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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]Participation in biobanking is voluntary. Biobanks should establish, document and implement procedures supporting the donor right to withdraw consent.  Participants should have the right to withdraw consent at any time and for any reason, and have their unused specimens and data removed from the biobank. For example, if patients have social, philosophical, religious or family concerns they may decide to withdraw consent.  Participants are not required to provide a reason for withdrawal of their consent.

Scope
The scope of this standard operating procedure(SOP) is to outline the general procedures that should be followed when a participant wishes to withdraw consent and to uphold the rights of the participant. 

Roles & Responsibilities
This SOP applies to all qualified biobank personnel and staff that are involved in receiving the request for withdrawal of consent and to those involved in taking follow-up action. 

Definitions
	Term/Abbreviation
	Definition

	Consent
	A person’s or group’s agreement, based on adequate knowledge and understanding of relevant material, to participate in 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 is also sometimes referred to as the 'subject', 'donor'. ‘provider’  or 'case'.

	Authorised person
	An individual who, by legal appointment or by the effect of a written law, is authorised to give consent or withdraw consent on behalf of the participant. This may be because the participant is a child or due to a disability or medical condition is totally or partially unable to provide consent or withdraw consent.


	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 pseudonymisationWith 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 freely given withoutcoercion and pressure.

	HREC
	Human Research Ethics Committee

	National Statement
	The National Statement on Ethical Conduct in Human Research 

	NSWHP
	New South Wales Health Pathology

	PPE
	Personal protective equipment (PPE) is anything used or worn by a person to minimise risk to the person's health or safety.  In the laboratory setting, this includes lab coats, gloves, safety glasses and face shields. 



Related documents

	Documents and/or Forms 
	Description

	Required Operational Practices (ROPs)

	
	

	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 2: Privacy and security
	ROP that describes the key privacy and security 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. 

	Standard Operating Procedures (SOPs)

	NSWHSB SOP 1.2: Obtaining Informed Consent
	SOP that covers the procedures for obtaining and documenting informed and voluntary consent from a donor to participate in the Biobank.

	Documents and forms
	

	Withdraw consent request (written or oral)
	A form to track withdrawal of consent. See Appendix A for an example.

	Biospecimen and data destruction list
	Documentation that confirms the sample(s) and/or data have been removed from Biobank records and storage. See Appendix B for an example. 

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

	
	



Materials & Equipment
The materials and equipment listed below may be required when documenting participant withdrawal of consent: 
· Inventory system and database
· Appropriate personal protection equipment (PPE)
· Unused samples from participant revoking consent
· Appropriate waste disposal containers

Safety
This SOP does not cover detailed safety procedures for handling biospecimens nor does it cover biohazardous waste. It is recommended that personnel utilise appropriate PPE and follow institutional biosafety and waste management guidelines.



Procedures/Method
Personnel at the biobank should take appropriate steps to respect the wishes of the participant and to ensure that participants are able to withdraw from the biobank.

Limitations of Withdrawal
Under national and international ethical guidelines, all research participants have the right to withdraw their consent at any time without penalty or explanation. This right of withdrawal is a fundamental principle enshrined in the Helsinki Declaration (1964). In practice, however, there are limitations to implementing that right of withdrawal in the context of biobanks, and potential participants need to be made aware of these. In particular, the possibility of withdrawing completely may depend on the timing of the request for withdrawal, whether the biospecimen has been distributed and used for research purposes, or if results are in the public domain or have been published. It may also depend on the nature of IT systems which might not allow complete deletion of personal data. The National Statement in Ethical Conduct in Human Research: (2018; section 3.2.12) requires that:
’Before potential participants consent to donation of their biospecimens, they should be given sufficient information about: their right to withdraw consent for the continued use of their biospecimens or associated data in research and any limitations that may be relevant to their withdrawal of consent; for example, as a consequence of the removal of identifiers, or the prior distribution and/or use of their biospecimens’.

The consent documentation needs to make clear:
· The research participant’s absolute right to withdraw consent;
· How this right is to be exercised (including relevant contact details);
· What will happen if this occurs (including what is to happen with any remaining biospecimens); and
· The limitations on withdrawal if the person’s biospecimen and data have already been distributed and/or made non-identifiable.

Request to Withdraw Consent
1. A donor or an authorised third party may withdraw consent at any time.
2. The request to withdraw consent may be made verbally or in writing and addressed to responsible personnel at the biobank and/or institution.
3. If the reason for withdrawal is provided voluntarily by the participant or authorised third party, it should be documented.
4. If there are different types of withdrawal available, the participant should be given the opportunity to select the most appropriate option (if possible).
5. The withdrawal of consent must be documented and tracked (see Appendix A).
6. The process for informing the biobank of the wish to withdraw consent must be clearly stated on the Participant Information and Consent documentation and any related websites.

Types of Withdrawal
Depending on the type of biobank, there may be several types of options for withdrawal, which can be outlined to the potential participant when seeking consent. Some possible options are:
1. ‘No further contact’ - no further contact with the participant, but the continued retention and use of the previously obtained samples and information is permitted. Obtaining further information from relevant health records is also permitted. This is particularly relevant for biobanks that collect biospecimens and/or data multiple times over a long period of time (e.g. population biobanks that distribute questionnaires to participants on a yearly basis or a disease-specific biobank that collects blood samples during treatment and/or follow-up).
2. ‘No further access’ - no further contact with the participant or access to health records but the retention and use of the previously obtained samples and information is permitted.
3. 'No further use' - in addition to no longer contacting or obtaining further information about the participant, any information and samples collected previously would no longer be available to researchers. The Biobank would destroy the participant’s samples (although it may not be possible to trace all distributed sample remnants) and would hold information relating to the person only for archival audit purposes. The signed consent and withdrawal would be kept as a record of the person’s wishes. Such a withdrawal would prevent information about the person from contributing to further analyses, but it would not be possible to remove data from completed analyses.
4. ‘Unknown’ – if types of withdrawal are available but the participant is unable or unwilling to select an option, the ‘no further use’ option should be the default selection.

A biobank may also consider giving participants the option of withdrawing from a particular use or project. Such selective withdrawal may be considered impractical, because for many biobanks it would not be possible to notify participants in advance about future projects and may be unworkable for large-scale biobanks.  Such notification may also be difficult to achieve for small biobanks.

Follow-up Action After Receiving the Request for Withdrawal
1. After receiving the request for withdrawal of consent the personnel should re-assure the participant that there are to be no consequences or negative impact on their normal course of treatment and care.
2. The participant should be notified in writing that their request has been actioned.
3. Notify the biobank director or assigned delegate that the participant’s consent has been withdrawn and clarify the type of withdrawal.
4. Upon receipt of a withdrawal instruction, the biobank director issues an instruction to withdraw to the relevant biobank personnel involved in both biospecimen and data aspects, instructing them to implement the withdrawal.

Follow-up Action After Receiving the “Instruction to Withdraw”
1. The actions will depend on the type of withdrawal.
2. If the participant selects ‘No further contact’, the biobank personnel should:
a. Document that the participant wishes to have ‘no further contact’ in the biobank management system.
b. Biobank personnel should not contact the participant, but updated information may be obtained in the future from relevant records (e.g. clinical databases).
c. The biospecimens/data already collected and stored in the biobank may be used.
3. If the participant selects ‘No further access’, the biobank personnel should:
a. Document that the participant wishes to have ‘no further access’ in the biobank management system.
b. The biobank personnel should not contact the participant.
c. Do not collect any additional information about the individual from any source.
d. The biospecimens/data already collected and stored in the biobank may be used.
4. If the participant selects 'No further use' or the type of withdrawal is unknown there are two scenarios to consider; the biospecimen and/or data have been collected by the biobank but i) not distributed for research or, ii) all or a portion has been distributed for research.
a. Upon receipt of an “Instruction to Withdraw” the biobank staff will determine whether scenario i) or ii) applies.
b. Under both scenarios, ensure that unused tissue, blood and/or other biospecimens as well as their derivatives from the participant that remain in the biobank are destroyed as per institutional policies.
c. Under both scenarios, delete all personal identifying information. In scenario a) all electronic and physical records are deleted or destroyed, including from any back up storage media. In scenario ii) in accordance with institutional policy non-identifiable records and samples may be maintained. HRECs may require that the original paper copy of the consent be maintained.
d. Do not collect any additional information about the individual from any source.
e. According to institutional policy samples such as embedded tissue blocks may need to be returned to the pathology department.
f. If required, store a log of all purged and discarded samples from withdrawn consent patients.
g. Should a back-up of the inventory database/informatics system ever be restored, the director should ensure that identifying records are not restored.
5. When required as per institutional policy, documentation of withdrawal may be provided to the HREC and/or a certificate of destruction may be provided to the participant.

Identifying Appropriate Biospecimens for Destruction (if applicable)
1. Search the biobank inventory management system to identify biospecimens that meet the requirements for destruction.
2. Create a biospecimen destruction list (see Appendix B).  If possible, generate the list electronically using the biobank inventory management system. 
3. Note that the Biospecimen ID/Barcode is the identifier on the container (see NSWHP SOP Labelling and Tracking Biospecimens.
4. Check the sample destruction list for accuracy.


Biospecimen Destruction
1. At the storage area of the Biobank, locate and pull specimens on the destruction list.
2. Maintain the biospecimens at the appropriate storage temperature while the identity of the biospecimens is confirmed. 
3. If a sample is missing or incorrect, attempt to find the samples by checking the entire box, the inventory management system and the paper tracking form (if applicable).  File a deviation report if the sample is not found.
4. Replace the containers from where the samples were picked as quickly as possible.  
5. Confirm the identity of the biospecimens on the destruction list.
6. Dispose of the biospecimens as per institutional biohazardous waste management policies.
7. When finished, clean the work bench appropriately (e.g. with disinfectant).

Documentation  Destruction
1. Update the inventory system as appropriate. 

Quality Control
1. A second, independent quality control check should be performed to confirm that:
a. The samples destroyed matches the destruction list and 
b. The inventory management system has been updated appropriately
2. The person who performs the quality control checks should document this activity in the biobank inventory management system and/or on the destruction list (see Appendix B). 

Appendices
· Appendix A: Withdrawal of Consent Tracking Form
· Appendix B: Biospecimen and Data Destruction Log Template

References, Regulations and Guidelines
(List all relevant references, regulations and guidelines here such as:
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
5. Office for Protection from Research Risks, US Department of Health and Human Services, Tips on Informed Consent. http://www.hhs.gov/ohrp/policy/ictips.html
6. NHMRC Biobanks Information Paper (2010)
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Appendix A: Withdrawal of Consent:Tracking Form

Withdrawal of consent has been requested for the Biobank participant below: 

Participant Last Name: _________________________ Participant First Name: _________________________

Date of Birth: __________________ Biobank ID: _______________________  
[DD/MMM/YYYY]

If withdrawal of consent is done in person and the participant wishes to document the withdrawal in writing, sign below

Participant Signature (optional): __________________________________ Date (optional): _____________________  


Details of the Withdrawal of Consent:

Request made by: 	☐ Participant		☐ Other authorised person, specify: _________________________

Date of Consent Withdrawal: __________________
[DD/MMM/YYYY]

Person Contacted: _________________________________	Position: __________________________________

	Method:
	☐ In writing (e.g. a letter or email)
☐ By phone
☐ In person
☐ Other, specify: _____________________

	Type of Withdrawal:




	☐ No further contact
☐ No further access
☐ No further use
☐ Unknown
☐ Other, specify

	
Reason for withdrawal (if voluntarily provided): _______________________________________________________




Details of Individual Documenting Withdrawal of Consent:

Name: _____________________________________ Position: _________________________

Signature: __________________________________ Date: ____________________________  


Actions and Tracking Withdrawal of Consent:
	Type of Withdrawal
	Required Action
	Date Completed
	Completed by (initials)

	‘No further contact’ or ‘No further access’
	Update biobank management system
	
	

	‘No further use’
	Update biobank management system
	
	

	
	Delete all personal identifying information in biobank management system (if applicable).
	
	

	
	Destroy all biospecimens and products remaining in the biobank (if applicable)
	
	

	
	Make all records and samples non-identifiable (if applicable).
	
	

	
	Return tissue blocks to the pathology department (if applicable)
	
	

	
	Maintain the original consent form (if required by HREC).
	
	

	
	Store a log of all purged and discarded samples from withdrawn consent patients (if applicable).
	
	

	
	Written confirmation of actions samples and/or data provided to participant and/or HREC (if applicable).
	
	




Appendix B:  Biospecimen and Data Destruction Log Template

	List generated by:
	Name

	Date of withdrawal:
	
	Page ____ of _____

	Participant ID:
	

	Type of withdrawal:
	☐ No further contact
☐ No further access
☐ No further use
	☐ Unknown
☐ Other, specify:___________________________________




	To be completed by person generating the destruction list.
	
	To be completed by the person(s) performing the destruction

	Bio-specimen ID/Barcode
	Participant Biobank ID
	Box Number
(e.g. XXXXXX)
	Box Position
(e.g. 1-100)
	
	Biospecimen
Destroyed
(√)
	Data
Destroyed
(√)
	Issues 
( e.g. sample not found)

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	



	Destruction Quality Check (QC)

	Person(s) performing the destruction:
	Name(s)
	Date:
	

	Biospecimen check performed by:
	Name(s)
	Date:
	

	Date check performed by:
	Name(s)
	Date:
	

	Inventory/Database updated by:
	Name(s)
	Date:
	

	Database QC check performed by:
	Name(s)
	Date:
	

	Comments/Notes:
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