations and
procedures for developing, reviewing and revising a consent form.

REFERENCE TO OTHER CTRNET REQUIRED OPERATIONAL PRACTICES (ROPS),
POLICES OR SOPS

3.1 CTRNet ROP 1; Ethics

3.2 CTRNet ROP 2; Privacy and Security

3.3 CTRNet ROP3; Consent

3.4 CTRNet Biobanking Policy

3.5 CTRNet Standard Operating Procedure: SOP 02.005 Obtaining Informed Consent

3.6 CTRNet Standard Operating Procedure: SOP 02.007 Notification of Significant and Relevant Findings
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4.0

5.0

6.0

7.0

ROLES AND RESPONSIBILITIES

This SOP applies to all qualified biobank, clinical and research personnel involved in biobanking and
specifically in developing and revising consent forms. This may include the following personnel:

Personnel Responsibility/Role

Biobank Manager or Director, Principal Developing, adapting and revising consent forms. Keeping

Investigator or delegate current with ethical guidelines.

REB Reviewing and approving Consent forms and keeping
current with ethical guidelines.

MATERIALS, EQUIPMENT AND FORMS

The materials, equipment and forms listed below are recommendations only and may be substituted by
alternative/equivalent products more suitable for the site-specific task or procedure.

e Informed Consent Form Template
e  Current ethical guidelines

DEFINITIONS

See the CTRNet Program Glossary: http://www.ctrnet.ca/glossary

PROCEDURES

The primary purpose of the Informed Consent Form is to provide confirmation that informed consent was
obtained. It may also serve as a reference for discussion points that should be covered during the
consent process. REB approved information attached to the Informed Consent Form also serves as an
ongoing reference for participants where relevant.

7.1 Basic Elements of the Informed Consent Form Guidelines
The consent form should contain:

7.1.1 Objectives of the biobank program. A broad statement as to why they are being asked to
participate, the goals of the biobank and research for which the biospecimens and
associated data will be used.
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7.1.2

7.1.3

7.1.4

7.1.5

7.1.6

7.1.7

7.1.8

7.1.9

7.1.10

7.1.11

A description of what is involved in participation such as the types of samples and data
collected, and whether there are any optional questionnaires to collect self-reported
identity and other information or plans to link the data with other resources such as
registries to acquire additional data.

A description of any reasonably foreseeable risks or discomforts to the participant.

A description of any benefits to the participant or to others that may reasonably be
expected from the potential research. Outline that there are no direct benefits to
participating in the program but that the new knowledge generated from the research may
potentially lead to general benefits such as the development of new tests and therapies.

A description of how the biobank will handle the return of incidental findings to participants
or their medical team in the rare case when the clinical usefulness of the data becomes
medically significant, and this only after specific issues have been considered and
measures have been undertaken (refer to SOP 02.007 Notification of Significant and
Relevant Findings).

A statement that provides assurance that measures will be taken to protect confidentiality
of data and identity.

An explanation of whom to contact (such as a patient representative) for answers to
pertinent questions about the research and research participants’ rights, and whom to
contact in the event that the participant wishes to express a concern or complaint.

Specification that the participant will not receive any compensation for participation in the
program. The participant will also have no share in any revenue generated from any
tests, therapies or discoveries generated from research on the tissue or data.

A statement that participation is voluntary, refusal to participate will involve no penalty or
loss of treatment to which the participant is otherwise entitled, and the participant may
discontinue participation at any time without penalty or loss of medical care to which the
participant is otherwise entitled.

Include direction and contact information indicating whom the participant can contact if
they wish to revoke/withdraw consent. Clearly define the boundaries of withdrawal such
as the fact that no more biospecimens will be collected or added to the biobank, and
describe in what circumstance any biospecimens or data already collected will be
destroyed. This section should describe that it may not be possible to remove
biospecimens or data that have already been provided to researchers.

Mention policies and specific details that are pertinent to the release and sharing of
biospecimens. These may include whether biospecimens will only be shared within
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7.1.12

7.1.13

7.1.14

7.1.15

academic institutions, or whether they are available more broadly, including with industry.
It may spell out conditions for biospecimen release, including the need for each research
project to have undergone REB approval.

A description about how the biospecimens and data might be used in research. This may
include research involving genomics and living models conducted locally and globally,
and whether research data generated (such as genomics data) may be added to online
databases accessible to approved researchers for further study.

An indication of the possibility that the participant could be contacted at a later date and
the reasons for such contact, such as to obtain additional information or to provide
general information about the research supported by the biobank, or to offer participation
in a relevant research study. Contact for other purposes will only be done at the
discretion of the REB.

A statement to say that the participant will not be waiving legal rights against the biobank,
sponsor or involved institutions for compensation, nor does this form relieve the biobank
and their agents of their legal and professional responsibilities.

The signatures of the participant or approved delegate; date; person obtaining consent.

7.2 Revisions to the Consent Form

The person revising the informed consent form should be qualified by training to do so, and knowledgeable
about the current ethical guidelines and laws. Revisions should be initiated when:

7.2.1

7.2.2

7.2.3

7.2.4

7.2.5

7.2.6

Safety reports or review following complaints mandate change.

International, national, local or institutional ethical, policy or safety guidelines evolve or
when new regulations or laws are changed.

Local or provincial regulations mandate the inclusion of specific elements not in the
template or form.

There are amendments to the biobank program.
The REB recommends change.

Local and institutional identifiers need to be inserted.
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7.3 Legal and Cultural Language to be Used in the Consent Form

7.3.1 Use language that will be easily understandable to the participant or the representative.

7.3.2 Do not use language through which the participant or the representative is made to waive
or appear to waive any of the participant’s legal rights.

7.3.3 Do not use language that releases or appears to release the biobank, the investigator, the
research sponsor, the institution or its agents from liability for negligence.

7.3.4 Tailor consent forms to address the situation in which the consent is being obtained (pre-
procedure and post-procedure consent).

7.3.5 Tailor consent forms to address the demographic population of the participants.

7.3.6  Tailor consent forms to address the need for a legally acceptable representative or
impartial witness if relevant.

7.3.7 Use language that respects the culture, traditions and knowledge base of the cultural
group being approached to participate in the biobank program.

7.3.8 Prepare the consent forms in official languages (e.g. English and French in Canada).

7.4 REB Approval of Consent Forms

7.4.1 Do not use any version of a consent form unless it has been reviewed and received
approval from the REB.

7.4.2 Whenever it is necessary to revise the consent forms (see section 7.2) have the REB
approve revisions.

8.0 APPLICABLE REFERENCES, REGULATIONS AND GUIDELINES

8.1 Declaration of Helsinki
http://www.wma.net/en/30publications/10policies/b3/index.html

8.1 Tri-Council Policy Statement 2; Ethical Conduct for Research Involving Humans; Medical Research
Council of Canada; Natural Sciences and Engineering Council of Canada; Social Sciences and
Humanities Research Council of Canada.
https://ethics.gc.ca/eng/documents/tcps2-2022-en.pdf
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8.2 Best Practices for Repositories I. Collection, Storage and Retrieval of Human Biological Materials for
Research. International Society for Biological and Environmental Repositories (ISBER).

https://www.isber.org

9.0 APPENDICES

10.0 REVISION HISTORY

SOP Number Dat_e Author Summary of Revisions
revised

2.1.002 e1.0 |Aug 2008 Jdsh Initial release

2.1.002 €1.0 |Apr-2012 CMG Grammatical and formatting updates throughout.
Definitions removed.
Reference links updated.
Section 2 (Scope): deleted “the SOP covers preferred legal
and cultural language that should be used,”
Section 7.1: #1, changed wording. #8, deleted “Describe what
will take place should consent be withdrawn”, #9, worded
more specifically, deleted #10

2.002 e2.0 Nov 2025 T Boiler plate text added

New definitions and terminology defined (see introduction
References updated
Grammatical and formatting throughout

Updates and clarification to what should be
included in consent forms

[0 SOPs d
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