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	Application for amendment to an existing study



Please read these notes carefully before submitting this application form
This form is to be used when requesting an amendment to a research project already approved and receiving human biomaterials/associated data from the Human Biomaterials Resource Centre.
An amendment may involve a change or addition to methodology, to the samples/associated clinical data required, a change in financial support, sponsorship or storage, and/or the addition of co-investigators who may, or may not, require transfer of samples and data.
Note: a new application will be requested if an amendment results in a significant change to the research objectives submitted with the original application.
Please fill out the 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). 

	SECTION 1: STUDY DETAILS

	Application details

	HBRC application number:
	

	Title:
	

	Name of Chief Investigator:
	

	

	Primary contact details
If different from the Chief Investigator named above.

	Name(s):
	

	Telephone number(s):
	

	Email address(es):
	

	

	Current sponsorship details
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.

	Current sponsor organisation:
	

	If not the University of Birmingham, is the Sponsor aware of this amendment?
	Please choose a response.





	
	SECTION 2: DETAILS OF THE AMENDMENT
Please answer the questions below to indicate what amendments are required and the details of each type of amendment you are requesting.

	Are you requesting a change to the Chief Investigator?

	Please choose a response.
	If ‘YES’:

Name: Name of CI
Institution: Name and address of institution
Contact details: Contact details

	Are you notifying us of a change to the source or length of funding?

	Please choose a response.
	If ‘YES’:

How are the funding arrangements going to change?
Please describe

When does the new funding end?
Please indicate the new funding end-date

	Are you requesting a change to the sponsorship arrangements?
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.

	Please choose a response.
	If ‘YES’:

What change to the sponsorship arrangements do you require?
Please describe the nature of sponsorship change requested

Why is this required?
Please indicate the reason for the change

If the research will be sponsored by a new institution external to the University of Birmingham, have you informed them of your intention to access samples and/or clinical data from the HBRC?
Please choose a response.

Name, address, and contact details of the new Sponsor external to the University of Birmingham:
Name, full address, and contact details of the new organisation

	Are you requesting a MINOR change to the application title or objectives?

	Please choose a response.
	If ‘YES’:

Amended title: Please indicate the amended title
Additional objectives: Please state the additional objectives

	Are you requesting a change to the methodology?

	 Please choose a response.
	If ‘YES’:

What additional methods are being requested?
Please list the additional methods required

Why are you requesting them?
Please explain why the additional methods are required

Is it possible that new methodology could produce results that 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 such results might be found:
What might those results be, and why might they be clinically significant to the donors/relatives? 
Name and contact details of the most appropriate clinician/team needing these results

	Are you requesting a donor cohort not already specified by the application?
This can also mean donors from other studies, biobanks, non-HBRC hospitals, or countries

	Please choose a response.
	If ‘YES’:

What additional donor cohort(s) are required?
Please list the additional cohorts required

Why is this required?
Please explain why the additional cohorts are required

If the additional donor cohort(s) are from another study, biobank, non-HBRC hospital, or country:
What is the name of the study/studies, biobank(s), or non-HBRC hospital(s)?
Please list the name of the study/studies, biobank(s), and/or non-HBRC hospital(s)

At which institution(s) are they based?
Please give the name and address of the institution(s)

What is the name and email of samples’ the current custodian(s)?
Name(s) and email(s)

What do you wish the HBRC to accept/import?
Please choose a response.

Are there additional Health and Safety concerns arising from the additional donor cohort(s)?
Please choose a response.

If there are additional Health and Safety concerns, what are they?
Please describe

	Are you requesting sample numbers, types, or formats not already covered by the application?

	Please choose a response.
	If ‘YES:

What are the additional sample numbers, types, or formats you require?
Please list the additional sample types or formats required, and/or state the increased numbers

Why are they required?
Please explain why the additional sample numbers, types, or formats are required

Are there additional Health and Safety concerns arising from the additional type(s) or format(s) of samples?
Please choose a response.

If there are additional Health and Safety concerns, what are they?
Please describe

	Are you changing the sample storage arrangements?

	Please choose a response.
	If ‘YES:

What change(s) to the sample storage arrangements are you making, and why?
Please describe

Please confirm that temperature monitoring will be carried out, and that procedures will be in place in case of adverse events.
Please choose a response.

	Are you requesting clinical data not already covered by the application?
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.”.

	Please choose a response.
	If ‘YES:

What additional clinical data do you require?
Please list the additional clinical data required

Why do you need this additional data?
Please indicate why the additional clinical data is required

	Are you requesting the addition of clinical, surgical, or pathology collaborators not already covered by the application, with regards to review and interpretation of patients/cases?

	Please choose a response.
	If ‘YES’:

Who are the new collaborators, and what is their specialism, where are they based, and what is their contact email?
Please list the new collaborators by name, quoting their specialism, institution, and email

What will the new collaborators be supporting?
☐   Identification of eligible patients
☐   Recruitment and consent
☐   Sample collection
☐   Clinical data collection
☐   Sample analysis
☐   Review and interpretation and of research data

Please confirm that they are aware of this application and their input into this research:
Please choose a response.

	Are you requesting approval to transfer samples or clinical data to co-investigators INTERNAL to your own institution who were not previously specified by the application?
You only need to name group/team leaders not directly supervised by you

	Please choose a response.
	If ‘YES’:

Who are the new co-investigators, and which department are they in?
Please list the new co-investigators by name, quoting their department

What do you wish to transfer to them?
Please choose a response.

Please indicate the broad reason for the transfer:
Please choose a response.

Please provide further details:
Please explain why the transfer is appropriate

	Are you requesting approval to transfer samples or clinical data to an institution EXTERNAL to your own that was not previously specified by the application?
You only need to name group/team leaders

	Please choose a response.
	If ‘YES’:

Who are the new co-investigators, and what is the name and address of their institution?
Please list the new co-investigators by name, quoting the name and address of their institution

What do you wish to transfer to them?
Please choose a response.

Please indicate the broad reason for the transfer:
Please choose a response.

Please provide further details:
Please explain why the transfer is appropriate

Who will be responsible for physical custody of the transferred materials at the recipient institution?
Please name those responsible for the physical custody of the transferred materials at each institution above

How are samples/associated clinical data to be transferred?
Please choose a response.

If HBRC is to release samples/associated clinical data directly, who is to be invoiced for this?
Please choose a response.

If your co-investigators are to pay for direct transfer from HBRC, please provide their invoice address (and a PO number, if applicable):
Please provide the full invoice address (and a PO number, if applicable)

	Are you also wishing to extend the application’s end-date?

	Please choose a response.
	

	Is there another reason for submitting this amendment that is not mentioned above?

	Please choose a response.
	



	SECTION 3: SIGNATURE
I confirm that the amended study does not involve MAJOR changes to research objectives.

	Chief Investigator’s signature:
	

	Date:
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