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	TITLE OF RESEARCH PROJECT

	

	

	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 research in this application?
	

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

	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)



IF YOU WISH TO APPLY FOR ACCESS TO SAMPLES UNDER HBRC’S ETHICAL APPROVAL, PLEASE NOW COMPLETE SECTIONS A & B TO THE BEST OF YOUR KNOWLEDGE

IF YOU ONLY NEED THE HBRC’S SAMPLE MANAGEMENT SERVICE (“HOSTING” OR “ADOPTING”), PLEASE NOW COMPLETE SECTION B TO THE BEST OF YOUR KNOWLEDGE



	LAYOUT OF APPLICATION FORM

	PART A – DISTRIBUTION OF SAMPLES UNDER HBRC PROTOCOL (“ACCESS”)

	SECTION A1
	HUMAN BIOMATERIALS 

	
	ASSOSCIATED DATA

	SECTION A2
	RESEARCH DETAILS

	
	LAY SUMMARY

	
	OBJECTIVES

	
	METHODOLOGY

	
	SCIENTIFIC JUSTIFICATION

	
	EXPERIENCE OF GROUP

	
	SUMMARY PUBLICATION

	SECTION A3
	STORAGE DETAILS

	SECTION A4
	ETHICAL CONSIDERATIONS

	SECTION A5
	COLLABORATORS (OUTBOUND)

	PART B – RECEIPT OF SAMPLES INTO THE HBRC UNDER ANY PROTOCOL

	SECTION B1
	STAFF RESOURCES

	SECTION B2
	SAMPLE ARRIVAL AND STORAGE

	SECTION B3
	EXISTING SPECIFIC REC APPROVAL

	SECTION B4
	COLLABORATORS (INBOUND)

	SIGNATURES


 

[bookmark: _SECTION_A:_DISTRIBUTION][bookmark: SectionA]SECTION A: DISTRIBUTION OF SAMPLES UNDER THE HBRC PROTOCOL
Please read these notes carefully before submitting an application form:
· Section A is for researchers wishing to access samples through the HBRC generic protocol. If you simply wish to deposit samples at the HBRC, please go straight to Section B.
· Section A’s primary focus is the ethical needs of your project – the HBRC may need to ask further logistical questions before commencement of work. You are strongly encouraged to discuss your needs with the HBRC before submitting an application.
· The HBRC is an HTA-licensed ethically-approved Research Tissue Bank and is authorised to release samples, and associated data, to Chief Investigators whose research falls within the HBRC’s ethical approval
· Chief Investigators must be able to satisfy the Access Review Panel of the HBRC that their project is scientifically valid, has appropriate Research Governance arrangements in place, and that they will comply with the Human Tissue Act and other appropriate laws/legislation that cover the use of human biomaterials in research, or which the University of Birmingham deems to be relevant.
· In accordance with UK Policy Framework for Health and Social Care Research, the HBRC requires that 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 apply for University of Birmingham sponsorship by completing the relevant box in Section A4.
· Once an application for the release of human samples and associated data from the HBRC has been approved by the Access Review Panel, a signed Material Transfer Agreement (MTA) will be required prior to their release. This agreement will also cover clinical data.
· When human samples and associated data 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. 
· Their use must be restricted to the named Chief Investigator, and personnel who fall under his/her direct supervision, ONLY.
· Intent to transfer samples or clinical data to other personnel or laboratories outside of the Chief Investigator’s direct supervision must be declared on this form, and must (if those laboratories are external the University of Birmingham) be managed by a separate signed MTA (which HBRC will arrange with the collaborator’s organisation). 
· Transfer of samples or clinical data to personnel or laboratories not declared on this form will require an amendment to be submitted.
· A set up fee will be charged for every application to access human biomaterials and associated data from the HBRC under the above protocol, and a smaller fee will be charged for every amendment.
· The HBRC will recover costs incurred during the collection and processing of samples and associated data. These costs will be provided following receipt of an application form, and they will vary according to the type of sample requested and what clinical data is required.
· 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).




	A1. HUMAN BIOMATERIALS AND ASSOCIATED DATA REQUESTED

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

	Samples types needed from each patient-visit
(e.g. EDTA peripheral blood, fresh tumour tissue, frozen adjacent normal tissue, tumour and adjacent normal FFPE archive blocks)
	MATERIAL UNDER INVESTIGATION:


	
	CONTROL MATERIAL (may be from same or different cohort):


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


	
	CONTROL COHORT (if different):


	Minimum number of patients
	COHORT UNDER INVESTIGATION:

	☐ total
☐ per week
☐ per month
☐ per year

	
	CONTROL COHORT (if different):

	☐ total
☐ per week
☐ per month
☐ per year

	Number of visits per patient
(please indicate visit timings if >1)
	COHORT UNDER INVESTIGATION:


	
	CONTROL COHORT (if different):


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


	
	CONTROL MATERIAL (may be from same or different cohort):


	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)
	MATERIAL UNDER INVESTIGATION:


	
	CONTROL MATERIAL (may be from same or different cohort):


	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.





	ASSOCIATED DATA REQUIRED FROM THE PATIENT HEALTH RECORD: 
You may only request information held in the patient health record. 
Exact dates can often be used to re-identify patients, so we will only provide data such as “age at…”, “days from… to…”
Please be specific and avoid phrases such as “relevant data” or “etc.”.

	☐ Age at collection
	☐ Gender (patient preference)
	☐ Genetic sex*

	☐ Redacted histology report
	☐ Brief history from clinic letter
	☐ Current medications

	☐ Age at diagnosis
	☐ Status (currently alive/deceased)
	☐ Survival (diagnosis to last visit/death)

	☐ Other (please specify)



* This can be a sensitive topic for some patients, so please use the ‘Other’ box to justify your scientific need for genetic sex, which may differ from the patient’s stated gender

	ADDITIONAL DATA REQUIREMENTS: 

	Do you require any information that would not normally be captured in the patient health record?
(Please note that a ‘YES’ may require the HBRC to submit a substantial amendment to the REC)
	Please choose a response.

	
	If ‘YES’, please provide further details:


	Does the research require any imaging that would not normally be carried out during routine treatment?
(If ‘YES’ the HBRC will be unable to help using the HBRC protocol)
	
Please choose a response.






	
A2. RESEARCH DETAILS

	Is this proposed research a clinical trial?
(If ‘YES’ the HBRC will be unable to help using the HBRC protocol)
	Please choose a response.

	Anticipated project commencement date:
(Minimum 6 weeks from date of application)
	

	Anticipated project completion date:
(Maximum 3 years from date of application)
	

	Has the research undergone independent scientific peer review?
	
Please choose a response.

	Please attach any proof of favourable review to this application form (e.g. letter of funding award from a major funding body, or letter of independent scientific review)
	



	LAY SUMMARY OF RESEARCH:
Please provide a short, jargon-free lay summary (max 200 words) of the intended research.  Please note, this information may be used in HBRC reports to funders, HRA, to the public and on the website, so only include information that has no commercial sensitivity.

	






	RESEARCH OBJECTIVES:

	



	METHODOLOGY:
Please give brief details of the methods you intend to use. Commercially sensitive detail is not needed.

	



	WHAT IS THE SCIENTIFIC JUSTIFICATION FOR THE RESEARCH?

	



	EXPERIENCE OF GROUP: 
Please provide information to indicate that your research group has experience in the techniques you intend to use, either by use of preliminary data from other work carried out in your group or by providing references to publications from your group that are relevant to this application.

	



	The HBRC is required to be able to provide the Health Research Authority (HRA) with annual reports of study titles, lay summaries, Chief Investigator names, samples/data 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

	ETHICAL APPROVAL:

	Do you intend to use the HBRC’s generic ethical approval?
	Please choose a response.

	Is this application linked in any other way to an existing ethically approved study?
	Please choose a response.

	
	If ‘YES’ please describe briefly how this application is linked to the existing study (e.g. this application is for samples not accessible under the existing study, or it may involve a different cohort of patients):


	Might your research results need to be communicated to donors or their relatives, either as found, or in order to trigger further validated diagnostic/prognostic tests?
	Please choose a response.

	
	If ‘YES’ please give details:

	
	If ‘YES’ please provide the name and contact details of the most appropriate clinician to inform the donor in such a scenario (if known):


	Will the samples supplied under the HBRC protocol be used in research that involves animals?  
	Please choose a response.

	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 research 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 and/or clinical data 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 or associated clinical data.
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 or associated clinical data with these collaborators:


	Please give the name and organisation of any commercial collaborators with whom you intend to share samples or associated clinical data (i.e. you expect them to retain samples, clinical data, 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 and clinical data, 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 or associated clinical data with these collaborators:




PLEASE NOW COMPLETE SECTION B TO THE BEST OF YOUR KNOWLEDGE



TO AVOID DISAPPOINTMENT, YOU ARE ADVISED TO CONSULT WITH THE RELEVANT HBRC TEAM ABOUT FEASIBILTY BEFORE SUBMITTING AN APPLICATION

[bookmark: _SECTION_B:_DEPOSIT][bookmark: SectionB]SECTION B: RECEIPT OF SAMPLES INTO THE HBRC UNDER ANY PROTOCOL
Please read these notes carefully before submitting an application form:
· Section B concerns the acceptance of samples into the HBRC, whether through HBRC ethical approval or under specific REC approval. 
· Section B’s primary focus is with the provenance of your samples and the logistical needs of your request – the HBRC may need to ask further logistical questions before commencement of work. You are encouraged to discuss your needs with the HBRC before submitting an application.
· All applications will be considered carefully, and deposits from studies with specific REC approval may be referred to the University of Birmingham’s Human Tissue Oversight Committee or the Advanced Therapies Management Committee for final approval.
· The ethical responsibility for samples deposited under specific REC approval will remain with the depositor, unless adopted under the HBRC protocol by agreement. Full provenance will need to be assured for adoption.
· Transfer of samples into the HBRC and use of the sample management services requires a signed agreement. The HBRC has template agreements available. Depending on circumstances, a separate agreement may be required from those already signed by the University.
· The HBRC will charge for the provision of its sample management services. These costs will be provided following receipt of an application, and they will vary according to what is being provided. 
· The cost of transfer of samples by courier into or out of the HBRC will be met by the investigator.
Please fill out the application form electronically and return a Word copy to: g.bicknell@bham.ac.uk, cc l.challinor@bham.ac.uk. A signed PDF copy or hard copy is also required.
For additional information, please contact: Dr Gareth Bicknell (g.bicknell@bham.ac.uk).



	B1. STAFF RESOURCES

	Select best answer to your knowledge

	For HBRC protocol patients only: who will select them?
	Please choose a response.

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

	For HBRC protocol patients only: who will seek consent?
	Please choose a response.

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

	For HBRC protocol patients only: which consent forms will be used by hospital staff?
	Please choose a response.

	For HBRC protocol patients only: who will perform phlebotomy?
	Please choose a response.

	For all patients, 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
☐ Own staff/courier (non-HBRC samples/data)
☐ Not needed (samples already banked in HBRC)

	For HBRC protocol patients only: are all hospital staff involved aware of their expected input with this research.
	Please choose a response.

	For HBRC protocol patients only: do you need HBRC to subcontract a UoB fluid processing service for you?
	Please choose a response.

	For all patients, who will perform histology sectioning and/or chemical staining?
	Please choose a response.

	For all patients, how are samples to be released from HBRC?
	Please choose a response.

	For HBRC protocol patients only: who will collect identifiable clinical data for link-anonymisation by HBRC?
	Please choose a response.

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





	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)

	From which date do you anticipate the first samples to be available (if known)?
	

	How are samples likely to arrive?
	☐ Not known 
☐ Not applicable (samples already banked in HBRC)
☐ Single-patient sets: (estimated number of samples per set)
☐ Multi-patient sets: (estimated number of patients, and samples per patient)
☐ All-in-one-go: estimated number of samples

	How often are samples likely to arrive?
(Use T for fresh tissue, F for fresh fluids, S for pre-frozen material, H for histology material)
	☐ Not known
☐ Not applicable (samples already banked in HBRC)
☐ Ad hoc
☐ Routine sessions/deliveries:

	
	Mon
	Tue
	Wed
	Thu
	Fri

	AM
	
	
	
	
	

	PM
	
	
	
	
	


 

	How often are samples likely to arrive at HBRC before 9am or after 4.45pm Mon-Fri?
	Please choose a response.

	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

	No.
	
	
	
	
	
	
	
	

	Vol.
	
	
	
	
	
	
	
	




	What numbers and types of blood derivatives or other fluids will arrive?
	☐ Not known
☐ Not applicable (no derivatives, or samples already banked in HBRC)
☐ Blood derivatives or other fluids will be as indicated below:

	Fluid
	Plasma
	Serum
	PBMC
	CSF
	Urine
	
	

	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:







	B3. EXISTING SPECIFIC REC APPROVAL
You may leave Section B3 blank if you have no existing specific REC approval

	Short title of the trial/study already approved:
	

	Full title of the trial/study already approved:
	

	Chief Investigator on the existing ethical approval:
	

	Sponsor of the existing research:
	

	Funder of the existing study/trial:
	

	References/IDs:
	REC reference: (please specify)
Sponsor reference: (please specify)
IRAS ID: (please specify)
ISRCTN ID: (please specify)
HTA licence number: (please specify)
Other: (please specify all that are relevant)

	Anticipated End-of-Study:
(i.e. when you intend to file the End-of-Study Declaration to the REC)
	

	Please detail any contractual agreements governing the collection, storage, use and transfer of the samples and data collected under the current approval
	

	Please indicate which documents you will copy to the HBRC in order to meet GCP requirements
	☐ Trial/Study Protocol
☐ Laboratory Handling Manual
☐ Template trial/study sample collection form(s)
☐ REC approval letter(s)
☐ Letter of Sponsorship
☐ Other: (please specify)

	

	ONLY IF YOU INTEND SAMPLES FROM THE ABOVE TO BE ADOPTED BY THE HBRC UNDER LICENCE:

	Please indicate the number, format (tube size/block/slide) and storage temperature for each sample type
	

	Please indicate your wishes for future use
(Reservation may necessitate ongoing cost recovery)
	☐ Reserved for you/your collaborators’ use (“funded adoption”)
☐ Available to the wider community (“open collection”)

	Please indicate how the samples are currently catalogued
	Please choose a response.

	Please detail any adverse events that may have affected these samples
	☐ Freeze-thaw (deliberate or accidental)
☐ Suboptimal storage conditions (damp, high/low temperatures, loss of fixative, unmonitored storage temperatures)
☐ Issues of traceability
☐ Other: (please specify)

	Were any of the samples collected abroad?
	Please choose a response.

	Were samples collected as part of a clinical trial?
	Please choose a response.

	Have any of the samples been collected from the deceased?
	Please choose a response.

	Have any of the samples been collected from donors under 18 years old?
	Please choose a response.

	Have any of the samples been collected from donors lacking capacity?
	☐ Yes – mental capacity
☐ Yes – physical capacity to write
☐ No

	Please indicate which documents, additional to those above, that you will copy to the HBRC
	☐ Donor information sheet(s)
☐ Template donor consent form(s)
☐ Identifiable donor consent forms (only if permitted)



	B4. COLLABORATORS FOR INBOUND MATERIAL
This section deals with receipt of samples, not release

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

	Please name any researchers or sites in England, Wales, or Northern Ireland from whom you intend to receive samples for the purposes of this application
(There is no need to declare those already stated in Sections B1 and B2)
	

	Please name any researchers or sites in Scotland or the rest of the world from whom you intend to receive samples (“import”) for the purposes of this application
(There is no need to declare those already stated in Sections B1 and B2)
	

	[bookmark: _Hlk103791924]Please confirm that they are aware of this application and their expected input into this research.
	Please choose a response.



	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
THANK YOU – WE LOOK FORWARD TO HELPING YOU

	Application to use HBRC services v4
	      Print Date:  9-Dec-25
      Page 5 of 16
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