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MTA EXPIRY DATE:  DD-MM-202-.         


EXPIRY DATE:  DD-MM-202-.                                                              UCL PI 2023-03-07, v9C.
QUEEN SQUARE BRAIN BANK FOR NEUROLOGICAL DISORDERS:
IoN HTA UCL PI MTA REF.:  QSBB .......... 202-.
SUPPLY AGREEMENT FOR PROVISION OF HUMAN TISSUE SAMPLES AND
TISSUE DONOR INFORMATION WITHIN UNIVERSITY COLLEGE LONDON FOR RESEARCH PURPOSES ONLY (IoN HTA)
BETWEEN:

1.	Name, Department and address of the Principal Researcher:

(“RECIPIENT”)
AND
2

2.	University College London, Gower Street, London WC1E 6BT.
	("PROVIDER")

WHEREAS
A.	This Material Transfer Agreement (MTA; “AGREEMENT”) contains the terms and conditions under which the PROVIDER, acting through the UCL Queen Square Institute of Neurology, 23 Queen Square, London WC1N 3BG, has agreed to provide the RECIPIENT with human samples which consist of or include whole cells, namely post-mortem tissue, surplus biopsy or surgical tissue, non-transplantable tissue, body fluids, primary cell cultures (whole explant/biopsy present) or microdissected cells, as requested in the Appendix A (the “RESEARCH PROJECT”) of this Agreement. The term “TISSUE”  means  human material  (excluding  gametes,  embryos,  or   cells   that   have


	divided in culture) which consists of or includes human cells and so is considered to be “Relevant Material” for the purposes of the Human Tissue Act 2004 and the Human Tissue Authority (HTA)1.[footnoteRef:2] [2:  The Human Tissue Act 2004 applies to the use of “Relevant Materials” which include human cells (but not cell lines), tissue and organs from a living or deceased person for the removal, storage and use in “Scheduled Purposes” which include research on disorders or the function of the human body, and education relating to human health. If a sample contains even a single cell from a human body it is classified as Relevant Material (from the HTA Website on the Codes of Practice web page in the ‘Code A – Guiding Principles and the Fundamental Principle of Consent’, and also in Code E – Research).] 


B.	The TISSUE is for use only in the specific RESEARCH PROJECT  as described in Appendix A to be undertaken by [INSERT NAME] (the “PRINCIPAL RESEARCHER”) who is an employee of University College London (UCL). If the PRINCIPAL RESEARCHER is replaced the RECIPIENT will provide the name and contact details of the replacement PRINCIPAL RESEARCHER to the PROVIDER.

C.	The MTA Approval Committee or the equivalent approval system for the PROVIDER’S Tissue Bank must approve the scientific merits of the RESEARCH PROJECT described in Appendix A. In some Tissue Banks the MTA Approval Committee is also able to give ethical approval if the Tissue Bank has authorization from their NHS Research Ethics Committee (REC). If confirmation that the Tissue Bank can provide ethical approval is included in the Letter of Approval in Appendix B, the RECIPIENT may request ethical approval in Appendix A. The ethical approval granted by a MTA Approval Committee is only for the specific RESEARCH PROJECT described in Appendix A, and will not be valid when this Agreement expires or is terminated, and is for a RESEARCH PROJECT which is conducted in the U.K.. If the Tissue Bank is unable to grant ethical approval the RECIPIENT must obtain a NHS Health Research Authority (HRA) Research Ethics Committee approval letter for the RESEARCH PROJECT, and this letter must be attached at Appendix E. 

[bookmark: _Hlk487290319][bookmark: _Hlk127871776]D.	The RECIPIENT should list the samples that are required in Appendix A under ‘SAMPLES REQUESTED BY THE RECIPIENT’. The TISSUE will be provided with basic data on the samples (“TISSUE INFORMATION”) which describes the individual samples, and may include information on the interval between death and/or sample removal, or sample removal from living donors; the preservation of samples for the studies; and pathological data. Information on tissue donors (“DONOR INFORMATION”) may be basic clinical information on age; gender; diagnosed disease and duration; and cause of death. The basic and any additional information must be requested in Appendix A under TISSUE AND DONOR INFORMATION REQUIRED. A Tissue Bank representative will determine the information that would be made available to the RECIPIENT. The PROVIDER will fully anonymise all information with study-specific coding. The RECIPIENT shall not attempt to identify any of the tissue donors.


[bookmark: _Hlk127814374]E.	The TISSUE INFORMATION and DONOR INFORMATION will be sent by e-mail to the RECIPIENT after the samples have been received. The RECIPIENT will hold the TISSUE, TISSUE INFORMATION and DONOR INFORMATION on the terms of this Agreement and solely for the purpose of the RESEARCH PROJECT as described in Appendix A within the Research Group of the PRINCIPAL RESEARCHER. Subsequent to this MTA being fully approved, if for the RESEARCH PROJECT there is a requirement for small amounts of additional TISSUE, or further TISSUE INFORMATION or DONOR INFORMATION, the PRINCIPAL RESEARCHER should contact the Tissue Bank to request a MTA AMENDMENT template document (Clause 17).

IT IS HEREBY AGREED AS FOLLOWS
[bookmark: _Hlk493682076]1.	The PROVIDER represents and warrants that the consent obtained for TISSUE donation, and the procurement and storage of TISSUE and the DONOR INFORMATION for research studies are in accordance with the Human Tissue Act 2004, the HTA Codes of Practice, the PROVIDER'S relevant NHS Research Ethics Committee approval(s), and other relevant laws and guidelines. The UCL Queen Square Institute of Neurology has been granted the HTA Licence Number 12198 in the Research Sector. A copy of the PROVIDER’S NHS Research Ethics Committee approval(s) which is relevant to the TISSUE and DONOR INFORMATION supplied is attached at Appendix B.

2. 	The TISSUE and DONOR INFORMATION supplied to the RECIPIENT have been obtained from living donors for whom written informed consent was given by the donor, next of kin or person with power of attorney for the donor's TISSUE and DONOR INFORMATION to be used for research purposes, and/or for whom written informed consent was given after the death of the donor by their next of kin or person with power of attorney. Sample copies of the current Tissue Bank, Laboratory or Hospital Consent Form(s) used by the PROVIDER are attached to this Agreement at Appendix C. Should an individual donor, or donor’s next of kin, rescind consent the PROVIDER will notify the RECIPIENT and the RECIPIENT will agree to discontinue use of the TISSUE and return any remaining TISSUE concerned to the PROVIDER in accordance with the PROVIDER’S instructions.

3. 	The PROVIDER warrants to the RECIPIENT that no payments were made or other inducements given to any donor or next of kin or other consenting person to procure the TISSUE or DONOR INFORMATION.

[bookmark: _Hlk488501393]4.	The RECIPIENT hereby agrees to comply and procure that the PRINCIPAL RESEARCHER and all their personnel who work with the TISSUE, TISSUE INFORMATION and DONOR INFORMATION comply with the terms and conditions in this Agreement. The RECIPIENT may pass the TISSUE, TISSUE INFORMATION and DONOR INFORMATION on to its employees solely for performance of this RESEARCH PROJECT, but may not transfer, receive payment for, or licence the TISSUE, TISSUE INFORMATION or DONOR INFORMATION to any third party. The exception to this is the permitted outsourcing, without prior written consent from the PROVIDER, of TISSUE samples to a third party only for the purposes of using methodology(ies) not available in the RECIPIENT’S Laboratory that are necessary for performance of this RESEARCH PROJECT. The RECIPIENT shall ensure that relevant terms and conditions of this Agreement are formally agreed between the RECIPIENT and the third party. Only necessary TISSUE INFORMATION but no DONOR INFORMATION should be given to such third parties. The RESEARCH PROJECT may include DNA and RNA analyses and gene expression studies in line with the donor consent and the Codes of Practice of the Human Tissue Authority. All TISSUE is for research purposes only and the RECIPIENT will not use the TISSUE for Human Application (i.e. patient treatment), as that term is defined in the Human Tissue (Quality and Safety for Human Application) Regulations 2007 or equivalent as may be replaced or amended from time to time, or for any other clinical or diagnostic purposes.

5.	The RECIPIENT shall make no payment for the TISSUE samples, but the RECIPIENT will make appropriate payment to assist with the costs for TISSUE retrieval, assessment and storage, and reasonable administration costs for TISSUE INFORMATION, DONOR INFORMATION and arranging sample transport. These costs will be agreed between the PROVIDER and the RECIPIENT prior to any transfer of the TISSUE, TISSUE INFORMATION and DONOR INFORMATION. No payment will be made to the PROVIDER by the RECIPIENT in respect of any invention or discovery arising from the use of the TISSUE and DONOR INFORMATION. The RECIPIENT shall own the results of the research and resulting intellectual property rights arising from the RECIPIENT’S use of the TISSUE, TISSUE INFORMATION and DONOR INFORMATION.

6.	Upon the RECIPIENT'S request, the PROVIDER shall provide the RECIPIENT with technical information necessary for the safe handling, storage and use of the TISSUE. The PROVIDER will retain for reference any tissue sections which have been stained by the PROVIDER to characterise TISSUE passed to the RECIPIENT.

7.	The PROVIDER will arrange for and the RECIPIENT will cover the costs for all transport of the TISSUE. The RECIPIENT will supply the PROVIDER with, or pay the PROVIDER for, all slides, tubes, containers, packaging and labelling as required by the PROVIDER to provide the RECIPIENT with the TISSUE. To minimise the possibility of damage or loss, the required packaging must be robust and clearly labelled with the RECIPIENT'S name, address and contact details. Prior to sample transport to the RECIPIENT, the PROVIDER will e-mail the RECIPIENT the TISSUE BANK’S own Tissue Dispatch Form, or the "Dispatch and Confirmation of Receipt Form" attached to this Agreement at Appendix D. Also in advance of transportation the PROVIDER must give the courier company or the individual who would be transporting the samples detailed information on how the samples are to be handled and preserved during transport. This includes the careful handling of samples on glass slides, maintenance of the correct temperature, and on any known potential biological (e.g. infection), chemical (e.g. formalin) or other hazards (e.g. transportation in dry ice). 

8.	The courier must endeavour to prevent damage, loss or theft of the transported TISSUE. It must be ensured by the courier that the transport containers are held in place securely to prevent them moving during transport, and that the specified optimal temperature conditions are maintained throughout all stages of the delivery process. The vehicle transport compartment must be windowless and kept locked until delivery to the RECIPIENT. To acknowledge the safe receipt of TISSUE, the RECIPIENT must as soon as possible send by e-mail the completed TISSUE BANK’S own Tissue Dispatch Form or the "Dispatch and Confirmation of Receipt Form" (Appendix D) to the PROVIDER. The storage conditions for preservation of the tissue samples by the RECIPIENT and any associated hazards are specified on this Form. If TISSUE is transported by a courier company RECIPIENT must also send a copy of the courier company’s signed delivery Form to the PROVIDER. The risk and responsibility (i.e. custodianship) for the TISSUE shall pass to the RECIPIENT when the courier company’s delivery form has been signed at the RECIPIENT’S institution, or the RECIPIENT has collected the TISSUE from the PROVIDER.

[bookmark: _Hlk129004981]9.	On receiving custodianship of the TISSUE, TISSUE INFORMATION and DONOR INFORMATION, the RECIPIENT will then be responsible for their appropriate secure storage and use. The RECIPIENT may use the TISSUE, TISSUE INFORMATION and DONOR INFORMATION only for the RESEARCH PROJECT stated in Appendix A, and in accordance with the RECIPIENT’S NHS HRA Research Ethics Committee approval(s) attached at Appendix E if ethical approval is not granted by the Tissue Bank. To avoid the identification of DONORS, as little as possible of the anonymised basic or additional TISSUE INFORMATION and DONOR INFORMATION should be published in any format, which includes genomic, genetic or any other type of database that would be made available for either public or restricted access. The RECIPIENT agrees to obtain the written consent of a Tissue Bank representative if there is any change to the proposed use of the TISSUE or the basic and additional DONOR INFORMATION.

10.	Both Parties shall keep confidential all details of this Agreement and any Amendment to this Agreement, but if requested by other Parties approved by the Recipient organization the following information only may be given: The name and address of the Recipient organization; name of Principal Investigator and academic Department; name and address of University College London; name of Tissue Bank; title of the Research Project as given in Appendix A; and the duration of the Agreement. This obligation of confidentiality shall survive termination of the Agreement for five years. The obligations of confidentiality shall not apply to any information (i) that the receiving party can show was known to the receiving party in advance of receipt from the disclosing party; (ii) is in the public domain or subsequently becomes publicly known through no fault, act or omission of the receiving party; (iii) is received by the receiving party without restriction from a third party lawfully entitled to make the disclosure to the receiving party without any such restriction; (iv) is developed by the receiving party independently and without the aid or benefit of the information obtained from the disclosing party; (v) the receiving party is required to disclose by law, government regulation or court order provided the receiving party notifies the disclosing party of such requirement in advance of disclosure.

[bookmark: _Hlk517174624]11.	Each Party shall ensure that its activity under this Agreement shall comply fully with applicable laws and guidance2,[footnoteRef:3]including but not limited to the current Codes of Practice of the Human Tissue Authority and all other relevant local and government laws, regulations and guidelines which are applicable during the period of this Agreement. These include Health and Safety, environmental laws, and the U.K. General Data Protection Regulation (U.K. GDPR) 2021 and the amended U.K. Data Protection Act 2018 with regard to data on TISSUE samples and the DONOR INFORMATION.  [3: 2 Applicable laws and guidance means all laws, rules, regulations, research governance or ethical guidelines, or other requirements of any Regulatory Authority, that may apply to the use of the Material by the RECIPIENT from time to time, including (but not limited to) the Human Tissue Act 2004 or the Human Tissue (Scotland) Act 2006, and the current HTA Codes of Practice and Directions.] 


12.	The RECIPIENT agrees to have in place formal Risk Assessments and Standard Operating Procedures for all research work involving the TISSUE and DONOR INFORMATION. The RECIPIENT acknowledges that as the samples may contain viruses, latent viral genomes or other infectious agents, the RECIPIENT must ensure that samples are stored, utilised for research, and also disposed of when rendered acellular as if not free from such possible contamination. The RECIPIENT warrants to assume full responsibility for training all personnel in procedures for the safe handling of human tissues. The PROVIDER warrants to have taken all reasonable precautions in supplying the TISSUE to the RECIPIENT and accepts no liability for any potential risks associated with the RECIPIENT'S use of the TISSUE. Except as expressly stated herein, the RECIPIENT acknowledges that the TISSUE is experimental in nature and the PROVIDER makes no representation and gives no warranty or undertaking of quality or fitness of the TISSUE, TISSUE INFORMATION or DONOR INFORMATION for any particular purpose or that their use will not infringe any patent, copyright, trade mark or other property right owned by any third party.

13.	The PRINCIPAL RESEARCHER agrees to provide appropriate acknowledgement of the Tissue Bank as the source of the TISSUE, TISSUE INFORMATION and DONOR INFORMATION in all written publications, both in the Methods and Acknowledgements Sections, or in oral presentations reporting on the use of the TISSUE and/or DONOR INFORMATION. The PRINCIPAL RESEARCHER will provide a copy of written publications at least twenty (20) days in advance of submission for publication. The PROVIDER agrees not to share such advance copy with any third party until published. 

14.	At any time, the PRINCIPAL RESEARCHER and PROVIDER may confirm in writing to collaborate on this RESEARCH PROJECT. Collaboration in the performance of this RESEARCH PROJECT may be of mutual benefit, further research objectives and foster the development of scientific knowledge. If this has been agreed the Tissue Bank representative(s) will be included in any publication as co-author(s), unless requested otherwise by Tissue Bank representative(s). The obligations in Clauses 13 and 14 shall survive termination of this Agreement indefinitely.

15.	The RECIPIENT must send the PROVIDER the completed REPORT FORM (Appendix F) for the RESEARCH PROJECT described in Appendix A BEFORE THE DATE OF THE MTA EXPIRATION, or the date of termination when the RESEARCH PROJECT is completed, or any remaining TISSUE is no longer required, or the RECIPIENT’S Ethics Committee approval(s) attached at Appendix E expire, whichever is the sooner. The PROVIDER will send a copy of this Form to the RECIPIENT at about two months before the date of the MTA expiration or on request if terminated. The completed Form will be held in confidence by the PROVIDER.

[bookmark: _Hlk493680977]16.	ALL UNUSED TISSUE MUST BE RETURNED WITHIN ONE MONTH OF THE DATE OF THE MTA EXPIRATION OR TERMINATION DATE. Samples which have been homogenised or rendered acellular by other means should be disposed of by the RECIPIENT under the regulations of their establishment. However samples containing whole cells, or tissue sections on slides or in tubes, must be returned to the PROVIDER for disposal in a lawful and respectful manner in compliance with the Human Tissue Act 2004, HTA Codes and UCL Policies (Appendix F). The RECIPIENT must document in detail and return all unused TISSUE to the PROVIDER in appropriately labelled containers and packaging unless a new Agreement is approved by the PROVIDER, and/or new Research Ethics Committee approval is obtained. A copy of any non-generic new approval by the RECIPIENT’S Research Ethics Committee must be sent to the PROVIDER within thirty (30) days of notification of such approval.


[bookmark: _Hlk115429572]17.	This Agreement shall take effect from [insert date, 202x], and shall be for a maximum period of [insert word] (digit) years, expiring on [insert date, 202x]. Within the duration of this MTA, if the RECIPIENT wishes to request small amounts of additional TISSUE with TISSUE INFORMATION and basic DONOR INFORMATION; or additional DONOR INFORMATION; or to make minor changes to the methodologies included in Appendix A, the PRINCIPAL RESEARCHER should utilise a UCL Queen Square Institute of Neurology MTA AMENDMENT template document. This MTA would be modified only to the extent expressly stated in the AMENDMENT(S). All other provisions specified in the MTA would remain unchanged and in full force and effect including the expiry of the MTA and any AMENDMENT(S) on the date stated in the MTA. In the event of breach of this MTA, or any Amendment to this, by the RECIPIENT and following failure to remedy such breach within 30 days, the PROVIDER may terminate the  MTA on 30 days written notice being given to the RECIPIENT.


18. 	Official notices shall be in writing and may be given by hand or sent by first class post, as a PDF e-mail attachment, or facsimile addressed to the signatories of this Agreement. If delivered by hand, service shall be deemed to have been given upon delivery. If sent by post, service shall be deemed to have been given 48 hours after posting, and if sent electronically as a PDF attachment or facsimile shall be deemed to have been given on the date of transmission provided that a successful transmission report is held by the sender and a copy of the PDF attachment or facsimile and the transmission report is sent by post to the RECIPIENT. Informal comments and concerns may be made in writing by either party by post, e-mail or facsimile to the relevant Tissue Bank or Laboratory Manager, contact details for whom are given in Appendix A.
30

IN WITNESS WHEREOF this Agreement, IoN HTA UCL PI MTA REF.: QSBB ........ 202- has been signed by the duly authorised representatives of the RECIPIENT and the PROVIDER.

For and on behalf of the RECIPIENT


Title: Principal Researcher:

Signature:  


Name in capitals:  


Date:  


 

For and on behalf of the PROVIDER

Confirmation by the HTA Person Designated (PD) for the Queen Square Brain Bank for Neurological Disorders at the 1, Wakefield Street Satellite Site under the UCL Institute of Neurology HTA Licence Number 12198 (Research Sector) that the RESEARCH PROJECT detailed in Appendix A has been approved by this tissue bank's MTA Approval Committee. The Committee has also granted the ethical approval for the study:    OR    The RECIPIENT has NHS HRA Research Ethics Committee approval:    

Signature:  


Name in capitals:  MISS NATALIE WOODMAN


Date:  




Title: HTA Designated Individual for the UCL Queen Square Institute of Neurology HTA Licence Number 12198.

Signature:  

Name in capitals:  PROFESSOR MARIA THOM


Date:  


	


UCL PI 2023-03-07, v9C.                             IoN HTA UCL PI MTA REF.:  QSBB ........ 202-
APPENDIX A: THE RESEARCH PROJECT
TO BE COMPLETED BY THE PRINCIPAL RESEARCHER FOR THIS PROJECT.

	
TITLE OF RESEARCH PROJECT:  



	
PLEASE OUTLINE OF YOUR PROJECT IN LAY TERMS:  





	
PROJECT SCIENTIFIC BACKGROUND:  














	
AIMS OF THE RESEARCH PROJECT:  
















	
INVESTIGATION PLAN:











































	
SAMPLES REQUESTED BY THE RECIPIENT:  

Neurological disease(s) and number of cases from which samples are required:  

Number of normal control cases from which samples are required:  

Sample Preservation: Flash frozen, snap frozen, slow frozen, formalin-fixed and paraffin-embedded, formalin-fixed, other fixative, unpreserved or other format:  

Sample Type: Tissue blocks, slices, finely dissected samples, sections on slides, sections in tubes, cells, primary cultures, body fluids or other sample type:  
  
Required sample size, weight, thickness or volume:  

CNS area(s) and numbers of each type of sample from these CNS areas:  



TISSUE AND DONOR INFORMATION REQUIRED:

Please see Clause D.


Specify the basic TISSUE INFORMATION (including pathology) and any additional information required:  



Specify the basic clinical DONOR INFORMATION and any additional information required:  

















Appendix A Continued:
PRINCIPAL RESEARCHER FOR RESEARCH PROJECT (Title; full name): 

Position: 

Laboratory address for TISSUE delivery: 


e-mail address:                                                                        Tel. No(s).:      
_____________________________________________________________________________
 
Name of research funding bodies for the proposed RESEARCH PROJECT:

_____________________________________________________________________________

· In signing this Agreement the PRINCIPAL RESEARCHER confirms that they will send the PROVIDER their completed RECIPIENT’S END OF RESEARCH PROJECT REPORT FORM (Appendix F) on this RESEARCH PROJECT, and return any unused tissues or sections (Clauses 15 and 16).

· I agree to acknowledge the Tissue Bank as the TISSUE and/or DONOR INFORMATION source in all publications, and to provide a copy of all written publications at least twenty (20) days in advance of submission for publication. In addition, if this is a collaborative project the PROVIDER’S representative(s) will be included as co-author(s) (Clauses 13 and 14). These obligations shall survive termination of this MTA indefinitely.
PRINCIPAL RESEARCHER’S signature: 

Name in capitals:  

Date:  

PLEASE STATE YES OR NO:
Ethical approval for the specific RESEARCH PROJECT described in Appendix A is requested from the PROVIDER'S Tissue Bank MTA Approval Committee:  YES / NO 
A copy of the RECIPIENT’S current NHS HRA Research Ethics Committee approval letter for this RESEARCH PROJECT is attached to this Agreement at Appendix E:  YES / NO

If required this RESEARCH PROJECT has also been approved by the RECIPIENT’S Research and Development (R & D) Department or equivalent organization.
_____________________________________________________________________________
QUEEN SQUARE BRAIN BANK FOR NEUROLOGICAL DISORDERS, UCL QUEEN SQUARE

INSTITUTE OF NEUROLOGY, 1 WAKEFIELD STREET, LONDON WC1N 1PJ.

e-mail address: qsbbmtas@ucl.ac.uk                                       Tel. No.:  020 7837 8370







APPENDIX B
1: COPY OF THE NHS HRA RESEARCH ETHICS COMMITTEE APPROVAL FOR THE PROVIDER’S RESEARCH TISSUE BANK:  FEBRUARY 2023
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2: COPY OF THE NHS HRA RESEARCH ETHICS COMMITTEE APPROVAL FOR THE PROVIDER’S RESEARCH TISSUE BANK:  MARCH 2023
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APPENDIX C: COPY OF THE PROVIDER’S CONSENT FORM
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DISPATCH AND CONFIRMATION OF RECEIPT FORM FOR HUMAN
SAMPLES, IoN HTA UCL MTA PI REF.:  QSBB ........ 202-.

This form should be e-mailed to the recipient before samples are dispatched.


	
DISPATCH INFORMATION
Proposed date and time of dispatch:
RECIPIENT name and address for delivery:

e-mail address and phone number:
SAMPLES: Group Reference codes(s):
Format(s):  Frozen and in dry ice  □          In wet ice  □        At room temperature  □    
In fixative: Type:                                                         Fragile contents, e.g. glass slides  □
Any additional information, including potential biological hazards:  None known  □     
OR: .......................................................................................................................................
SENDER name and address:

e-mail address:                                                    Tel. No.:                                                      
Courier/collector name and phone number:
Courier tracking number: Airway bill number:
If to be tracked, this will be carried out by:    Sender  □    Recipient  □    Both  □

If any problems arise during transit, all parties should be alerted and action taken as necessary.


	

	
CONFIRMATION OF RECEIPT OF SAMPLES
Date and time of arrival: …………………………….…...................................……………….………………… 
All samples were unpacked and stored under appropriate conditions at:
-80ºC  □              +4ºC  □            Room temperature  □           Other ....................................... 
In additional fixative:  □             Fixative type: ........................................................................

Signed: ………………………...…………………………...................…….………………….…….......…….............

Name in capitals: ……………….…………….………..................….....………….……………...………………...…

Please would you scan and e-mail this page to:  QUEEN SQUARE BRAIN BANK FOR NEUROLOGICAL DISORDERS
e-mail address: qsbbmtas@ucl.ac.uk                                       Tel. No.:  020 7837 8370                                                      



APPENDIX E

If ethical approval is not provided by the Tissue Bank:

[bookmark: _Hlk31193587][bookmark: _Hlk31196095]COPY OF THE RECIPIENT’S RELEVANT NHS HRA RESEARCH ETHICS

COMMITTEE APPROVAL LETTER
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[bookmark: _Hlk31193490]APPENDIX F:

RECIPIENT’S END OF RESEARCH PROJECT REPORT FORM
At about two months before the MTA will expire, this Form will be sent to the MTA Principal Researcher. Please return the completed Report to the (name of Tissue Bank) before the MTA expiration date, or when terminated. The Report will be held in confidence.
_____________________________________________________________________________
MTA DETAILS

IoN HTA EXTL PI MTA REF.: .................. , UCL Queen Square Institute of Neurology. 
If applicable, Amendment REF(s).: 
MTA Expiry or Termination Date:  
Ethical Approval Source and Expiry Date:  
Name and Address of the Principal Researcher:  
Telephone and e-mail address:  

Title of Research Project in Appendix A:  


	
SAMPLES THAT HAVE NOT BEEN UTILISED

With reference to the MTA Clause 16, do you have any unused samples which contain whole cells, or tissue sections on slides or in tubes?:  

If so, WITHIN ONE MONTH AFTER THE EXPIRY OR TERMINATION DATE please send information on these samples to Tissue Bank Staff and arrange with them to return the samples to the Tissue Bank for disposal under Human Tissue Authority (HTA) regulations.


	
ADDITIONAL SAMPLES AND/OR DONOR INFORMATION

Will any further samples and/or Donor Information be required from the TISSUE BANK in the near future?:  


	
PUBLICATIONS

These two obligations shall survive the termination of this MTA indefinitely:  

With reference to Clauses 14, 15 and the final page of  Appendix A in this MTA, have the samples, Tissue Information and/or Donor Information from the Tissue Bank that have been utilized for your research resulted in submitted or published publications, abstracts, presentations, PhD or MSc/BSc projects, with appropriate acknowledgements to the Tissue Bank?  Please give full research output information:  

For current and future manuscripts, I agree to acknowledge the Tissue Bank as the source of the TISSUE, TISSUE INFORMATION, and/or DONOR INFORMATION in all publications. The 

PRINCIPAL RESEARCHER will provide a copy of written publications at least twenty (20) days in
advance of submission for publication.
For studies which are collaborative, in addition the Tissue Bank collaborator(s) will be included in all publications as co-author(s).



	
Do you have any comments, please?:    



Signature:                                                                                                Date:                                           

Please e-mail this Report to:  QUEEN SQUARE BRAIN BANK FOR NEUROLOGICAL DISORDERS e-mail address: qsbbmtas@ucl.ac.uk
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Health Research
Authority
London - Central Research Ethics Committee

3 Floor, Bariow House
4 Minshul Street

Manchester
M1 30z
Telephone: 0207 104 8241
27 February 2023
Professor Thomas Wamer

University College London (UCL) Queen Square Institute of Neurology
Queen Square Brain Bank

1 Wakefield Street

London

WCIN 1PJ

Dear Professor Wamer

Title of the Research Tissue Bank: Queen Square Brain Bank and NeuroResource-
tissue collection/research

REC referenc 23/L0/0044
Designated Individual: Professor Maria Thom
IRAS project 321328

‘The Research Ethics Committee reviewed the above application at the meeting held on 22
February 2023. Thank you and Ms Karen Shaw for attending to discuss the application

Ethical Opinion

‘The members of the Committee present gave a favourable ethical opinion of the above research
tissue bank on the basis described in the application form and supporting documentation, subject
to the conditions specified below.

‘The Committee has also confirmed that the favourable ethical opinion applies to all research
projects conducted in the UK using tissue or data supplied by the tissue bank, provided that the
release of the fissue or data complies with the attached conditions. It will not be necessary for
these researchers to make project-based applications for ethical approval. They wil be deemed
to have ethical approval from this committee. You should provide the researcher with a copy of
this letter as confimation of this. The Committee should be notified of al projects receiving tissue
‘and data from the tissue bank by means of an annual report.

‘This application was for the renewal of a Research Tissue Bank application. The previous REC
Reference number for this application was 18/L0/0721

Conditions of the Favourable Opinion

A Research Erics Comites estabished by he Health Research Authorty




image2.png
‘The favourable opinion is subject to the following conditions being met prior 1o the start of the.
Research Tissue Bank.

Tumber | Condifion

1| Although the Commites acknowledged that the Partcipant Information Sheet

makes a glancing reference fo samples being released to anima studies (wittin the

sentence — “Anonymised issues, clinical data and genetc information are released
toressarcers i the UK and worid-wide for as many studies s possible, which may
inciude genstic research, and occasionally research involving the use of animals”)
‘and a comresponding clause withn the Consent Form, the members requested a
more detailed secton on said subject s added to the patientinformation sheet and
the information sheet given to relatives. Details on the fkelood of samples being
released to animal studies (. only single figures have been distibuted inthe last
fve years) and to which types of animal studies have already accessed these
‘samples (i. rodent studies on Alzheimer/Parkinson patients) should also be
incorporated nto this section
Tumber | Recommendation

1| The Commitiee recommend that fhe applicants Ulizs Fransiators whist consentng
potential donors and their relatives into the Research Tissue Bak (o ensure that
Gata s oblained from broader ethnictes. This, in tum, would make sure a variety of
samples are avaiable to researchers that better represent the UK populaton.

‘You should notify the REC once all conditions have been met (except for site approvals
from host organisations) and provide copies of any revised documentation with updated
version numbers. Revised documents should be submified to the REC electronically from
IRAS. The REC will acknowledge receipt and provide a final ist of the approved
‘documentation for the Research Tissue Bank, which can be made available to host
‘organisations to faciltate their permission fof the Research Tissue Bank. Failure to
provide the final versions to the REC may cause delay in obtaining permissions.

Research Governance.

Underthe UK Policy Framework for Health and Social Care Research, there is no requirement o
NHS research permission for the establishment of research tisue banks i the NHS.
‘Applications to NHS R8D offices through IRAS are not required as all NHS organisations are
‘expected to have included management review in the process of establishing the research tissue.
bank.

Research permission s akso not required by collsborators at tissue collection centres (TCCs) who
provide issue or data under the terms of a supply agreement between the organisation and the.
research tissue bank.  TCCs are not research sites fo the purposes of the RGF.

Research tissue bank managers are advised to provide RED offces at all TCCs with a copy of the.
REC application for informaton, together wih a copy of the favourable opinion leter when
available. Al TCCs should be fisted in Part C of the REC application.

NHS researchers undertaking specificresearch projects using issue or data suppiied by the
research tissue bank must apply for permission o R&D offices a al organisations where the
research is conducted, whether or not the research tissue bank has ethcal approval
‘Assessment of sie suitabilty s not a requirement for ethical review of ressarch tissue banks.

A Reseaten ek Comiteeesapiene by e eath Rsearh Aory
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Registration of Research Tissue Banks.

Itis a condition of the ethical approval that all Research Tissue Banks are registered on the UK
Clinical Research Collaboration (UKCRC) Tissue Directory. The Research Tissue Bank should
be registered no later than & weeks after the date of this favourable ethical opinion efieror &
‘weeks after the Research Tissue Bank holds issue with the intention to provide for research
purposes. Please use the following link to register the Ressarch Tissue Bank on the UKCRC
Direcory:hitpsdirectory biobankinguk org/Register/Biobank Registration is defined as having
‘added detais of the types of tissue samples hekl in the fissue bank.

‘There is no requirement to separately nofy the REC but you should do 50 at the earliest
‘opportunity e.g. when submiting an amendment or when submiting an annual progress.
report. We will monitorthe registration etails as part ofthe annual progress reporing process.

Publication of Your Research Summary

‘We willpublish your research summery forthe above study on the research summaries secton of
‘our website, together with your contact detall, no earfe than three months from the date of tis
favourable opinion letter.

‘Should you wish to provide a substitute contact point, make a request to defer, of require further
information, please visit

o Fra. e, ukplanning:and-mproving-researchapplication-summariesiresearch-sum
maries!

1B, Ifyour study is related to COVID-19 we will aim to publish your research summary
within 3 days rather than three months

During this public health emergency, tis vital that everyone can promptly dentiy al relevant
research related 1o COVID-19 that s taking place globaly. If you haven'talready done 5o, please
register your study on a public registry as soon as possible and provide the HRA with the
registration detal, which will be posted alongside other informaton relating o your project. We
are also asking sponsors not o request deferral of publication o research summary for any.
projects relating fo COVID-15. In addiion,to faciitate finding and extractng studies related to
'COVID-15 ffom pubic databases, please enter the WHO offcal acronym for the coronavirus
disease (COVID-18) in the full tte of your study. Approved COVID-19 studies can be found at:
Iotwu hra. e, kcovid- 19-sesearch/approved-covi 9-research

Duration of Ethical Opinion

“The favourable opinion has been renewed for five years from the end of the previous fve year
period provided that you comply with the standard condiions of ethical approval for Research
Tissue Banks setoutin the attached document. You are advised fo study the conditons carefully
‘The opinion may be renewed for a further period of up to five years on receipt of a fresh
‘application. tis suggested that the fresh applicaton is made 3.6 months before the S years
‘expires, o ensure coninuous approval forthe research tissue bank

Research Tissue Bank Renewals
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“The previous fie year period ran from 08 May 2018 to 08 May 2023. This Ressarch Tissue Bark
may be renewed for futher periods of ive years at a time by following the process descrived in
the above paragraph.

Approved Documents

‘The documents reviewed and approved at the meeting were:

[Document [version _|pate
[Gavering lter on hesged paper [GSBBNR Cover leter 1o A [02 Decameer 2022
|Commtes Cnar Dee 2022)

[Fuman Tssue Authorty hcence [FTA icence] A 0% Deoameer 2072
[RAS Cheokist XML [Chickist_08122022] [05 Decemeer 2022
[Other Frrwamer o1 A [0% Deoemeer 2022
[Other fAnnual Progress Report Form 20221 A [0z aren 2022
[Othr (rain_Maters 2021_wes] A [o7 January 2021
[ (rain_Maters_newsiefer 2072 webl & [OT Janwary 2022
[Othr IR Donor Regisaton fomn V4.0 fnal I [02 Deoemeer 202
[Other [0SBB Donor Registatin fom VA0 final g [02 Deoemeer 2022
[Oir INR Consent To Post-moriem Disgnostc Genstis Test V3 fnall3 [05 December 2022
[ (3588 Gansant Ta PostHoram Disgnosts Genete Test V3 [ [02 Decameer 2022
[inan

[Othr 13555 Steps i follow at e e of death of  porerial dono T 02 Deoamer 2022
|-Vt Final

[Parécipant consent form [NR Consent o Tissus Donation V4 0 a1 [05 Decsmeer 2022
[Farccipant consent form (3555 Consent o Tisus Donaton VA0 [1 08 Decameer 2022
Jnan

[Partcian information shest (FIS) IR nformaton on Tissue [+ 02 Deoamer 2022
Ibonston - V4.0 inal]

[Pareciant nformaton shest (F15) (358 Inomaton on Tissue [+ 02 Deoamer 2022
|bonston - V4.0 inal]

[Frotozal for mansgement o e Hesus bank Mansgamant Promeal [VA 0% Deoameer 2022
|88 and Neuroresoures. Finsi Deo 2022]

[REC Applcatin Form [RT_Form_08122022] [05 Decemeer 2022
[Refstiveconsent form 1R PM Consento Tissue Donation VA 0 Fraif [05 December 2022
[Refative consent form [QSBB M Cansent 1o Tssus Donaton VA0 [+ [02 Decameer 2022
[inan

[Response i Raguest for Furtrer nformaton [Appicaton (22 Deoameer 2022
|ozrfcaton]

[Summary of research programme(s) [0SEB 2021-MTAz 3nd  [WA (37 Deoameer 2021
[Research programmes]

[Summary ofresearon programme(s) IR 2021-MTA= 3nd Researen WA (37 Deoameer 2021
[Programmes]

[Summary of research programme(s) [0SEB 2022 M Az 3nd [WA 02 Deoamer 2022
[Research programmes]

Licence from the Human Tissue Authority
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“Thanik you for providing a copy of the above licence.
Membership of the Committee.

“The members ofthe Ethics Comittes who were present at the meeting are listed on the atiached
sheet.

Statement of Compliance.

The Comitiee is constituted in accordance with the Govemance Arangements for Research
Ethics Committees and complies fully wih the Standard perating Procedures for Research
Ethics Committees in the UK.

After ethical review: Reporting requirements

‘The attached standard conditions give detailed guidance on reporting requirements for research
tissue banks with a favourable opinion, including:

Notitying substantial amendments
* Submitting Annual Progress reports.

The latest guidance on these topics can be found at
o ra.nhe. Uk/approvals-amendments/manaaing:your-approvall.

User Feedback

‘The Health Research Authortyis coninually striving to provide a high qualiy service to al
‘applicants and sponsors. You are invited {0 give your view of the sevice you have received and
the application procedure. I you wish to make your views known please use the feedback form
available on the HRA websit:

i hra.nhe ukiabout-the-raloovemance/qualty-assurancel

HRA Learning

We are pleased to welcome researchers and research staff o our HRA Leaming Events and
online eaning opportunities- see detais at:
vnwu hra. e planning-and-mproving-researchiearmin

[RAS projest D 521328 Plese quote this number on all comespondence

[
_l{e®d

Emeritus Professor Gareth Tudor-Williams,
Chair

E-mail londoncentral rec@hra.nhs.uk
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Enciosures:  List of names and professions of members who were present at the mesfing
and those who submitted writien comments

Research Tissue Bank = Conditons of Approval

Copyto:  Professor Maria Thom, UCL Queen Square Instute of Neurology
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London - Central Research Ethics Committee

‘Attendance at Committee meeting on 22 February 2023

Committee Members:

Name. Profession Precent | Notes
Or Louse Abrams Consulian Prysician and| Yes.
Ciniest Phamscoiogit
= Honies Bioen [Company Chai e
Frofessor Dava Gapin Frysicst B
O Veronica Gromeiar Cesa Prarmaset e
Antmiorobisis
Wi Doreas Cumming Softor Ve [Atemate Vios Crar
O ins Garoine Flais Retrea nduer e
Framasist
i Sicpen Gary. Wedical Ststioan __[Yes
Or Susan Grsve Framad Bt | [Yes | |Vies Char
 Consutiant
Wies e Larare [Medical Undergraduste [Yes
Loty Karen Rix Retred lwyer o
s Nayema Tarmin Regetered Pramasy [N
Tecmiien
o Emiy Tosd [Medical Dosior 2
Emerius Professor Garetn | Pasaave imecious |Yex | Ghar and Nsetng Ghar
Tudor-Wikams Discases (imperal
 Coliege London)

Also in Attendance:

[Name. Fosiion (or reason for aerding)
s Katnerine Ashiey Barber [Approvals Specaist

Wi Acam Wanmon [Aoprovals Adinisaior

Wi Gharone Red [Aoprovals Offcer

W= Franoeses Sracuss Goserver

i ihasl Dowme Goserver
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10March 2023

Professor Thomas Warner

[NHS]

Health Research

Authority

London - Central Research Ethics Committee
310 Flor, Barlow House
“4Minghul Sret
Manchester
M3z

Telephone: N/A
Facsimie: /A

University College London (UCL) Queen Square Institute of Neurology Queen

Square Brain Bank
1 Wakefield Street
London

WCIN 1Py

Dear Professor Warner

Title of the Database:

collectioniresearch

Designated Individual:  Professor Maria Thom
REC reference: 231010044
IRAS project ID: 321328

Thank you for your letter of 09/03/2023. | can confim the REC has received the documents
lsted below and that these comply with the approval conditions detailed in our etter dated 01 March 2023

Documents received

‘The documents received were as follows:

Queen Square Brain Bank and NeuroResourge- tissue

[Document [Verson__|pate
[RAS Checklist XML [Checkist 030320231 oo March 2025
(Ot INR rvised PST far o5 March 2025
[Other Response to review eter from Prof TWT o5 March 2025
[Other (0588 revised PIS] far o5 March 2025
[Response t Addional Condons Wiet Response to AddiconaT

(Conditions Met] b [io March 2023

Approved documents
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The final st of approved documentation for the study i therefore as follows:

[Research Programmes]

[Bocument [Verson__[pate
[Covering efter on headed paper [QSBBNR Cover leter to A 08 Decerber 2022
|Committee Chair Dec 2022]

[Fuman Tissue Authorty lcence [FTA Tcence] A 05 Decerber 2022
[IRAS Checklist XML [Checkiist 09032023] |09 March 2023
[Other TWGarmer V1 WA 05 Decerber 2022
[Othr [Annual Progress Report Form 20221 VA [0z March 2022
[Other (Brain Matfsts 2021 web] A [0 Jaruary 2021
[Other (Brain_Miatters_ newsletter 2022_web] A [oT January 2022
[Gther [NR_Donor Registration form VA0 final] 3 [08 December 2022
[Othr [Q5BB Donor Registration form VA0 finall 3 08 December 2022
[Other [NR_Consent To Post-mortem Diagnostic Genetic Test V3 g 106 December 2022
na]

[Other 0588 Cansent To Post Mortem Disgnestc Genebie Test V3 g 76 December 2022
inal)

[Other [0SBB Steps o follow a the ime of Geath of & potental I 76 December 2022
ldonor -V Final

[Other Response to review letier from Prof TW] [0 March 2023
[Other QB8 revised PIT & Jo9 March 2023
|Other [NR revised PIS] a1 o9 March 2023
[Patcipant consent form INR_Cansent to Thsue Danation V40 3 76 December 2022
inal

[Partcpant consent fam [QSB8 Consent o Tissue Donaton V40 e 76 December 2022
fina)

[Protocolfor management f the ssue bank Management Protocal WA 55 December 2022
Q588 and Neuraresaurcs: Final Dec 2022]

IREC Application Form [RTB Form 081220221 [t December 2022
[Relative consent form [NR PM Consent to Tissue Donation V4.0 [+ [08 December 2022
na]

[Relative consent form [QSBB PM Consent to Tissue Donation V4.0 [+ |08 December 2022
nal

[Response to Addiional Conditons Met Response to Addiional I foMarch 2023
|Conditions Met]

[Summary of research programme(9) [QSBB 2021 MTAs and A 5 December 2021
[Research Programmes]

[Summary of esearch programme(s) INR 2021 MTAs and Research | W/A [5 December 2021
Programmes]

[Summary of research programme(?) [Q588 2022 MTAs and A 108 December 2022

IRAS project 1321328 Please quote this number on all correspondence
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Emeritus Professor Gareth Tudor-Williams
E-mail:londoncentralrec@hranhs.uk

Copy to: Professor Maria Thom, UGL Queen Square Institute of Neurology
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QUEEN SQUARE BRAIN BAN

ROLOGICAL DISORDERS

UCL QUEEN SQUARE INSTITUTE OF NEUROLOGY

per— [RT—

Dttt 45 D 22

CONSENT TO TISSUE DONATION

Doriors full name (W CAPALS)

Date of birth

Please choose X Yes to agree to the following mandatory statements:

1.1 have read the dosument snfted Inormatin on Tissue Danstin dated 8" Dscamber 2022
i have besn Gven 8 copy i3 K&ep. | have hed ine ORpOTUTY 13 8k Questions aBout HssUe
donstion snd Understand why resesroh i being undertaken. | undersiand how tssue sampies | 0 Yes
Wil e donatad and relsned ser my desin | understand thatgiing my issues fo research i

Voluntary and that | am fee t wilkdrew my consent at any fme without having o gve & rass0n.

2 T sgres 1o donata my whole bran. dura.snd semples of cerebrospinal Fud.bisod, and skin

o the scalp afer my death 1o id confvmation o dagnosis and fo research. Oves

3 sgres st memsers of e Q528 clmcal and researen teams may retneve and stors

informaton rom my mecicalrecords for Use n researoh stugies Oves

& Tsgres st my records vl be stored sonfoentaly 55 paperrecords and slestroncally o e
‘G528 Gatebese i scsordance wilt UK Ganeral Dets Erotashon Raguiston 201 ana i Tves
‘smensed UK Data Protection At 2012,

5 1 sgree that my fssues snd data wil b refsined snd used for medlios and scintis research
cucation, il sssurance and sudit Feece o ony AAAISES o de 4 2Raced by ne GSBE.

5. consentto photographs being faken of my lssues snd it SE0OUCISRR PROISGTaPNS ™) | 1 yes
D e or edioa and ScieniT reSearo. Scueaton. Qusy SLSurENEE and Uoh

Tves

7.1 ungerstand thet the neuropathological examination may reves! an inherted disease. Dves
5. ungerstand st the resuts o research wil ot be svaiable on an indvidusl asis Dves
'S | unoarstand et lawiul sn respectulGsposalofsry remsining ssue sfer ressaroh studies

7o Compieted il e arTanged n compance wih he Human TIsue Ak 2004 and UCL Tves
polices

10 sgree o ine Q58 contacting my GP wih informaton ofmy wish {0 donste tssue snd

medio! daa for resasrch Tves

Please choose X Yes or & No to the following options:

111 sgree t doate my spinal cord and 2 sample o skin rom the Inolsion st afer -
my G2Gih 12 83 SanfrmAton of deGnos and fo rasearcn B ED

12| sgree to donate small samples of oner ssues sfir my destn o 5 -
Sonfmastion of Sagnass ana or esesren B ED

Fiase Tum var
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Support of approprate medical of nursing personnel o sz this.
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mecios sondion. | g permiSsion for my next 1 ki 1 be contacted e fetre | O Yes | T No
by suthorised staf ot e Q558
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‘OR declaration for a donor who is unable to siqn this form:
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