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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
The purpose of this operating procedure is to describe sample/data access and release processes. 
The principles governing access to and distribution of biological material and associated data shall be defined, documented and where relevant, published. The biobank shall ensure that documented requirements established with interested parties comply with these principles The release mechanisms should be designed to promote the goals of the biobank (e.g. advancing a broad or specific type of research) as well as safeguarding the interests of the participants.

Scope
The standard operating procedure (SOP) highlights ethical, legal and practical considerations that arise in the process of releasing biospecimens from the ‘custodian’ (the Biobank) to the researchers requesting samples. The SOP covers the processes of handling material requests from researchers and completing appropriate contractual agreements between the biobank and researchers.

Roles & Responsibilities
This SOP applies to biobanks and to biobank personnel involved in all aspects of the biobank program. In particular, it applies to those personnel involved in the process of handling requests and releasing biobank material and data.

	Biobank Personnel
	Responsibility/Role

	Biobank Director or designate
	Signatory to the material transfer agreement (MTA)

	Human Research Ethics Committee 
	Mandatory ethical review of projects that use biobank samples and data

	Biobank Access Committee
	Review requests for access to Biobank samples and data

	Biobank Manager/Coordinator
	· Review requests for biobank’s samples by researchers for operational feasibility and completeness
· Review requests for biobank’s samples by researchers
· Coordinate review of requests by Biobank Access Committee
· Coordinate study approval by the Biobank Access Committee 
· Determine that HREC approval has been obtained for the research project 
· Coordinate completion of MTA
· Document completion of MTA
· Coordinate sample release



Definitions
	Term/Abbreviation
	Definition

	Participant/donor/subject
	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.  

	MTA (Material transfer agreement)
	An MTA is a legal agreement that defines terms and conditions attached to the transfer of biospecimens and/or data from the biobank to the recipient and defines the use of the biospecimens/data.

	Secondary use
	The use of biospecimens or data in a way that differs from the original research purpose.

	HREC
	Human Research Ethics Committee



Related documents
The documents and forms listed below are recommended and may be substituted by alternative/equivalent material:
	Documents and/or Forms 
	Description

	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 5: Access and Release 
	ROP that describes the key principles regarding access and release that a Biobank should adhere to in order to meet the current best practice standards. 

	Material transfer agreement (MTA)
	A legal agreement that defines terms and conditions attached to the transfer of biospecimens and/or data from the biobank to recipient and the use of the biospecimens/data.

	Biobank Access Policy
	A document that specifies the governance of samples and data. Will usually include research priorities and specify access criteria in accordance with the ethos of the biobank.

	Biobank Access Procedure
	A document that describes the procedures for handling requests from researchers to use (or access) biospecimens and/or data.  The document includes details on the application process and how the biospecimens and/or data will be provided to (or released) to the researcher.

	Biobank Material Request/Application Form (or online equivalent)
	Form/online application that researchers complete to apply for biobank samples.  Applicants need to provide detailed information about their proposed research project including the rationale, methods and a list of the biobank biospecimens/data required to complete their project. This may be paper based or wholly electronic with on line submission

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

	NSWHSB SOP 6.2 Biobank Data Retrieval and Transmission
	SOP that outlines the procedures for data retrieval and dissemination.  


	NSWHSB SOP 7.2 Biospecimen Shipping and Transport
	SOP that outlines processes for packaging and shipping samples within Australia and internationally. 



Procedures/Method
Biobanks should have well-established written policies for sharing and distributing specimens/data as well as procedures for determining what constitutes appropriate research use of the specimens and data.  An example of the process for Biobank access and release is shown in Appendix A.

Ideally, the policies and procedures will be made available online. 

Biobank Access Policies
Access to human biospecimens and data should be based on objective and clearly articulated criteria.  Relevant issues that need to be considered in formulating access policies and procedures include:
· Who has access?  For example, internal researchers only or will external researchers be able to access the samples.  If external access is permitted, will access be given to public sector researchers only, or both public and private sector researchers?  National or international researchers?
· Will all researchers be given the same priority to access biospecimens/data or will some researchers (e.g. the researchers who established and maintain the Biobank) be given priority? What types of research will be supported?
· Does the participant’s informed consent align with the proposed access criteria?
· How will access be provided?
· Will access to biospecimens be free or will fees for cost-recovery be charged?

The Access Policy may contain information/clauses about the following (see Appendix B for an example):
1. The purpose and goals of the Biobank
2. Restrictions for use if applicable.
3. The types of samples and/or data that are available for researchers to access.
4. That the privacy and confidentiality of the participants will be protected.
5. Researchers must obtain human subjects or ethics committee review and approval for the research use of specimens and/or data (documentation of such approval must be obtained prior to specimen or data distribution.)
6. Human specimens and associated data will only be distributed without information that could identify the donor
7. A fee schedule to access the biospecimens/data (if applicable)
8. Recognition that biospecimens (unlike data) are finite physical resources. Mechanisms for prioritising use of samples must be defined.
9. A mechanism for addressing disputes over allocation decisions must be defined.
10. Specific content to address community attitudes and ethical/legal considerations.
11. Applications for use will be reviewed by a Biobank Access Committee (or similar body) to ensure that:
a. The proposed research is feasible and demonstrates (scientific) merit.
b. The proposed research project is consistent with the participant’s informed consent.
c. The proposed research is consistent with the goals of the Biobank.
d. There are sufficient biospecimens and/or data in the Biobank for the research project.
e. That the biospecimens and data will be used efficiently.
f. The research proposal has been peer reviewed (if applicable).
g. That the proposed research has been approved by an appropriate ethics committee or equivalent nationally accredited body.
h. There is evidence of adequate funding to complete the proposed work.
12. The process and timelines of review by the Biobank Access Committee
13. Use of an investigator agreement such as a Material Transfer Agreement (MTA) covering the confidentiality, use, disposition and security of biospecimens and associated data.
14. Agreement that the investigator will publish or provide public information about the project outcome.
15. Agreement that the investigator will acknowledge the Biobank in relevant publications.
16. Agreement that the investigator will provide a report(s) regarding the research progress obtained using Biobank samples. 

Material Request/Application Form
Use a Material Request Form (see Appendix C for an example) to obtain the following information from the requesting researcher. Where possible this should be an on-line form:
1. Applicant’s name and contact information.
2. Title and description of research project (including objectives and hypothesis).
3. Duration and proposed start date.
4. Methodology of research project.
5. Funding source.
6. Types and quantity of samples required.
7. Clinical data required.
8. Whether or not samples will be exhausted or returned to the Biobank (if applicable and if biobank has a return policy). 
9. Ethics review and approval appropriate for research project.
10. Curriculum vitae (CV) of the applicant.

Review of Material Requests/Applications
Biobanks should have a well-documented and clearly defined process for sharing biospecimens and data, prioritising requests for access to specimens and data with limited availability and a mechanism for evaluating competing requests for scarce resources. Requests should be reviewed in a timely manner by qualified individuals (e.g. a Biobank Access/Scientific Committee).

The members of the Biobank Access/Scientific Committee should be appropriate for the biobank.  For example, the ‘Access Committee’ of a small Biobank may comprise a defined role for a single individual such as the Biobank’s Leader/Director/PI.  Large biobanks may have a pool of Access Committee members which are asked to review specific requests based on the proposed research project and the expertise of the committee member. A minimum number of committee members could be set to be adequate for each review.  The members of the Biobank Access Committee should have adequate expertise in all aspects of the applications being considered. Ideally an external panel of experts should be assembled that can be called upon to provide advice in specific fields

The Biobank Access/Scientific Committee should consider the following points when considering applications for sample and data release:
1. Evaluation of the research project should be made on aspects such as:
a. The researchers’ qualifications
b. The scientific merit of the proposed research
c. Potential impact of the proposed research and public health benefit
d. Whether the research use is appropriate to the nature and purpose of the biobank
e. Whether the research is consistent with the Biobank participant’s informed consent
f. The feasibility including statistical justification
g. Evidence of adequate funding
h. Risks of the proposed research
i. Legal and ethical requirements
j. The availability of the biospecimens requested and data in the biobank
k. Whether the proposed request requires additional processing, pre-analysis or special handling by the biobank staff.  If so, are biobank staff available and trained to perform the proposed work?
l. Documentation that the project has HREC approval for the project should be mandatory
m. Documentation that the project has ethics approval for animal studies (if appropriate)
2. Review of applications should be documented, using a standardised reviewer criteria (see Appendix D for an example).
3. The biobank should provide feedback on rejected applications if requested by the researcher-applicant.
4. Reviews should be completed in a timely manner.

Charges for Access to Biobank Resources
Administrative charges are commonly levied for access to biobank resources.  The Australian National Statement on Ethical Conduct in Human Research refers to the ‘the general prohibition on trade in human tissue’. However, fees to enable cost recovery (not profit-making) are acceptable and in general use in biobanks in Australia. 

In determining charges for access to biobank resources, it may be necessary to decide whether to distinguish between scientific and commercial access, and whether non-commercial users should have free access or be subject to lower charges than commercial users.  Distinctions between ‘commercial’ and ‘non-commercial’ users may be unclear in some cases and should be defined.

If charges for cost recovery are implemented, these arrangements should be recorded and reported in a way that is transparent and publicly available.

Turnaround Times for Handling Requests
Reviews of requests should be conducted in a timely manner.
1. The access committee should meet at regularly scheduled intervals or establish contact by email, to review requests.
2. Interval frequency should be determined on the basis of volume of requests.
3. Turnaround times for reviewing requests ideally should be 30 days or less from date of receipt of the request.
4. Access committee review outcomes should be communicated to the researcher within 3 working days of the access committee decision when possible.

Completion of the Material Transfer Agreement (MTA)
Release of biobank samples/data to a third party requires that ethical, legal and privacy issues of the donor are upheld. Proper completion of a contractual agreement, an MTA, is an important step in the material release process. The NSW Health standard MTA can be found on the  NSW Health Statewide Biobank website. The sequence of the steps outlined below may vary to accommodate diversity in the practice of when the MTA is completed:

1. Once an application for biobank samples/data has been received and approval for the release of samples has been given, an MTA should be completed between the institution of the researcher that will receive the samples and the biobank that is releasing them.  Documentation of HREC approval must be provided to the biobank indicating that the researcher has obtained appropriate HREC approval before the material is released.
2. The MTA must be signed off by parties that have their institutional delegated authority to do so. 
3. Release of biospecimens to academic or commercial researchers may warrant the use of tailored or specific MTAs.



Recording Access to Biobank Resources
A major component of good governance arrangements for biobanks is a precise and reliable system for recording all requests for access to and release of information and biospecimens. 

Retain signed copies of MTAs securely for audit purposes or to handle complaints.

Access for Non-research Purposes
It is important that biobanks have a clear and transparent policy with regard to access for non-research purposes and that this is communicated to participants as part of the consent process. In the interests of protecting the privacy of participants, the clearest policy would be not to allow any non-research access, unless required to do so by law. 

Intellectual Property Rights Arising from Use of Biobank Resources
In general, ownership of intellectual property arising out of use of Biobank resources is held by the investigator creating it or his or her institution, rather than the biobank.  Biobanks may claim joint ownership of intellectual property and a share of revenue from downstream commercialisation if the research is a collaborative endeavour and both parties agree to the collaboration.

Retrieval and Shipping
Once the release of samples has been approved and the MTA signed, samples should be retrieved as outlined in the NSWHSBP SOP 4.7:  Biobank Biospecimen Retrieval and the NSWHSB SOP 6.2:  Biobank Data Retrieval and Transmission and then shipped as described in the NSWHSB SOP 7.2:  Biospecimen Shipping and Transport. 

Appendices
· Appendix A: Example Process of Biobank Access & Release
· Appendix B: Example Biobank Access Policy
· Appendix C: Example Biobank Material Request/Application Form
· Appendix D: Example of a Standardised Reviewer Form
References, Regulations and Guidelines
(List all relevant references, regulations and guidelines here such as:
1. Canadian Tumour Repository Network (CTRNet) Standard Operating Procedures: https://www.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. National Cancer Institute (NCI) Best Practices for Biospecimen Resources (2016)
6. UK Biobank Principles of Access and Access Policy, 2011.
7. National Health and Medical Research Council (NHMRC), Biobanks Information Paper, 2010.
8. Organisation for Economic Co-operation and Development (OECD) Guidelines on Human Biobank and Genetic Research Databases, 2007.
9. OECD Best Practice Guidelines for Biological Resource Centres (BRCs), 2009.
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Appendix A: Example Process of Biobank Access & Release
Researcher contacts Biobank regarding sample access

Researcher actions



Biobank actions
Biobank sends copy of Access Policy and Material Request/Application Form to researcher






Researcher contacts Biobank to discuss suitability of various sample types for the proposed research project





Researcher obtains HREC review and approval for research project





Researcher completes Material Request/Application Form and submits form along with other required documentation to the Biobank 
Researcher must revise application





Biobank Manager reviews application for operational feasibility and completeness






Not complete
Complete

Biobank Access Committee reviews application





Not approved
Approved

Clarification required


Feedback sent to research regarding committee’s decision
Researcher provides 
additional information
Biobank Manager initiates MTA



MTA signed by research and Biobank’s institutions







Yes


Biobank releases biospecimens and data to researcher




Appendix B: Example Biobank Access Policy

Overview
The main aim of the biobank is to facilitate research about <specify>. The biobank has human research ethics committee (HREC) approval to collect, process and store biospecimens and data for future research.  Biobank participants have consented to allow their biospecimens and data to be used ‘for HREC-approved health and medical research projects’. Therefore, specific research projects that use the biobank biospecimens and/or data must have their own HREC approval.  In addition, the research projects must be scientifically sound and demonstrate that the biospecimens will be used efficiently.  The researcher will not need to consent participants to take part in the research project because the participants have already consented, under the Biobank protocol, to ‘future ethically approved research projects’. Applicants must describe the proposed research in detail and demonstrate availability of funds for the proposed research.

Researchers are strongly encouraged to discuss their proposed project with the Biobank to determine suitability and availability of biospecimens prior to completing a material request/application form.  The contact details of the biobank personnel are:

	Contacts
	Name
	Phone
	Email

	Biobank PI
	
	
	

	Biobank Manager
	
	
	

	Other
	
	
	




Principles of Access:
Researchers interested in applying for material and information from the biobank must conform to the following guidelines:

1. The biobank collects samples and data with the intention of facilitating research about <specify goals of biobank/disease type(s) that the biobank supports>. For example: 
a. ‘The biobank collects samples and data with the intention of facilitating research about diabetes and obesity in children’; or
b. ‘The biobank collects samples and data with the intention of facilitating all types of health-related research that is in the public interest’.
2. Samples and data from the biobank are available to <specify whether there are any restrictions to the type and/or location of the researcher. For example:
a. ‘The biobank samples and data are available to all bona fide researchers.  All researchers, whether in universities, hospitals, charities, government agencies or commercial companies, and whether based in Australia or overseas, will be subject to the same application process and approval criteria’; or
b. ‘The biobank samples and data are available to researchers from academic institutions within Australia only’.
3. The types of samples and data available to researchers include <specify sample and data types>.
4. Access to samples that are limited will be carefully controlled and coordinated. The quantity of sample that is required will be judged against the potential benefits of the research project, with advice from appropriate experts as required. If access is denied, justification for the decision will be provided and alternate options to move forward described if applicable. For example, if the biobank does not hold the number of samples requested, a reduced number of samples may be available if the research project can proceed with a reduced number or if samples could be obtained from an additional biobank.  
5. If a dispute regarding an Access Committee decision arises that cannot be resolved via the normal review process, the researcher should <describe the process in detail>.  For example, the researcher should notify the biobank PI in writing <specify contact details>.  Within <specify time period> the biobank PI will organise a meeting to discuss the problem and negotiate and attempt to resolve it.  Resolution may include the provision of additional information to the Access Committee or review by additional experts in the relevant field. 
6. All biospecimens are de-identified (coded) prior to release for use in research. Safeguards will be maintained to help ensure the anonymity and confidentiality of participant’s data and samples. 
7. Researchers must not make any attempt to identify participants.
8. The samples must be used in the manner described in the Material Transfer Agreement (MTA) signed by the researcher and the biobank. Any proposed modification from the agreed protocol must be communicated in writing to the Biobank Access/Scientific Committee who reserves the right to withdraw support. 
9. The allocation of specimens to research projects will be reviewed by the Biobank Access/Scientific Committee which is comprised of a pool of senior scientists/clinicians in relevant fields, with research evaluation expertise.  A minimum of <specify the minimum number of committee members that will review each application e.g. three members>. The committee will utilise peer reviewed mechanisms to assess whether the application comprises a scientifically justifiable, feasible and high priority use of the material currently available. The following factors will be assessed: 
a. Review of the scientific merit of the project
b. Evidence that the biospecimens and data will be used efficiently
c. Evidence of peer review (if applicable)
d. [bookmark: _GoBack]HREC approval for the research project:  samples will only be released where independent HREC approval has already been obtained for the project.  If a research is associated with an organisation that does not have their own HREC, the researcher should seek HREC review from a committee that will review research projects from external applicants.  More information is on the NHMRC website: click here for more information.
e. Animal ethics approval if the research project involves animal work.
f. A simple majority vote will be used if the Biobank Access/Scientific Committee members are not in agreement. 
10. Restrictions for use (as per the biobank HREC-approved consent form) are as follows <provide details about any restrictions for commercial use and/or genetic studies etc. if applicable>.
11. Samples will be made available externally only upon completion of an MTA and must not be given or sold to other investigators.
12. Instructions about return, retention or disposal of unused biospecimens should be included.  Some biobanks require all or some used samples be returned to the biobank.  If some samples should be returned, specify which samples and under what type of conditions the samples should be returned if applicable.  For example, ‘unused frozen samples should be returned if the sample is in the original container and did not undergo any freeze/thaw cycles’ or ‘unused formalin fixed paraffin embedded blocks or slides should be returned’).  Some biobanks do not accept any return of samples and this should be stated for example.  If the decision to accept unused samples will be made on a case by case basis, the biobank may state ‘The researcher must notify the biobank if any samples are not used.  The researcher shall, at the option of the biobank, destroy or return any unused samples.’
13. The biobank is a not-for-profit consortium.  Fees (if applicable) for biospecimens and data are based on a cost-recovery basis (to cover the consent, collection, processing, storage and annotation of biospecimens as well as collection of clinical data associated with participants) and must be paid by the researcher. The fees include a fixed charge for initiating the application review process and a variable charge depending on how many samples, tests and/or data are required for the research project (prices will be provided on request/can be found on the website).
14. Researchers granted access to the biobank samples/data will be required to publish their findings and return their results to the biobank (whether positive or negative) so that they are available for other researchers to use for health-related research that is in the public interest.  Publication should be in peer-reviewed scientific literature whenever possible.  
15. Researchers will only be permitted to keep results based on biospecimens/data from the biobank confidential for a limited and reasonable period (for example while the researcher is preparing papers for publication, filing patent applications or otherwise pursing reasonable competitive advantage for their efforts).  This policy applies to all research users, whether non-commercial or commercial.
16. Researchers are requested to provide an annual research report, including abstracts and publications arising from research utilising the biobank biospecimens and data
17. Researchers must acknowledge the biobank in all publications and presentations using the following statement ‘This research has been conducted using the XXX Biobank Resource’.

How to Apply:
Access to biospecimens and data will be managed by the staff of the biobank according to the access principles above.  To apply for samples, researchers must follow the steps below:

	Step
	Application
	Responsibility

	1
	The researcher will contact the Biobank to discuss:
Feasibility of research project
Confirm types of samples (e.g. histology) and number required

	Researcher

	2
	The following documentation is completed and emailed to the Biobank PI and Biobank Manager:
· Biobank Material Request/Application Form
· Copy of the study protocol
· Copy of the HREC approval letter
· Copy of ethics approval for animal studies (if appropriate)
· CV of the principal investigator
	Researcher

	3
	The documentation will be checked for completeness and operational feasibility.  If any documentation is missing or requires clarification, the researcher will be notified within 10 working days of the initial submission. 
	Biobank Manager

	4
	The completed application will be distributed by the Biobank Manager to the members of the Biobank Access/Scientific Committee.
	Biobank Manager

	5
	The Biobank Access/Scientific Committee will review the application and decide whether or not to approve the proposal as described in the Biobank Access Policy.
	Biobank Access Committee

	6
	If the Biobank Access/Scientific Committee requires further information before a decision is made, this will be communicated to the researcher. 
	Biobank Access Committee/ Biobank Manager

	7
	The researcher will be notified of the decision (or be contacted for further information) within <specify time period e.g. 3 weeks> of submitting a complete submission.
	Biobank Manager

	8
	If a project is approved for which samples must be released externally a Material Transfer Agreement (MTA) will be sent to the researcher.
	Biobank Manager

	9
	The researcher’s institution must sign the MTA
	Researcher

	10
	Once the MTA is signed by all parties, the biobank will send an invoice to the research as per the prices advised 
	Biobank Manager

	11
	Invoice is paid.
	Researcher

	12
	Biobank biospecimens/data are released to researcher.
	Biobank Manager

	
	Research
	

	13
	Research is conducted as per application
	Researcher

	
	Post-research
	

	14
	Researchers are requested to provide an annual research report, including abstracts and publications arising from research utilising the biobank biospecimens and data
	Researcher

	15
	Researchers must acknowledge the biobank in all publications and presentations using the following statement ‘This research has been conducted using the XXX Biobank Resource’.
	Researcher

	16
	Researchers granted access to the biobank samples/data will be required to publish their findings and return their results to the biobank so that they are available for other researchers to use for health-related research that is in the public interest. 
	Researcher



Cost to Access Biobank Resources
· Costs are calculated and updated at regular intervals (e.g. annual)
· Charges for samples include annotated data of set data fields
· Additional data may be provided upon request and at additional cost (if able to obtain)
· Charges represent 100% of collection, processing and storage costs
· Charges do not include shipping (shipping is payable by the recipient)
Percentage of Cost per user:
	User
	Amount Charged

	Internal user (e.g. _____________________)
	15%

	External user - academic
	30%

	External user – industry 
	100%




Appendix C: Example Biobank Material Request/Application Form

Form A: Contact Details and Summary of Research Project
Please complete this form to access biospecimens and/or data from the Biobank
	PRINCIPAL INVESTIGATOR (PI)
Name (Last, First):
Title: 
Institution: 
Department(s):
Address:
Phone Number: 
Email:

Please attach the PI’s Curriculum Vitae (CV) to this application

	ADDRESS: 
	PHONE NUMBER: 
E-MAIL: 

	CO-INVESTIGATORS: (Name; Position; Affiliation, Email)


	CONTACT PERSON
Name (Last, First):
Title: 
Address:
Phone Number: 
Email:

	PROJECT TITLE:


	Proposed start date:
	Proposed finish date:

	NAME OF HUMAN RESEARCH ETHICS COMMITTEE (HREC):
NOTE: All projects must be ethically approved BEFORE samples and/or data are released.



	Has the proposed project been approved by a HREC?
If yes, please attach a copy of the approval certificate/letter to this application.
	☐ Yes
☐ No

	If the project has not yet been approved by a HREC, please explain:

	

	Has the proposed project been approved by an animal ethics committee (if applicable)?
If yes, please attach a copy of the approval certificate/letter to this application.
	☐ Yes
☐ No
☐ N/A

	The Principal investigator acknowledges the principles of access outlined in the Biobank Access Policy including the costs of obtaining Biobank biospecimens/data.
	☐ Yes
☐ No



	Provide a short summary of the project written in lay language. DO NOT exceed 200 words and do not cut and paste directly from the study protocol. 


Please attach a copy of the full study protocol to this application.

	List the primary aims/objectives:


	Please provide evidence of peer review (if applicable): 




	Briefly explain how this project fits into the Biobank’s purpose of ______________<insert the purpose, e.g. facilitating research about diabetes and obesity in children>.



	Briefly explain the methodology.



	Please list all of the locations (e.g. laboratories, institutions including international) where the work will take place. 


	Please provide a brief budget for the proposed project:



	Please provide details on how this project will be funded (e.g. provide details including names of grants, internal funds etc.):




	Please provide details on the statistical evaluation that shows that the study question can be addressed with the samples available:



	Provide justification regarding the number of samples requested (including power calculations if relevant):


	Outline the proposed method of publication or presentation of results:





Form B:  Biospecimens and Data Requested

Tissue Samples
If tissue samples are required, please complete the questions below:
	Please indicate the anatomical site of tissues requested (e.g. breast, heart, brain, colon or liver tissue).



	Please indicate the histological type (if applicable) of tissues requested.  
Be as specific as possible.  For example, avoid using general terms such as ‘pancreatic cancer’ but rather specify the type of pancreatic cancer (e.g. pancreatic ductal adenocarcinoma vs. pancreatic acinic cell carcinoma).  Specify whether precursor lesions may be included or excluded and whether a specific marker etc. must be present or absent.  If normal tissue is required, specify ‘normal’.




	Please indicate the number of cases (e.g. the number of participants) requested for each anatomical site and histological type (e.g. tissue from 10 different patients with pancreatic ductal adenocarcinoma and 5 patients with liver hepatocellular carcinoma).
 


	Please indicate whether the tumour must be primary, lymph node and/or metastatic.  If this is not important, enter N/A.


	If tumour tissue is requested, please specify any specific parameters (e.g. % tumour content) that is required.  If this is not important, enter N/A.


	Is normal tissue required?  If yes, Indicate the number of normal tissue cases required:


	If normal tissue is required, does the normal tissue have to be ‘matched’ to the disease sample (e.g. does the normal and disease tissue have to come from the same patient or an age/gender matched control without disease)?



	Treatment status:  Please describe whether the treatment status is important.  For example, must the tissue sample be from de novo patients or is tissue from patients previously treated with chemotherapy and/or radiation therapy acceptable? 



	If fresh/frozen tissue is required, indicate the minimum size of the tissue specimen ( in mm x mm):


	Total number of diseased tissue samples requested:

	Minimum number of diseased tissue samples required:

	Total number of normal tissue samples requested:

	Minimum number of normal tissue samples required:

	Indicate the type of tissue samples you require in terms of processing (fresh/frozen and/or paraffin embedded):



	If paraffin embedded tissue is required, specify the number of sections, thickness of sections, number of tissue cores, diameter of core etc. as appropriate)





Tissue Derivatives
	Indicate whether any tissue derivatives are required (e.g. DNA or RNA):


	Indicate whether the tissue derivatives must be from tumour, normal and/or matched controls:


	Specify all relevant processing, quantity and/or quality requirements:




Blood Samples
If blood samples are required, please complete the questions below.
	Indicate the type of blood products required (serum, plasma, buffy coat) and/or tube type (e.g. EDTA, plain tube):


	Indicate the volume required in mL for each type of blood product:


	Indicate if there are any requirements in terms of processing (e.g. is there any time restriction between the time of blood collection and freezing?).


	If blood and tissue samples are required, indicate whether the blood and tissue must be matched (e.g. do the blood and tissue have to come from the same patient?):


	If blood and tissue samples are required, indicate if the timing of the blood sample collection is important (e.g. does the blood have to be collected pre-op and/or post-op):




Blood Derivatives
	Indicate whether any blood derivatives are required (e.g. DNA or RNA):


	Indicate whether the derivatives must be from specific individuals and/or matched controls:


	Indicate whether the derivatives must be from bloods collected at specific timepoints:


	Specify all relevant processing, quantity and/or quality requirements:





Urine Samples
If urine samples are required, please complete the questions below.
	Indicate the type of urine sample required (e.g. sample from a random or a 24-hour urine collection) and/or tube type (e.g. plain tube):


	Indicate the volume required in mL:


	Indicate if there are any requirements in terms of processing (e.g. is there any time restriction between the time of urine collection and freezing?).


	If urine, blood and tissue samples are required, indicate whether the urine, blood and tissue must be matched (e.g. do the urine, blood and tissue have to come from the same patient?):


	If urine, blood and tissue samples are required, indicate if the timing of the urine sample collection is important (e.g. does the urine have to be collected pre-op and/or post-op or at the same time as the blood sample?):




Storage Equipment
If frozen samples are being received, the receiving institution must have adequate storage 
	Where will the samples be stored on receipt (e.g. name and address of the receiving institution/laboratory)?


	At what temperature will the samples be stored (e.g. room temperature, 4⁰C, -20⁰C, -80⁰C, liquid phase LN -196⁰C, vapour phase LN -196⁰C, other?


	If the samples will be stored in a fridge or freezer, is the fridge/freezer alarmed and monitored?




Donor Characteristics
	Please specify any donor characteristics and/or limitations (e.g. gender, age, disease status not already specified):





Data Requirements
	Diagnosis, stage, gender and patient age will be provided for all cases/patients. Additional information (including treatment and outcome details) may also be available. Please specify any data requirements here:




	Please add any other relevant details below:





Please email this application to the Biobank Principal Investigator and the Biobank Manager at:
Biobank PI Email: _____________________
Biobank Manager Email: _____________________________
With the application, please attach:
1. A copy of the study protocol (approved by HREC)
2. Documentation to confirm ethics approval from an appropriate HREC for this proposed research
3. Documentation to confirm ethics approval for animal research (if applicable).
4. CV of principal investigator of this research project

Appendix D:  Example of Standardised Reviewer Form
The Biobank Access/Scientific Committee will review applications for Biobank biospecimens and/or data.  Documentation to review include:
1. The Biobank Material Request/Application Form
2. A copy of the study protocol (approved by HREC)
3. Documentation to confirm ethics approval from an appropriate HREC for this proposed research
4. Documentation to confirm ethics approval for animal research (if applicable).
5. CV of principal investigator of this research project

	Title of research project:

	

	Qualifications of the principal investigator:

	

	Qualifications of the co-investigator(s):

	

	Application appropriate for the purpose of the Biobank:
	

	Scientific merit:

	

	Potential impact:

	

	Research is consistent with the Biobank participant’s informed consent:
	

	Feasibility including consideration of statistical justification
	

	Evidence of adequate funding:

	

	Has the project been externally peer reviewed?
If so by what body/organisation?
	

	Risks and steps for mitigation:

	

	Ethical considerations:

	

	Legal considerations:

	

	Availability of biospecimens and data in the Biobank
	

	Consideration of additional processing/data collection required by Biobank staff?
	

	Documentation of HREC approval from an appropriate HREC:
	

	Is animal work involved?  If so, has ethics approval been obtained by an animal ethics committee?
	☐ Yes
☐ No


	Approved:

	☐ Yes
☐ No
☐ Require more information, specify:
☐ Yes with conditions (e.g. fewer number of samples as a pilot to prove feasibility), specify:

	If application is not approved, justification to feedback to the researcher:
	☐ Application incomplete
☐ No HREC approval
☐ Project includes animal work (e.g. xenografting) and animal ethics approval not achieved
☐ Not in line with the Biobank mission
☐ Insufficient scientific merit
☐ Insufficient samples in the Biobank
☐ Other, specify:

	Biobank Access Committee Member (Name):

	

	Additional Comments:
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