The aim of this NSW Biobank Standard Operating Procedure (SOP) Template is to provide guidelines to act as a resource when drafting or revising Biobank SOPs.  This document is not intended to be used as an active SOP in the current form.  The content includes topics with examples to consider when developing and/or refining Biobank specific SOPs. Some of the examples and information will not necessarily be appropriate for your Biobank. Biobank staff are encouraged to edit, delete and add information as appropriate for your Biobank. A complementary resource is the Biospecimen Research Database (BRD) from the National Cancer Institute (NCI) in the USA where you can search SOPs uploaded by Biobanks around the world.  Click here to go to the BRD website, then click on ‘Search SOPs’.  
	
Purpose
[bookmark: _Toc216000784][bookmark: _Toc209497035]Voluntary participation of invited individuals is a central factor in the success of a Biobank collecting human material and provides participants with an opportunity to support research. Voluntary participation is free from coercion and pressure. To promote participation, Biobank personnel and associated and collaborating clinical professionals at participating institutions should implement systems to ensure that appropriate individuals are recruited.

The purpose of this SOP is to provide background information on recruitment options and procedures.

Scope
This standard operating procedure (SOP) covers the overall processes for identifying, approaching and recruiting participants for the purpose of obtaining consent to take part in a Biobank. This SOP is relevant to Biobanks that collect:
· biospecimens (e.g. blood, urine, saliva, buccal swab) that involve minimal risk collection procedures (e.g. phlebotomy) and/or
· tissue biospecimens that are derived from standard medical procedures (e.g. surgery) and the tissue banked is not required for clinical diagnostic pathology requirements 

Related steps, tasks and procedures are covered in other SOPs. 
	
IMPORTANT: Biobanks that store biospecimens that involve collections with a higher level of risk (e.g. obtaining an additional biopsy core during a standard core biopsy procedure that would not have otherwise been taken for diagnosis) fall outside the scope of this SOP and require consultation and specific approval from a Human Research Ethics Committee (HREC) for the specified protocol.

Roles & Responsibilities
This SOP applies to all Biobank and other personnel (e.g. clinical staff) that are involved in recruiting potential participants.

Definitions
	Terms/Abbreviations
	Definitions

	Consent
	A person’s or group’s agreement, based on adequate knowledge and understanding of relevant material, to participate in research. Consent may be: 
· ‘specific’: limited to the specific project under consideration; 
· ‘extended’ (or ‘partially restricted’): given for the use of data or tissue in future research projects that are ‘an extension of, or closely related to, the original project’; or in the same general area of research (for example, genealogical, ethnographical, epidemiological, or chronic illness research); 
· ‘unspecified or ‘broad’: given for the use of data or tissue in any future research.

	Participant (in research)
	An individual (a patient or healthy volunteer) who is the subject of research as described in the purpose and scope of this document.  The individual has consented to take part in the Biobank and is the source of the biospecimen and/or data collected by the Biobank for research.  This individual may also sometimes be referred to as the 'subject', 'donor', ‘provider’ or 'case'.

	Individually identifiable data
	Data where the identity of a specific individual can reasonably be ascertained.
· Examples of identifiers include the individual’s name, image, date of birth or address

	Re-identifiable data
	Data from which identifiers have been removed and replaced by a code, but it remains possible to re-identify a specific individual by, for example, using the code or linking different data sets. Also known as pseudonymisation.
· With advances in genetic knowledge and data linkage, and the proliferation of Biobanks of identified material, human biospecimens (e.g. tissue, blood, blood components, saliva and waste products) should always be regarded as, in principle, re-identifiable.

	Non-identifiable data
	Data which have never been labelled with individual identifiers or from which identifiers have been permanently removed, and by means of which no specific individual can be identified. A subset of non-identifiable data are those that can be linked with other data so it can be known that they are about the same data subject, although the person’s identity remains unknown. 

	De-identified data
	The National Statement on Ethical Conduct of Human Research avoids the term ‘de-identified data’, as its meaning is unclear. While it is sometimes used to refer to a record that cannot be linked to an individual (‘non-identifiable’), it is also used to refer to a record in which identifying information has been removed but the means still exist to re-identify the individual (pseudonymisation). When the term ‘de-identified data’ is used, researchers and those reviewing research need to establish precisely which of these possible meanings is intended.

	Low risk (research)
	Research in which the only foreseeable risk is one of discomfort

	Voluntary participation
	Participation that is free from coercion and pressure

	HREC
	Human Research Ethics Committee

	The National Statement
	The National Statement on Ethical Conduct in Human Research 

	NSWHP
	New South Wales Health Pathology

	Phlebotomy
	The practice of drawing blood. It is most often done for laboratory testing



Related documents
The documents and forms listed below are required to document consent pre-operatively.
	Documents and/or Forms
	Description

	NSWHSB SOP 1.2: Obtaining Informed Consent
	SOP that outlines the process of consenting participants to the Biobank and documenting this consent. 

	Participant Information Sheet and Consent Form
	HREC-approved documents required for all informed consent interviews (must be signed by the participant or their authorised representative).

	Initial Contact Letter (if applicable)
	HREC-approved document.  Used by some Biobanks if the Participant Information Sheet and Consent Form are to be mailed to the potential participant. 

	NSW/CTRNet Required Operational Practice 1: Ethics
	ROP that describes the key ethical principles that a biobank should adhere to in order to meet the current best practice standards. 

	NSW/CTRNet Required Operational Practice 3: Consent
	ROP that describes the key principles regarding consent that a biobank should adhere to in order to meet the current best practice standards. 



Procedures/Method
Phases of Consent
The process of recruitment and obtaining consent by a Biobank must be approved by their local HREC. The process may be considered as including three phases or steps depending on the type of Biobank:
1. Referral of potential participant: Referral of a potential participant may occur in many different ways depending on the Biobank.  Some examples:
a. Self-referral:  Potential participants may contact a Biobank to inquire about participation after seeing a HREC-approved advertisement or material about the Biobank such as a poster, website or pamphlet.  Potential participants may also ask their health care professional about participating in medical research. 
b. Referral by a health care professional:  As a research entity, the Biobank may not be able to identify appropriate participants directly.  For example, a disease-specific biobank that is operated by researchers at a university may wish to recruit individuals who attend a hospital or clinic affiliated with the university.   The Biobank staff may not have access to hospital information/records such as surgical or clinic lists and therefore may be dependent on health care professionals to introduce and/or refer potential participants to the Biobank. The introduction or referral may occur during the patient’s office visit or scheduled appointment or test. The introduction of the Biobank can be brief and establishes the permission of the potential participant to be contacted by the Biobank to discuss further. 
2. Preliminary interview:  A preliminary interview may occur in person, by email/mail or by telephone.  The interview may be very brief and aims to ascertain a person’s interest in the Biobank and (if they are interested) their preference for how they can learn more about the Biobank. For example, the general terms of the biobank may be described, and the potential participant may be asked if they would like someone from the Biobank to discuss the project further.  Options for further discussion may include in person at their next appointment or via phone.  Some potential participants may wish to receive further information via mail or email.  Others may wish to contact the Biobank themselves.  At this stage, a Biobank pamphlet or a copy of the Participant Information Sheet/Consent Form may be given to the potential participant to read at that time or to take home to read later. 
3. Informed Consent: The informed consent discussion is usually conducted face to face or by phone.  The aim is to discuss what is involved in detail and to document the potential participant’s decision to decline or to provide informed consent by a signed consent form. The details of this step are covered in NSW HP SOP - Obtaining Informed Consent.

In practice the above phases or steps are often merged (e.g. the referral and preliminary interview may be merged and conducted at the same time by a physician, and informed consent obtained subsequently by the Biobank, or all three steps may be accomplished by a physician or a Biobank staff member such as a research nurse, who is working in the institution). However, consideration of the process as a series of steps can be useful in designing recruitment and consent protocols for specific locations and situations. For example, the mechanism to obtain referrals for Biobanks which collect tumours is often instituted through establishing dedicated collaboration and participation with surgical staff. Alternatively, this mechanism may be expanded to involve other clinical or research staff to act as designates of the physicians and participation in a Biobank might be offered as a clinic, unit or centre-wide invitation.

Tools such as a Potential Participant Recruitment Log (see Appendix A) may be useful in assisting clinical and research staff to identify appropriate individuals.  Many different processes may be adopted that meet the needs of the potential participants, Biobank staff and clinical staff (if appropriate). These will depend upon the Biobank, the number of staff, the potential locations, and opportunities for recruitment.  Sample recruitment flow charts are shown in Appendix B.  Biobanks may adopt a combination of more than one method of identifying eligible participants. 

Pre and Post Procedure Consent Protocols
Informed consent may be obtained pre-procedure or post-procedure.  There are advantages and disadvantages for both the participant and the Biobank when considering pre and post-procedure consent protocols. Many Biobanks operate both protocols. In either case the local HREC must approve the details of the recruitment and consent process.

Pre-procedure Consent:  Consent must be obtained pre-procedure if the biospecimen is being collected specifically for the Biobank.  In the case of blood biospecimens, consent must be obtained BEFORE the blood is collected if additional tubes of blood are being collected specifically for the Biobank, even if the participant is undergoing a standard blood collection at the same time.  This is because the extra tubes of blood for the Biobank are in addition to the standard blood collection.  Pre-procedure consent must also be obtained if saliva, buccal swabs and/or urine are to be collected specifically for the biobank.  

A significant number of participants prefer pre-procedure consent. For many Biobanks, such as those led by surgical investigators, it is more efficient and provides an opportunity to secure consent to obtain blood samples before and during procedures and to deploy specialised biospecimen handling protocols. Disadvantages include the sometimes short pre-procedure consent period that can preclude full consideration by the participant (e.g. individuals requiring emergency surgery), high levels of stress experienced by some participants in the pre-procedure period, and the inefficiency for both participant and Biobank around taking time to discuss consent when the procedure that follows may not yield an appropriate biospecimen.

If a potential participant is approached as part of a pre-procedure consent protocol and subsequently declines to participate in the Biobank, the Biobank staff will:
1. Purge all participant information from the Potential Participant Recruitment Log; and
2. Communicate the decision to decline to relevant Biobank and/or clinical personnel so that any data collected before the procedure are purged. 

Post-procedure Consent:  Consent may be obtained post-procedure if:
1. The HREC has approved the post-consent process and
2. The procedure is being conducted as part of standard of care and there are no changes to the procedure.  Two common examples are:
a. If a participant is undergoing surgery for standard treatment and the Biobank is collecting tissue biospecimens that are not required for the diagnosis (e.g. the Biobank will collect and store any ‘surplus’ or ‘unused’ tissue’ that is not needed for the diagnosis).  In such cases, the priority of tissue sampling by a pathologist or designate is the diagnosis, and the pathological assessment must not be compromised by biobanking. If all the tissue is required for the diagnosis, no tissue will be allocated to the Biobank.  The surgical procedure itself is not changed as a result of the Biobank.  The only change in the process is how the tissue sample is handled and processed after it is removed from the participant.  
b. If a participant is undergoing a routine blood collection as part of their treatment, diagnosis, follow up and/or management and the Biobank will use any blood unused from the routine collection.  In this case, no extra blood is collected specifically for the Biobank.  In such cases, consent may be obtained after the blood is collected. 

Some participants prefer this option. For many Biobanks, such as those led by pathologist investigators, it is more efficient and provides an opportunity to identify potential biospecimens before initiating the process of consent. Disadvantages include the need to deploy mechanisms to secure participant referral to consider consent and to track consent status and actions through the post-procedure consent period.

During the post-procedure consent period a biospecimen that has been collected may be held in temporary storage as an identifiable specimen until the consent status is known. The identifiable biospecimen is held in an agreed storage location and no research may be conducted until the consent status is known or the time period has expired and the appropriate actions have been taken as approved by the local HREC (see below).

The length of the consent period is defined in consultation with the local HREC, 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 (consented, declined, or 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 Biobank (i.e. accrued) and/or research is conducted on it.

At the end of the consent period, the appropriate actions taken by the Biobank depend on the consent status and the process should be determined and approved by the local HREC:
1. Consent Status = Participant Consented: the biospecimen is transferred to the Biobank
2. Consent Status = Participant Declined:
a. Purge all participant’s information from the Recruitment Log; and
b. Communicate the decision to decline to relevant Biobank or clinical personnel so that data and biospecimens that have been collected are purged.

3. Consent Status: No Decision or Unknown: The appropriate action will depend on the Biobank and the local HREC approval.  Typically, this action will include destruction of the biospecimen and purging the data after a pre-defined length of time has elapsed (as described above for potential participants who decline). However, accrual of the biospecimen may be approved by the HREC if the biospecimen and data are anonymised (e.g. all personal identifiers are removed from the Biobank documents and Biobank database). However, with advances in genetic knowledge and data linkage, human biospecimens (e.g. tissue, blood, blood components, saliva and waste products) are regarded in the National Statement on Ethical Conduct of Human Research as, in principle, re-identifiable.  

Appendices
· Appendix A: Potential Participant Recruitment Log
· Appendix B: Participant Recruitment Flow Charts

References, Regulations and Guidelines
1. Canadian Tumour Repository Network (CTRNet) Standard Operating Procedures: https://biobanking.org/operating-procedures 
2. The National Statement on Ethical Conduct in Human Research 2018. 
3. Best Practices: Recommendations for Repositories. Fourth Edition. International Society for Biological and Environmental Repositories (ISBER) 2018. Campbell LD, Astrin JJ, Brody R, DeSouza Y, Giri, J, Patel AA, Rawley-Payne M, Rush A and Sieffert N. 
4. ISO 20387:2018[E] Biotechnology – Biobanking – general requirements for biobanking
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Appendix A:  Potential Participant Recruitment Log

	Participant 
Initials
	Medical Record No.
	Biobank Introduced to Potential Participant
	Participant’s preferred method of contact


In person/ phone/email
	Participant Details Given to Biobank Staff



Y/N

	
	
	Biobank participant information sheet given to potential participant

Y/N
	Participant agreed that Biobank staff could contact him/her


Y/N
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	

	

	
	
	
	
	






Appendix B:  Participant Recruitment Flow Charts

Option 1: Pre-procedure Consent via Self-Referral
Legend

No
Yes
Yes
Yes
No
Potential participant sees an advertisement or information (such as an HREC-approved poster, pamphlet, website) about the Biobank.  This might be a population Biobank for healthy individuals or disease/condition Biobank for people with a particular disease or condition.
Potential participant contacts the Biobank (or other individual/s as outlined in the advertisement).
Potential participant meets Biobank criteria 
(if any). 
Potential participant is interested in participating and would like more information
Biobank staff suggests an alternative Biobank (e.g. population-based Biobank) or other opportunities to participate in research if applicable.
Biobank staff discuss details of the Biobank (at another time if preferred by the potential participant) as outlined in SOP: Obtaining Informed Consent

Biobank staff member introduces the Biobank to the potential participant and outlines any criteria for participation (e.g. age or specific disease/condition criteria that must be met).
Biobank staff thanks the person for contacting the Biobank.
Biobank 
Participant
Admin staff
Surgeon
Criteria 




Option 2: Pre-procedure Consent with Referral via Hospital Staff

Yes
Unsure
No
Yes
Yes
Potential participant attends clinic/hospital
Biobank information sheet & consent form included in patient information package.
Administrative staff in the clinic/hospital ask the patient if they are happy for a Biobank staff member to contact them so they can receive further information.
XYZ disease/ condition confirmed
Potential participant would like more information about the Biobank
Administrative staff:
1. Adds patient details to Potential Participant Recruitment Log
2. Records how to patient wishes to be contacted
3. Gives the log to the Biobank staff


Administrative staff asks potential participant how they would like to be contacted (e.g. in person, on the telephone, via email).
Administrative staff:
1. Adds patient details to Potential Participant Recruitment Log.
2. Adds a comment that patient is unsure and will be asked again at the next clinic appointment.
3. Makes a note in the clinical record/chart that patient is thinking about the Biobank and to ask again at next visit.

Administrative staff:
1. Removes patient identifiers from Potential Participant Recruitment Log.
2. Makes a note in the clinical record/chart so that the patient is not approached again.

Biobank staff:
1. Contacts the potential participant
2. Discusses the Biobank as outlined in SOP: Obtaining Informed Consent
3. Notifies the administrative clinic/hospital staff of the patient’s decision (consent, decline, unknown).


Option 3: Pre-procedure Consent by Biobank Staff for Tissue Collection 
Yes
Yes
No opt-out received
Yes
Unsure
No
Yes
Patient attends appointment with surgeon.
Administrative staff:
1. Includes Biobank information and contact details of Biobank staff in the patient information package.
2. Adds patient to Potential Participant Recruitment Log; and
3. Gives the Log to Biobank staff.
Potential participant would like more information.
Patient with XYZ disease/condition and surgery is planned.
Biobank staff:
1. Removes patient identifiers Potential Participant Recruitment Log; and
2. Notifies Biobank and/or hospital administrative staff of the patient’s decision so that the patient is not approached again.

Biobank staff:
1. Discusses the Biobank as outlined in NSW HP SOP: Obtaining Informed Consent
2. Notifies the administrative clinic/hospital staff of the patient’s decision if appropriate; and
3. If the participant consents, organizes biospecimen collection as appropriate.
Surgeon #2 does not mention the Biobank to the patient but writes ‘Biobank’ on the surgical planning form to flag this patient to the surgeon’s administrative staff. 

Surgeon #1 briefly introduces the Biobank and informs the patient that:
1. Detailed information about the Biobank will be in their information package.
2. A Biobank staff member will be available in the pre-admission clinic on the day of their surgery to provide them with more information if they wish; and
3. The contact details of the Biobank staff are also in the information package if they have any questions prior to the day of surgery.
Surgeon #3:
1. Briefly introduces the Biobank to the patient; and
2. Informs the patient that a blood test is needed prior to surgery and that the nurse who will take his/her blood will provide more information about the Biobank. If the patient agrees, the surgeon writes ‘Biobank’ on the blood request form.

The administrative staff:
1. Adds patient to Potential Participant Recruitment Log; and
2. Gives the Log to Biobank staff.

Biobank staff:
1. Lets patient know that he/she can decide later.
2. Confirms if potential participant would like to be contacted again and if so how.
3. Adds patient Potential Participant Recruitment Log; and
4. Contacts patient again as agreed if applicable.
 
The nurse is also a Biobank staff member (or is trained in consenting patients) and asks the patient if they’d like more information about the Biobank.
Biobank staff mails the potential participant:
1. A copy of the HREC-approved letter of initial contact to introduce the Biobank. The letter states that a Biobank staff member will be available on the day of surgery to provide them with information if they wish (and includes a telephone number and email so the patient can opt-out if they wish).
2. A copy of the participant information sheet and consent form.

The Biobank staff:
1. Meets the potential participant on the day of surgery (e.g. at the pre-admission clinic)
2. Briefly introduces the Biobank; and
3. Asks if the potential participant would like more information. 
 
Yes
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