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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, click on ‘Search SOPs’.  

Purpose
Adequate knowledge of the Biobank processes, procedures, related regulations and guidelines is essential to safeguarding the interests of the participant, achieving program goals, maintaining program compliance, data and biospecimen integrity and overall quality assurance. The purpose of this SOP is to outline processes and areas in which Biobank personnel need to be educated and trained to carry out their assigned duties.

Scope
This standard operating procedure (SOP) covers an outline for training and education of Biobank personnel. Training is designed to inform, educate, and orient new personnel with relevant material vital to performing their duties. The training is also designed to educate, inform, and update existing personnel with evolving requirements and procedural changes if applicable.

Roles & Responsibilities
This SOP applies to all Biobank staff.

Definitions
	Term/Abbreviation
	Definition

	HREC
	Human Research Ethics Committee

	National Statement
	The National Statement on Ethical Conduct in Human Research 

	IATA
	The International Air Transport Association (IATA) is the trade association for the world’s airlines.  IATA produced Dangerous Goods Regulations (DGR) which outline the requirements for the transport of dangerous goods (such as dry ice) by air.

	MSDS
	Material Safety Data Sheet. A document that contains information on the potential hazards (health, fire, reactivity and environmental) and how to work safely with a chemical product. It is an essential starting point for the development of a complete health and safety program.



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 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 7: Education and Training
	ROP that describes the key principles regarding education and training that a Biobank should adhere to in order to meet the current best practice standards. 



Procedures/Method
The biobank shall define and document the competence required for personnel involved in biobank activities and ensure that all personnel are competent on the basis of appropriate education, training, demonstrated skills and/or experience necessary to perform assigned duties. The biobank should retain records providing evidence of all professional competence and education/training. 
The Biobank heads should be qualified to assume responsibility for the proper conduct of the Biobank. The biobank heads may delegate tasks to other biobank members who may operate as training coordinators. The training coordinators can be responsible for ensuring that all persons assisting with the program are adequately informed and trained to perform their duties. 
Each person should receive appropriate and relevant training/re-training (internal and/or external) to achieve the required competence to perform their duties. All training should be documented. Personnel undergoing training should be supervised until the biobank confirms the personnel as competent to perform assigned tasks.
Training should involve instruction in the use of any equipment used and involve appropriate quality control and quality assurance practices. 
In addition to appropriate professional and technical qualifications, knowledge of, and sensitivity to, ethical and regulatory requirements are essential to program compliance and success

There are many processes and issues that are common to all Biobanks. For multi-site biobanks, personnel should receive training in these issues as well as training in issues and processes specific to their particular site.

Core Training Modules

A core module should deal with general ethical considerations that are relevant in biobanking such as:
1. Ethics & Consent: Discuss and provide a current overview of:
a. Moral and ethical issues associated with the use of human biological materials in research.
b. Participant recruitment and consent issues.
c. Role of the Human Research Ethics Committee (HREC) in the approval of consent and material release process.
d. Provide the National Statement on Ethical Conduct in Human Research to Biobank personnel to read.
e. Recommend the NSW Human Tissue Act 1983 No 164 (and relevant amendments) (See Section 21)
f. ensure processes are in place to capture new, and changes to existing, legislation/guidelines 
2. Training in Privacy Issues:
a. Familiarise personnel with the relevant privacy regulations specific to private and/or public health research.
i. Private: Provide a copy of the Privacy Act 1988 to Biobank personnel in private institutions.  The Privacy act regulates how all private sector health service providers handle health information.
i. Public: State and territory public sector providers such as public hospitals are regulated by State or Territory privacy law.  Links to state and territory specific privacy information are listed on the Office of Australian Information Commissioner website.  Biobank personnel in public hospitals should refer to the relevant links from this website. 
b. Discuss the implications of these privacy guidelines on the relevant aspects of the Biobank operation.
c. Provide Biobank and/or institutional policies regarding privacy and security to personnel to read.
d. Provide training in best practices for record keeping and documentation.
e. Instruct personnel about optimal documentation and reporting practices to ensure security, integrity, and accuracy of information and data handled by the Biobank.
f. Provide Biobank and/or institutional policies regarding records and documentation for personnel to read.
3. Laboratory Safety:
a. Biobank personnel who work in the laboratory should receive training in relevant areas of laboratory safety and precautions before commencing in the laboratory, and the training should be updated annually, in addition to when a new process is introduced
b. Provide personnel with the laboratory safety manual (either hard copy or electronic) and access to any relevant MSDSs.
c. Personnel should be trained in handling biological and biohazardous materials.
d. Provide Biobank personnel with copies of all site- and/or building-specific emergency procedures.
e. Biobank personnel should be trained to perform risk assessments and determine appropriate levels of containment.
f. Biobank personnel should be familiar with governmental and accrediting agency requirements regarding biohazards and laboratory safety.
4. Biospecimen Collection and Processing: 
a. Biobank personnel involved in collecting and/or processing biospecimens should be trained adequately to ensure compliance with standardised protocols for collection, processing and recording of pre-analytical variables to safeguard and track sample quality.
b. If Biobank personnel are involved in the harvesting of anatomical pathology biospecimens such as surgical and autopsy tissue and body fluids, the personnel should receive training and supervision from a pathologist or his/her designee.
5. Biospecimen Storage: 
a. Biobank personnel working with biospecimens should receive adequate training to ensure compliance with standardised protocols for storage including recording and tracking biospecimens effectively.
b. Training should include measures to monitor biospecimen location, performing audits and measures to resolve inventory discrepancies.
6. Access and Release:
a. All Biobank personnel involved in material release must be appropriately trained to ensure the release of the biospecimens and data are in compliance with all legal and ethical regulations, the purpose of the Biobank and the participant’s consent. 
b. Relevant Biobank personnel should be trained using the Biobank Access Policy, Material Transfer Agreement and copies of relevant legislation. 
7. Biospecimen Shipping: 
a. Biobank personnel should be trained to ship samples appropriately.
b. Biobank personnel working with biospecimens should receive adequate training to ensure compliance with standardised protocols for shipping procedures to safeguard sample quality.
c. Training should include measures to resolve shipment discrepancies.
d. In some instances, such as transporting biospecimens on dry ice by air, packaging must be performed by an individual who has completed an accredited course.  The training course must be consistent with IATA Dangerous Goods Regulations.  Courses may be provided by an outside vendor such as a courier company (e.g. World Courier). 
e. Periodic retraining according to governing regulations should be conducted and documented.
8. Equipment: 
a. Biobank laboratory personnel should be trained to perform and track preventive maintenance on Biobank equipment such as freezers, biohazard cabinets and centrifuges.
b. Some maintenance may be performed by the vendor or a contractor.  Biobank staff should be trained in organising and tracking such maintenance.
9. Emergency preparedness: 
a. Biobank personnel must be trained in risk mitigation, disaster response and emergency preparedness.
b. Training should include how to manage power outages and equipment failure, how to respond to alarm conditions out of hours and procedures in the event of a natural disaster. 
10. IT System Training: 
a. All users of the Biobank computer system must receive adequate training initially, after system modification, and after installation of a new system.
b. Biobank personal who search and enter into the computer system should receive training and be provided with SOPs to ensure data is entered in a consistent manner. 
11. Records management:
a. Biobank personnel should be trained in the management of records. The ISBER Best Practices on records management list the types of records systems that may need to be created. They include: training documents, protocols, standard operating procedures, informed consent documentation, procurement documentation, processing records, testing, equipment maintenance, audit and review documents, specimen’s storage location information, sample distribution, and quality control activities.
12. Biospecimen Quality Assurance and Quality Control:
a. Biobank personnel involved in quality testing of biospecimens and/or data should receive adequate training and should track the testing appropriately.
13. Training in SOPs:
a. Provide personnel with a master list and the location of SOPs (see Appendix A).  Advise personnel to read and gain familiarity with the procedures relevant to their job function.
b. Each biospecimen resource should have policies and procedures for training of all staff members. 

Site-specific Training
1. The site-specific training may contain information on:
a. Work Health and Safety with specific details pertinent to the site.
b. Physical security at the site.
c. Relevant technical procedures applicable to personnel and operations at the sites such as derivation of tissue products.
d. Maintaining records, updating inventories and databases, interfacing with databases if relevant to personnel at the site.
2. Training for some functions may be provided by departments outside of the Biobank (e.g. maintenance staff, equipment vendors, infection control, professional air transport regulatory trainers) however Biobank staff should make sure that all individuals who enter the Biobank follow required safety and other policies in performing their particular tasks. 
3. Design and present site-specific training module to relevant personnel so that they can perform their duties efficiently and ethically.
4. Provide for them relevant site-specific policies and SOPs to read and assimilate if relevant to their job function.

Documentation of Training
1. Biobank staff should be asked to review any written procedures for which they are responsible prior to the commencement of their “hands-on” training. 
2. A written record indicating that the staff member has read the pertinent procedures should be kept in the staff member’s training file. This record should include the title of the procedure, the staff member’s initials, and the date upon which the procedure was read. It is preferable that a short test be administered to personnel concerning the material that is presented for the staff member’s review (see Appendix B).  The training file may include:
a. Position description that includes the job title and responsibilities, as well as the educational experience required to perform the specified task.
b. Curriculum Vitae
c. Example of the staff member’s signature and initials.
d. Copies of any certificates documenting that the staff member has had specialised training. This may include training in shipping, safety and applicable national and/or state regulations.
e. Documentation that a staff member has read and understands all SOPs pertinent to the staff member’s responsibilities.
f. Documentation of analytical results obtained by a particular staff member to demonstrate proficiency in specified technical tasks. This should include results of reproducibility and/or quality control results.
3. The training file should be updated regularly.

Assessment of Training
1. During the training period, the trainer should demonstrate, explain and review the standards to be followed in conducting the procedure(s).
2. The trainer should provide appropriate feedback, as necessary, on the trainee’s performance of the procedure.
3. The trainer should supervise the trainee in all tasks contained in the procedure(s) until the training phase has been completed.
4. Upon successful completion of the training phase and after the appropriate documentation has been completed, the trainer should ask the trainee if they are comfortable conducting the procedure(s) without supervision or if they feel that additional training is needed.
5. On an ongoing basis, personnel should be encouraged to discuss policies and SOPs and ask for clarification if required. These discussions or sessions will provide some indication if the educational material has been “read and understood”.
6. To ensure quality, the performance of Biobank personnel should be routinely monitored to identify needs for additional training between regular training intervals.



Appendices
· Appendix A: Master SOP and Policy Training Record
· Appendix B: Personnel SOP and Policy Training Record

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. Privacy Act 1988
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Appendix A: Master SOP and Policy Training Record

	SOP or Policy Number
	SOP or Policy Title
	Date of Training
	Name of Trainer
	Name of Attendee

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	

	

	
	
	
	





Appendix B: Personnel SOP and Policy Training Record

Name: _________________________________________	Position: __________________________________

	SOPs or Policies

	SOP/Policy Number
	SOP/Policy Title
	Declaration: 
I have read and understood this SOP/Policy 
(signature)
	Date

	

	
	
	

	

	
	
	

	

	
	
	

	

	
	
	

	

	
	
	

	

	
	
	

	

	
	
	

	

	
	
	

	

	
	
	

	‘Hands-on’ Training and/or Training Courses

	SOP/Policy Number (if appliable)
	SOP/Policy Title
	Date of Training
	Name of Trainer
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