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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
Biospecimens donated to a Biobank are intended to support research. In most cases the research findings have no immediate clinical relevance to individual participants.  Very rarely the research may yield data that might be relevant to the participant’s immediate treatment, outcome, wellbeing or future health or have impact on their family.  There are many social, ethical, and clinical considerations attached to the decision to make disclosure of research findings directly to the patient. 

Scope
This standard operating procedure (SOP) describes the procedures for defining and disclosing serious and significant research findings to Biobank participants. 

Roles & Responsibilities
This SOP applies to all staff who are involved in decision making that might lead to disclosure of research findings.

Definitions
	Terms/Abbreviation
	Definition

	Participant
	An individual (patient or healthy volunteer, if applicable) who is the subject of research and is the source of the biospecimen or data. Also sometimes referred to with the terms, ‘subject’, ‘donor’, ‘provider’  or ‘case’.

	Nominated Clinician(s)
	Suitable individual(s) with appropriate clinical expertise nominated in the Ethically Defensible Plan to evaluate a Serious and Significant Finding(s)

	Serious and Significant Finding
	Information that is uncovered either directly within the scope of the research or incidental to the research, that has serious and significant health implications for the participant and/or their genetic relatives.

	Confirmed Research Finding
	A research finding that has been checked and confirmed as accurate and/or valid, as far as reasonably possible in a research context.

	Genetic Relative
	As defined in the Privacy Act 1988, means another individual who is related to the first individual by blood, including but not limited to a sibling, a parent or a descendant of the first individual.

	NATA Accredited Laboratory
	A laboratory assessed by the National Association of Testing Authorities (NATA) as competent to perform specific types of testing, inspection, calibration, and other related activities.

	Ethically Defensible Plan
	A formulated plan that, at a minimum, establishes mechanisms and procedures for assessing and evaluating the significance of results, how and to whom results should be communicated, and how to proceed with notifying results to affected parties.  The ethically defensible plan is formulated by the Biobank.

	HREC
	Human Research Ethics Committee

	EDP
	Ethically Defensible Plan.  As per National Statement 3.4.10






Related documents
The documents and forms listed below are recommended and may be substituted by alternative/equivalent material:
	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. 

	Standard Operating procedures (SOPs)

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

	NSWHSB SOP 4.7: Biobank Biospecimen Retrieval
	SOP that describes the procedures for sample retrieval and documentation.

	NSWHSB SOP 7.2: Biospecimen Shipping and Transport
	SOP that describes the processes for shipping samples within Australia and internationally.

	Documents and forms

	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).




Procedures/Method
The primary goal of a Biobank is to facilitate research that can advance the practice of medicine.  Biobanks are responsible for ensuring that the rights of participants are upheld and this may lead to involvement in return of significant information. 

Plan for Dealing with Significant and Relevant Findings
Prior to undertaking research that has the potential to yield findings that may have impact on a donor, every Biobank should have in place an Ethically Defensible Plan (EDP) to describe the management of any proposed disclosure or non-disclosure of that information (see National Statement ).  Development of the plan should involve engagement with relevant parties to consider a number of issues relevant to the process of return of research data. The plan must be approved by an HREC.  If a potential and significant finding comes to light as a result of donating biospecimens to a Biobank, the Biobank should follow their approved EDP.


Findings Review, Considerations and Consultation
Serious and significant  findings should only be disclosed after careful consideration of the following:
1. All relevant legislation, guidelines and regulations.
2. Whether or not disclosure of results was described in the consent process.
3. The potential for sampling or coding errors that may compromise the certainty that the biospecimens came from a particular participant.
4. Confidence levels that the test/research results have been adequately validated and correctly interpreted.
5. The likelihood that the information that will be important for the health of the participant(s) and/or their blood relatives (such as in the case of genetic or hereditary research).
6. Whether a recognised intervention is readily available that can benefit or reduce the risk of harm to the participant(s) and/or their blood relatives from any health impact revealed by this information.
7. That the wellbeing of the participant takes precedence over the interests of science and society.
8. Whether contact with the participant is feasible.
9. Whether participants will be given a choice to receive such information
10. Complete confidentiality is maintained and that results are not disclosed to insurance agencies or employers.
11. The availability of both pre and post-disclosure support such as counselling.
12. Who will take responsibility for any subsequent care requirements.
13. The advice of the relevant Human Research Ethics Committee (HREC).


NSW Health Consent for Research Biobanking
NSW Health have developed a policy for consent for research biobanking which includes requirements and considerations regarding the return of research results. Further information is on the NSW Health website. 

A mandatory requirement in the NSW Health policy states that ‘Each agency must ensure that Participating Biobanks have appropriate arrangements in place for recontacting biobank Participants and returning Serious and Significant Findings’.

The NSW Health policy includes:
1. Definitions and examples (case studies) of what constitutes a serious and significant finding.
2. Definition of ‘confirmed research finding’ (a research finding that has been checked and confirmed as accurate and/or valid, as far as reasonably possible in a research context) and description of the checks that should be performed. 
3. Requirements for the biobank participant information sheet/consent form and suggested wording regarding the return and impact of serious and significant findings.
4. Criteria for the return of significant findings.
5. Notifying procedures for serious and significant findings including templates for correspondence. 
6. Notifying procedures and additional considerations when the participant is a minor. 

Within NSW, the guidelines in the NSW Health Consent toolkit should, wherever possible, be adhered to. These state that only findings that meet each of the following criteria will be returned: 
· Significant: The finding indicates a life threatening health condition;
· Clinically actionable: There are established therapeutic or preventative interventions or other available actions; 
· Confirmed: The finding has been checked and confirmed as accurate and/or valid, as far as reasonably possible in a research context.

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
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. Medical Research Council: Human Tissue and Biological Samples for Use in Research: Operational and Ethical Guidelines, November 2014. MRC, London.
6. 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
7. Bledsoe MJ, Grizzle WE, Clark BJ, Zeps N. Practical implementation issues and challenges for biobanks in the return of individual research results. Genetics in Medicine (2012) 14,478–483. 
8. NSW Government, the Office for Health and Medical Research (OHMR), Consultation-Statewide Biobanking Consent.  December 2016.
9. NSW Government, the Office for Health and Medical Research (OHMR),Consent toolkit.
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