APPLICATION TO THE LTHT/UoL HTA MANAGEMENT GROUP TO COLLECT TISSUES FOR FUTURE UNSPECIFIED RESEARCH 

The Leeds Teaching Hospitals NHS Trust (LTHT), in partnership with the University of Leeds (UoL), holds a research licence issued by the Human Tissue Authority (HTA) to cover all licensable research activities in both establishments, primarily the collection of tissues for a wide spectrum of research (referred to as “future unspecified research” by the HTA) following broad (rather than project specific) consent.  The Designated Individual (DI) is legally responsible for supervising this activity.  The HTA Management Group includes members from both organizations and supports the DI in the development, implementation and monitoring of policies and procedures to achieve compliance. 

Researchers who wish to collect tissues for future unspecified research must first apply to the HTA Management Group to demonstrate the viability of their proposal and how it relates to other tissue collecting activities within LTHT / UoL.  Applicants are strongly encouraged to identify, join and strengthen existing groups.  Applicants are requested to fill in this short questionnaire for their proposal to be considered. Please ensure that the proposal is signed off by the relevant heads / budget holders before submission.  

The HTA Management Group considers that obtaining National Research Ethics Service (NRES) Research Tissue Bank (RTB) status to collect HTA relevant tissues for future unspecified research constitutes good practice, providing such RTBs are sufficiently resourced and integrated. The goal is to maximise the value of tissue donations by serving the research needs of as many groups as possible whilst simplifying and streamlining tissue collection, and avoiding multiple, potentially competing, approaches to the same patient population. 

Please note that if your intention is to collect tissues for a specific purpose under NRES project specific approval, this form does not apply to you.  However, you should consider whether tissues relevant to the Human Tissue Act are likely to be left over at the end of your project.  If so, you should consider consenting patients to a broader range of research in order to transfer them to an RTB when your project is finished, which will ensure that the generous tissue donation is used to the full extent. Further advice is available from the DI for research.  

Applicant’s Details

Name of Lead Applicant:

Job Title:

Address for correspondence:

Preferred e-mail address:

Telephone number:

Details of Tissue Collection

Research Group / Department proposing to collect tissues:

Group Name:

Affiliation:

Nature of the proposal

Introduction of a new prospective collection – Yes / No

Integration of residual tissue from a NRES-approved specific project – Yes/ No

Extension of ongoing collecting activities to an additional donor group - Yes/No

Other (please describe):

Will the tissue be stored in a NRES approved Research Tissue Bank (RTB)? 
(Please complete a, b or c as appropriate)

a) Yes – by a new application to NRES 


Title of the proposed RTB:

Please ensure that the chosen title does not conflict with any of the existing RTBs and is sufficiently broad as this title will be used to identify the RTB on the Patient Registration System and cannot be changed at a later date.

b) Yes – by joining an existing RTB 


Title of the existing RTB:

NRES Reference:

Substantial amendment required: Yes / No 

c) No – Please explain why not:

Brief description of the proposed activity

1. Please provide a paragraph with details of the target population including the types of tissues or diseases that will be collected.

2. Which research groups / activities in Leeds would utilise the collection?

3. Please name key individuals (e.g. scientists, clinicians including pathologists) who have agreed to support these activities?

To your knowledge, does your proposal overlap with other collection activities? 

Yes / No

If yes, please describe the overlapping activities/existing banks and explain how these activities will be integrated or justify keeping them separate

Required storage facilities:

Paraffin embedded:
Yes / No
Frozen:    Yes / No
Other (please specify):

Location of tissue storage – a precise location is essential


Campus:


Building/Wing:


Level/Floor:


Room Number: 


Street:


Post code:

Please describe briefly the arrangements in place for storage:
Proposed use / distribution of tissues

Surplus tissues should be made available to other researchers. Will tissues be supplied to researchers external to your group on a:


- collaborative basis

Yes / No

and/or

- commercial basis
Yes / No  

If yes, please give details of the cost recovery model:

Proposed Management Arrangements

Person Designated

Under the governance framework for the HTA, there must be a Person Designated (PD) who is directly responsible to the Designated Individual (DI) for the implementation and monitoring of compliance procedures in their area.  Applicants should discuss this with the HTA Manager and the DI to identify an existing PD or agree the suitability of a potential new PD.

Name of Person Designated:

Job Title:

Address for correspondence:

Preferred e-mail address:

Telephone number:

Details of support in place for this banking:

Personnel (e.g. for consenting and banking)

Storage facilities:

Other:

Funding for required facilities and personnel

Source of funding:

Duration:

Organization responsible for administrating the funds:


University of Leeds / Leeds Teaching Hospitals NHS Trust

Budget holder:

Quality Management System

Compliance with the Human Tissue Act requires adherence to a common set of policies and procedures established on the recommendation of the DI in agreement with the HTA Management Group.  This includes adoption of the Patient Registration System recording of consent and anonymisation of patient details from LTHT patients and the use of the Medical Achiever tissue tracking system to record samples and ensure accurate tissue traceability. This quality management system is in continuous development and researchers will be expected to adopt new elements of this system as they become available.  This explicit commitment is required for any proposal to collect tissues for future unspecified research to be considered.  Both the applicant and the Person Designated are required to sign the declaration below.

Declaration

We understand our responsibilities under the Human Tissue Act. We confirm that we will work within the governance framework and policies and procedures established by the Leeds Teaching Hospitals NHS Trust/University of Leeds.

Signed:

Person Designated




Applicant

Managerial approval (to be obtained by lead applicant from his/her affiliated unit such as LTHT Directorate or UoL Research Unit)

Director/Manager name:

Position held:

Signature:






Date

Budget Holder’s name:

Position held:

Signature:






Date

Please email the completed form to Dr Patricia Harnden (Patricia.Harnden@leedsth.nhs.uk) and send a signed hard copy to:

Dr Patricia Harnden

Consultant Histopathologist/Honorary Senior Lecturer

Designated Individual for Research

Leeds Teaching Hospitals/Leeds University

Histopathology

Bexley Wing

St James’s University Hospital

Beckett Street

Leeds LS9 7TF
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