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Please read these notes carefully before submitting this application form
The Human Biomaterials Resource Centre (HBRC) is an HTA-licensed ethically-approved Research Tissue Bank authorised to release human samples and associated data to Chief Investigators whose work falls under the remit of that ethical approval. The approval permits the release of human samples for the purposes of quality assurance, method optimisation and validation.
For these purposes, the limit is a maximum of 5 donors. If more than 5 donors are needed, then a full application with defined research objectives must be submitted instead. This application form is intended only for quality assurance, method validations, or method optimisations.
The collection, release and use of samples will be carried out in accordance with the HBRC protocol and its procedures which ensure donor confidentiality, sample traceability, and sample integrity.
In accordance with UK Policy Framework for Health and Social Care Research, the HBRC requires a Sponsor organisation be identified for any research project using human samples released by the HBRC.
https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/  
University of Birmingham researchers can use this form to request University of Birmingham sponsorship by completing box A4 appropriately.
In submitting a signed copy of this form, University of Birmingham employees and holders of honorary contracts are agreeing to the HBRC’s Terms and Conditions (box C1). For investigators external to the University of Birmingham, a signed Material Transfer Agreement (MTA) will be required prior to sample release. 
When human samples are released to an approved application:
They will ALWAYS be released an anonymised form so that donor identity remains confidential. 
There will be NO requirement for separate project-specific ethical approval.
There will be NO requirement for an HTA licence to store cellular samples. 
The use of samples must be restricted to the named Chief Investigator, and personnel who fall under his/her direct supervision, ONLY.
Intent to transfer samples to other personnel or laboratories outside of the Chief Investigator’s direct supervision must be declared on this form, or on an amendment form, and (if those laboratories are external the University of Birmingham) must be managed by a separate signed MTA (which the HBRC will arrange with the collaborator’s organisation). 
· No set up fee will be charged for the original application, but a fee will be charged for every amendment.
The HBRC will recover its costs incurred during the collection and processing of samples. These costs will be provided following receipt of an application form, and they will vary according to the type of sample requested. 
If the transfer of samples from the HBRC to the investigator requires a courier service, this cost will be met by the recipient.

Please fill out this application form electronically and return a Word copy to Dr Gareth Bicknell (g.bicknell@bham.ac.uk), cc Mrs Leigh Challinor (l.challinor@bham.ac.uk). A signed PDF copy or signed hard copy is also required.
For additional information, please contact Dr Gareth Bicknell (g.bicknell@bham.ac.uk).



	DETAILS OF CHIEF INVESTIGATOR

	Name:
	

	Correspondence address:
	



	Telephone number:
	

	Email address:
	

	Employment status:
	Please choose a response.

	
	If employed by another organisation, please give employer’s address: 


	

	Primary contact(s)
(If different from Chief Investigator named above)

	Name(s):
	

	Telephone Number(s):  
	

	Email address(es):  
	






	FUNDING

	What is the name of the organisation funding the method validation in this application?
	

	What is the period of financial support?  
(Please note that the period of financial support MUST cover the duration of the work)
	

	Will the funding for this research be held in the UoB?
	Please choose a response.

	
	If ‘YES’ please supply the UoB Core account code, or the POET and task code to be charged for sample provision:

(UoB Core account code or POET and task code)
	If ‘NO’ please supply the details 
necessary for your organisation:

(Address for invoices)
(Call-off purchase order number)
(VAT number)





 
	A1: METHOD VALIDATION DETAILS

	What is the background context to this method validation, and why is the validation needed?
	

	Within the general remit of validating a method, what are its specific objectives?
	

	What other techniques or methods will you need to use as part of this validation?
	

	When do you anticipate this work to complete?
	Click or tap to enter a date.



[bookmark: _SECTION_A:_DISTRIBUTION]
	A2. HUMAN BIOMATERIALS REQUESTED

	HUMAN BIOMATERIALS:
Please specify exactly what you require. We may need you to answer further questions regarding logistics.

	Sample types needed
(e.g. EDTA peripheral blood, fresh tumour tissue, frozen adjacent normal tissue, tumour and adjacent normal FFPE archive blocks)
	

	Donor inclusion and exclusion criteria
(e.g. treatment-naïve females, males with metastatic melanoma, pregnant females under 30 years, no preference)
	

	Additional sample treatment needed at source
(e.g. RPMI medium, snap-frozen, formalin-fixation, none)
	

	Additional sample acceptability criteria
(e.g. at least 10ml blood, at least 0.5g tumour tissue, at least 2cm2 full-depth, at least 50% tumour infiltration, primary tumours only)
	

	Derivatives that HBRC should prepare for you
(e.g. FFPE sections)
	

	Special processing conditions needed
(e.g. 4µm sections on charged glass, or not important)
	

	If you cannot collect fresh samples same-day, or if HBRC cannot process bloods to derivatives same-day, is overnight storage at 4°C acceptable?
	Please choose a response.



	The HBRC is required to be able to provide the Health Research Authority (HRA) with annual reports containing titles, summaries, Chief Investigator names, samples requested, and organisations where research is taking place. The HBRC may also wish to publish these details on its website. Professional contact details for the Chief Investigator of each study will be only released by the HBRC upon request. 

	Is this acceptable?
	Please choose a response.



	A3. STORAGE DETAILS

	Will you be storing samples/materials derived once HBRC has released them to you?
	Please choose a response.

	
	If ‘YES’ please detail who will be custodian and who will have access:


	Are any samples to be stored by you or your collaborators in freezers or liquid nitrogen?  
	Please choose a response.

	
	If ‘YES’ please detail store locations, temperature monitoring, and procedures in case of adverse events:


	Are appropriate risk assessments in place to cover the research?  
	Please choose a response.



	A4. ETHICAL CONSIDERATIONS

	SPONSORSHIP:
Please note that the Sponsor is NOT the Funder. The Sponsor is “the organisation or partnership that takes on overall responsibility for proportionate, effective arrangements being in place to set up, run and report a research project”. All health and social care research should have a Sponsor.

	Is University of Birmingham sponsorship already in place for the work detailed in this application?
	Please choose a response.

	If University of Birmingham sponsorship is NOT already in place, would you like the University of Birmingham to sponsor this application?
	Please choose a response.

	If you want a DIFFERENT organisation to provide sponsorship, please name the organisation, and provide the sponsorship reference number (if your organisation provides one).
	

	If you want a DIFFERENT organisation to provide sponsorship, is this sponsor aware that you intend to access samples from the HBRC? 
(Please provide written confirmation of sponsorship with your application)
	Please choose a response.

	Are there any co-sponsors?  
	Please choose a response.

	
	If ‘YES’ please supply details:




	A5. COLLABORATORS FOR OUTBOUND MATERIAL

	Please provide names of individuals, their organisations, and their countries (if not UK)

	Please give the name and organisation of any clinical, surgical, or pathology collaborators who will be involved in review and interpretation of patients/cases
	

	
	If named above, please confirm that these collaborators are aware of this application and their input into this research:

Please choose a response.


	Please give the name and organisation of any academic collaborators outside of your supervisory responsibilities with whom you intend to share samples.
Include any stated above if they will act in a research capacity as well as a clinical, surgical, or pathology capacity.
	

	
	If named above, please identify what you wish to share with these academic collaborators:

Please choose a response.


	
	If applicable, please indicate why you will be sharing samples with these collaborators:


	Please give the name and organisation of any commercial collaborators with whom you intend to share samples (i.e. you expect them to retain samples or IP)
	

	
	If named above, please identify what you wish these commercial collaborators to receive:

Please choose a response.


	
	If applicable, please indicate why you will be sharing samples or associated clinical data with these collaborators:


	Please name any commercial contractors (i.e. those who will perform a paid or unpaid service, then return or dispose of remaining biomaterials, retaining no IP)
	

	
	Please identify what you wish these commercial contractors to receive in the performance of their contracted service:

Please choose a response.


	
	If applicable, please indicate why you will be contracting out these samples with these collaborators:





	B1. STAFF RESOURCES

	Select best answer to your knowledge

	Who will select donors?
	Please choose a response.

If relevant, please list any known hospital staff or teams and their affiliations

	Who will seek consent?
	Please choose a response.

If relevant, please list any known hospital staff or teams and their affiliations

	Which consent forms will be used by hospital staff?
	Please choose a response.

	Who will perform phlebotomy?
	Please choose a response.

	Who will deliver samples to HBRC?
	☐ Not known
☐ HBRC staff direct from clinic
☐ HBRC staff direct from theatres
☐ HBRC staff from histopathology
☐ Local hospital staff
☐ HBRC courier
☐ Not needed (samples already banked in HBRC)

	Are all hospital staff involved aware of their expected input with this research.
	Please choose a response.

	Do you need HBRC to subcontract a UoB fluid processing service for you?
	Please choose a response.

	Who will perform histology sectioning and/or chemical staining?
	Please choose a response.

	How are samples to be released from HBRC?
	Please choose a response.



	B2. SAMPLE ARRIVAL AND STORAGE

	Select best answer to your knowledge

	From which hospitals will samples arrive?
	☐ Not known
☐ Not applicable (samples already banked in HBRC)
☐ QEHB (UHB)
☐ Heartlands (UHB)
☐ Solihull (UHB)
☐ Good Hope (UHB)
☐ Birmingham Women’s (BWCH)
☐ Birmingham Children’s (BWCH)
☐ Birmingham Midland Metropolitan (SWBH)
☐ Sandwell (SWBH)
☐ New Cross (RW NHST)
☐ Worcestershire Royal (WA NHST)
☐ Other
Please list the hospital sites and NHS Trusts

	If HBRC staff or HBRC couriers are to pick up samples, please state the precise pick-up location(s) if known.
	(e.g. QEHB Outpatients 1 Reception 4a, or City Hospital Theatres Reception)

	If applicable, what sort of bloods will arrive?
	Please choose a response.

	What numbers and types of whole blood tube will arrive?
	☐ Not known
☐ Not applicable (no bloods, or samples already banked in HBRC)
☐ Bloods will be as indicated below:

	
	Clot
	Hep
	EDTA
	Cit
	SST
	PAXD
	PAXR
	CPT
	Streck

	No.
	
	
	
	
	
	
	
	
	

	Vol.
	
	
	
	
	
	
	
	
	




	Do you need the HBRC to store some or all of the samples/derivatives before release to you?
	Please choose a response.

	
	If ‘YES’ please indicate what samples or derivatives need to be stored?


	
	If ‘YES’ please indicate the storage temperature(s) for each sample/derivative type (Ambient, -80°C, LN2):


	
	If ‘YES’ please indicate by which date you anticipate the last sample/derivative to have left HBRC storage:




	SIGNATURE

	Signature of Chief Investigator:
(A typed named is not acceptable)
	

	Date:
	



PLEASE NOW SUBMIT A WORD COPY AND A SIGNED PDF COPY (OR HARD COPY) OF THIS FORM
IN SUBMITTING A SIGNED COPY, UNIVERSITY OF BIRMINGHAM EMPLOYEES AND HOLDERS OF HONORARY CONTRACTS ARE AGREEING TO THE HBRC’S TERMS AND CONDITIONS BELOW
THANK YOU – WE LOOK FORWARD TO HELPING YOU




	C1: TERMS AND CONDITIONS
University of Birmingham employees and holders of honorary contracts only

	You will become responsible for the safe and proper keeping of the samples once they have left the HBRC, and you will be required to sign a receipt for all samples you receive from HBRC. Please notify us as soon as possible if the samples do not in any way match the specification or are not for any reason viable for the purposes detailed above, in which case we will endeavour to supply you with suitable alternative materials.
With regard to the use of the samples samples/derivatives, you must:
Only use them for the purposes described above.
Notify us immediately of any changes to their intended use for our approval.
Ensure that all personnel using them are made aware of these Terms and Conditions in order to be able to comply with their respective obligations and duties.
Not use the samples/derivatives for transplant or other clinical purpose, as they are not of transplantable quality nor of clinical grade.
Destroy any samples/derivatives in the event that the HBRC receives notice that the donor withdraws their consent, and confirm destruction in writing to HBRC.
You acknowledge and agree that you will:
Comply with all relevant legislation, codes of practice, and guidelines applicable to the keeping, storage and use of the samples/derivatives.
Abide by the University’s Code of Practice for Research as an employee of the University. 
Co-operate with the HBRC and provide such information and assistance as may be necessary arising out of the transfer of the samples/derivatives.
Not assign, transfer, sell, lease or rent the sample or any of their derivatives to any third party except with the prior written agreement of the HBRC.
Keep accurate records regarding the use of the samples/derivatives and make such records available as necessary to the University for audit or other purposes.
Not attempt to identify a donor from the samples provided or their derivatives. In the event that a donor is inadvertently identified, notify us as soon as possible, giving reasonable detail of the circumstances but otherwise not sharing the donor’s identity with anyone else or attempting to contact the donor.
Permit a summary of the work, together with your name and affiliation, to be used by the HBRC on its website and in reports to funders, the HRA, and the public.
Pay the costs of HBRC retrieving, processing, and dispatching the samples in accordance with the cost schedule provided to you. Costs may increase to take account of any higher operating costs (including inflation). You will receive reasonable notice of such revised costs.
At the conclusion of the work, as instructed by us, either destroy or return to the HBRC any samples/derivatives remaining in your possession or under your control, and if requested, notify us in writing of such destruction.
Credit the HBRC as the provider of the samples in all publications and presentations relating to work involving the samples using the following acknowledgement:
“We gratefully acknowledge the contribution to this [study/publication/presentation] made by the University of Birmingham’s Human Biomaterials Resource Centre which was originally set up through the Birmingham Science City - Experimental Medicine Network of Excellence project.”
You acknowledge that:
Breach of any of these Terms and Conditions may constitute a breach of the University Code of Practice for Research and may be subject to disciplinary action by the University.
Breach of the Human Tissue Act 2004 and its associated Codes of Practice may make you personally liable to prosecution under that Act. 
Samples may have hazardous properties, contain infectious agents, or pose other health and safety risks. The HBRC makes no representations and gives no warranties about the quality or fitness of samples for a particular purpose, or freedom from infection. It is your responsibility to ensure that you have the appropriate safety processes in place for your receipt and subsequent storage or use of the samples.
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