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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

Voluntary participation by individuals is a central factor in the success of the biobank and also provides
individuals with opportunities to support research. Obtaining voluntary informed consent of participants
who have been given information about all the relevant aspects of the biobank is vital for its ethical
conduct. Participants consent to donate their biospecimens to the biobank, allow access to their data,
acknowledge that they accept associated risks (e.qg. risks of phlebotomy and/or loss of privacy) and give
permission for these materials (biospecimens and data) to be used for broadly specified future research.
Consent forms need to be approved by a Research Ethics Board (REB).

SCOPE

This standard operating procedure (SOP) covers the tasks and procedures for identifying and
approaching potential participants and obtaining and documenting informed and voluntary consent in
order to participate in a biobank.

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

3.1 CTRNet ROP 1; Ethics
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3.2 CTRNet ROP 2; Privacy and Security
3.3 CTRNet ROP 3; Consent
3.4 CTRNet Biobanking Policy

ROLES AND RESPONSIBILITIES

This SOP applies to all qualified biobank and healthcare personnel that are involved in recruiting potential
participants and obtaining informed and voluntary consent. This may include the following personnel:

Personnel Responsibility/Role
Biobank Manager, Director, or Principal Developing and overseeing appropriate REB approved
Investigator recruitment and informed consent processes in

conjunction with the biobank team which may include
collaboration with healthcare personnel.

Appropriately trained biobank or Follows REB approved recruitment and informed consent
healthcare personnel conducting consent processes.

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.

Informed Consent Form

Assent Form (if applicable)

Biobank information management system (BIMS)

Recruitment log

DEFINITIONS

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

Obtaining informed consent is a procedure involving several phases, steps, and processes. This
procedure can occur in different settings or protocols that are described in the appendix.
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The process of obtaining consent by biobank personnel can be considered as involving three phases:
e Referral (to enable contact)

e  Preliminary interview (to ascertain potential participant’s interest in the biobank and preference
for the format of provision of full information)

e Informed consent (the completion and documentation of a consent decision).

In practice these are often merged (e.g. referral and preliminary interview may be merged and conducted
at the same time by healthcare personnel and informed consent obtained subsequently by the biobank).

7.1 Referral of Potential Participant

7.1.1 Potential participants may be identified by referral from their healthcare provider or in some
cases through self-referral (e.g. through community awareness).

7.1.2 Log the potential participant’s referral information as appropriate in the recruitment log or
equivalent and initiate any administrative tasks.

7.1.3 Consider if any interpreting services will be needed to communicate with the potential
participant and arrange services as appropriate.

7.1.4 Confirm that the participant meets the inclusion criteria of the biobank.

7.2 Preliminary interview of the potential participant
7.2.1 This can occur by phone, online meetings, or in-person.
7.2.2  Consider using gender-inclusive language.

7.2.3 Describe the biobank briefly and in general terms. If the potential participant is then
interested in discussing participating the next step is to establish, based on the potential
participants’ preference, how to move onto the informed consent phase which will include
providing specific details about what is involved in participating.

7.2.4  The next steps include determining the time and place or method to meet to discuss consent
or the medium to receive more information and the Informed Consent Form document to
consider, such as via email, mail or online through access to the biobank website. The
meeting method could be a face-to-face meeting or could be a remote meeting using an
online meeting tool or telephone. It may be appropriate to ask a potential participant clarifying
questions related to accessibility to help identify and address any barriers to participation
such as “Are you able to read the consent form in English?”, “What language would help you
understand the information?” or “Do you find it hard to read documents? Is there something
that would help (e.g. larger font, someone to read the document to you)?”

7.2.5 Schedule the Informed Consent discussion.
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If the potential participant declines to learn more about the biobank after this preliminary
interview, communicate the decision to the appropriate biobank personnel so that the
recruitment log or equivalent can be purged of any referral information.

7.3 Obtaining Informed Consent from the potential participant

The person obtaining informed and voluntary consent should be qualified by training to do so and be
knowledgeable about the biobank.

7.3.1

7.3.2
7.3.3

7.3.4

7.3.5

7.3.6

After receiving a referral through an appropriate mechanism and conducting the preliminary
interview to confirm the initial interest of the potential participant and/or appropriateness of
the referral for the biobank, initiate the consent process.

Arrange any interpreting services if required.

Ensure that the Informed Consent Form with any additional REB-approved information on the
biobank is a current REB approved version to be used to conduct the informed consent
discussion with the potential participant.

For the purpose of a face-to-face discussion, meet the potential participant in a space that
offers, if possible, a quiet and private environment.

Having another person (potential participant’s family member or friend) at the consent
meeting is acceptable and may help the potential participant relax, provide support and
facilitate the potential participant’s information retention.

Initiate rapport with the potential participant and consider whether this is an appropriate time
for them to consider consent to the biobank. Be sensitive to the possibility that stress (e.g.
recent diagnosis of a serious illness), medication and other factors may reduce
comprehension. Consider deferring informed consent discussion to another time. Using the
Informed Consent Form as a guide, give the potential participant information (in clear
language) about the following:

a. Why are they being invited to participate in the biobank.

b. Purpose and importance of the biobank in the context of the research that it is intended
to support.

c. Oversight and governance of the biobank.

d. Clarify that participation is voluntary. Also confirm that the decision to decline to
participate now or to withdraw from the program at any future date, will not affect the
standard or type of care the participant will receive.

e. Outline any procedures they may be invited to undergo in order to participate (e.g.
phlebotomy) and procedures (e.g. surgery) that are part of clinical treatment that may
offer an opportunity for participation.
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f.  Types of biospecimens and associated personal and health information collected, how
they will be handled and stored and how long they will be retained for.

g. Protection of privacy and confidentiality. Describe in general lay terms processes and
steps taken by the biobank to protect privacy and confidentiality.

h. Intended users (i.e. academic researchers and/or industry users) and how biospecimens
and associated data will be used in research.

i. Discuss the physical risks of participation in the biobank (e.g. risks associated with
giving blood such as bruising, bleeding and infection at the blood draw site) and the
privacy risks (as they relate to a possible data breach including their health information)

j.  Outline that there are no direct benefits to participating in the biobank but that the new
knowledge generated from the research may potentially lead to the development of new
tests and therapies. Specify that they will not receive any compensation for participation
in the biobank. They will also have no share in any revenue generated from any tests,
therapies or discoveries generated from research on the biospecimens or data.

k. Inform them if there will be the return of any research results and what the process for
this is would be.

l. Provide information on how to withdraw from the biobank.
m. Provide the biobank contact information.

n. Allow them adequate time to read and assimilate the Informed Consent Form. This may
include reviewing the Informed Consent Form at a later time. Ask them questions to
assess their comprehension of the material reviewed. Encourage them to ask questions
in return and answer the questions as best as possible. Ensure that they are aware that
they can obtain additional clarification or ask further questions by contacting the
biobank.

o. Ifthey agree to participate in the biobank, request that they sign and date one or more
copies of the Informed Consent Form as per institutional policy.

p. The individual obtaining the consent and/or the biobank representative should sign and
date one or more copies of the Informed Consent Form as per institutional policy.

g. Provide a copy of the completed Informed Consent Form (along with any other REB
approved information) to the participant and retain one or more copies for the biobank
records or for other locations as required by institutional policy.

7.4 Alternate Situations for Obtaining Informed Consent

7.4.1 Consent using a Legally Acceptable Representative
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If the potential participant is judged to be incapable of providing consent , the consent of a Legally
Acceptable Representative may be sought. In situations where a pediatric patient is being
approached, a parent/guardian will consent on behalf of the minor (pediatric participant). However,
the minor will be involved in the decision making and will provide their assent. Some biobanks, after
consultation with their REB, may decide not to obtain consent by this method.

7.4.2  Impartial Witness

If the potential participant is unable to read, an impartial witness should be present during the entire
informed consent discussion. After the Informed Consent Form and any other written information is
read and explained, the participant can orally consent to participate in the biobank. Both the
participant (if capable) and the impartial withess must sign and date one or more copies of the
Informed Consent Form. Indicate on both copies of the Informed Consent Form that the printed
name, signature, and date were obtained from the impartial witness.

By signing the Informed Consent Form, an impartial witness attests that the information in the
Informed Consent Form and any other written information was accurately explained to, and
apparently understood by, the participant or the participant’s legally acceptable representative, and
that informed consent was freely given by the participant or the legally acceptable representative.

7.4.3 Use of an Interpreter

If the potential participant or the legally acceptable witness does not speak the language of the
Informed Consent Form, the consent discussion should take place in the potential participant’s
language following institutional policy on the use of interpreters (e.g. using a qualified interpreter)
Both the participant (if capable) and the interpreter must sign and date one or more copies of the
Informed Consent Form. Indicate on both copies of the Informed Consent Form the printed name,
signature and date from the interpreter.

By signing the Informed Consent Form, the interpreter attests that the information in the Informed
Consent Form and any other written information was accurately explained to, and apparently
understood by, the participant or the participant’s legally acceptable representative, and that
informed consent was freely given by the participant or the legally acceptable representative.

Follow local REB requirements and timelines for providing a translated Informed Consent Form to a
participant.

7.5 Documenting Informed Consent

File the signed Informed Consent Form in the participant file and document as appropriate in the
BIMS. Document the informed consent as per institutional requirements. Important information to
consider recording is:

a. Consent decision
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b. Date informed consent was obtained
c. Version of the Informed Consent Form
d. Who obtained the consent

e. Whether an interpreter/translator, legally acceptable representative or impartial witness was
used

8.0 APPLICABLE REFERENCES, REGULATIONS AND GUIDELINES

8.1 Declaration of Helsinki
https://www.wma.net/wp-content/uploads/2024/10/DoH-0ct2013.pdf

8.2 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

8.3 Best Practices for Repositories |. 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

9.1 Appendix A — Consent Related Protocols

10.0 REVISION HISTORY

SOP Date

Number revised Author Summary of Revisions

Oct 2025 JLand TT Initial release
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Appendix A: CONSENT RELATED PROTOCOLS

Biobanks operate with several types of protocols to obtain informed consent. These protocols differ
with respect to the mechanism of referral and the timing of approaching the patient relative to the
availability of biospecimens for research collection. There are advantages and disadvantages for both
potential participants and the biobank to be considered. In either case the REB must approve the
details of the consent protocol.

Permission to contact protocol

For some biobanks it is efficient to establish a simple mechanism to develop a database of potential
participants who can then be contacted to obtain specific consent to participate in research in the
future. This may involve obtaining a referral from health providers (or directly from potential research
participants who learn of the mechanism), in order to obtain a ‘permission’ from individuals to include
them in a database. This database contains contact details and limited health information that is
sufficient to be queried to determine general eligibility for a specific research study in the future. The
advantages of this protocol are the simple decision asked of the participant and the low cost and effort
for the biobank of obtaining an initial permission to contact, as opposed to obtaining full consent from
all participants when only a subset may meet the criteria for a specific future study. The protocol is
particularly applicable to biobanks supporting research studies that involve obtaining biospecimens
already collected and stored in clinical archives or studies that intend to contact participants to obtain
specific new biospecimens or subject provided data. Disadvantages include the need to recontact
some participants in the future to obtain consent.

Pre-procedure consent protocol.

For many biobanks, this protocol is the most efficient and provides an opportunity to secure consent to
obtain other relevant biospecimens (e.g. blood) before and during procedures and to deploy specialized
biospecimen handling protocols. Disadvantages include the sometimes short pre-procedure consent
period that can preclude adequate time for consideration by the potential participant, high levels of
stress already experienced by some potential participants in the pre-procedure period, and the
inefficiency for both the potential participant and biobank around taking time to discuss consent when
the procedure that follows may not yield an appropriate biospecimen.

Determine biobank informed consent processes related to a pre-procedure consent protocol.
If the potential participant declines to participate in the biobank:

a. Purge all potential participant’s information from the recruitment log or equivalent and any other
documentation; and

b. Communicate the decline decision to relevant biobank personnel so that referral data that may have
been collected before the procedure are purged.
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Post-procedure consent protocol.

For many biobanks, where the goal is to collect remnant tissue biospecimens that are not needed after
clinical diagnosis, this protocol may be more efficient and provides an opportunity to identify potential
biospecimens before initiating the process of consent. Disadvantages include the cost of collecting,
processing and storing a biospecimen that may have to be destroyed if consent is not obtained and also
the need to deploy mechanisms to secure potential participant referral to consider consent and to track
consent status and actions through the post-procedure consent period.

A tissue biospecimen may be collected by health care providers (e.g. pathologists) and held in
temporary storage as an identifiable biospecimen for a short-defined period to allow a research
biobank to seek informed consent to obtain for research.

The length of the consent period is defined in the REB approved protocol and usually lasts until the
completion of diagnosis, which may vary for different sites and disease entities, but is typically 3
months to 1 year. During the consent period the consent status (participant consented, potential
participant declined, or potential participant no decision) of the biospecimen must be determined by
the biobank, and the appropriate action taken in response to each status category (see below) before
the biospecimen is transferred to the custody of the biobank (i.e. accrued) and/or research is
conducted on it.

Determine biobank processes related to a post-procedure protocol including tracking of the collecting,
processing and storing of biospecimens, mechanisms needed to secure potential participant referral
and tracking of consent status.

Determine biobank actions once expiry of the post-procedure consent period occurs.

The consent status will be either consented, declined, or no decision known. An example of this last
category is that an interest in being contacted to consider consent was provided by a referral process
but a decision was not received before the end of the post-procedure consent period expires.

The appropriate action is taken in response to each consent status category and this should be in
accordance with the REB approved protocol. Typically, this action is accrual or destruction. Where
the potential participant’s decisions are unknown, anonymization and use of the biospecimen may be
approved by the REB.

If the potential participant declines to participate in the biobank within the consent period:

Purge all potential participant’s information from the BIMS/recruitment log and any other
documentation.

Communicate the decline decision to relevant biobank personnel so that data and biospecimens that
have been collected are destroyed.
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If the consent period has elapsed and potential participant’s decision is not known, a possible action is
to anonymize the biospecimen and relevant data (or may be destroyed as above) as determined in
the REB approved protocol. Anonymization should occur as follows.

Remove all potential participants identifying information from the BIMS/recruitment log and any other
documents.

Document that the expiry consent period has lapsed.

Communicate the potential participant’s decision of unknown status to relevant biobank personnel so
that data and biospecimens that have been collected are anonymized.
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