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This Management Process Description replaces 
NEW 

 Copy Number 

    

 Effective 28/03/13 

Summary of Significant Changes 

N/A 

 
Policy 

NHS Blood and Transplant (NHSBT) has the responsibility to support all appropriately 
approved research provided that such activity does not adversely impact on organ 

donation, retrieval or transplantation. The research governance framework in the UK 
broadly defines the range of regulations, principles and standards of good practice that 

exist to achieve and continuously improve the quality of research. This MPD is guided by 
the principles of the Research Governance Framework for Health and Social Care (2005) 
and the Scottish Executive Health Department Research Governance Framework (2006), 
and should be used in the context of NHSBT Research Governance Policy (POL161) and 

in conjunction with current NHSBT Policies on Research and Development. 
 

Purpose 
To provide guidance for prospective researchers in the process of gaining NHSBT 

approval to undertake research involving Organ Donation and Transplantation (ODT) 
staff, services or access to organs, tissues or other relevant materials. 

 
This MPD does not cover audit or research using data from the UK Transplant Registry 

and other NHSBT Databases where separate arrangements apply. 
 

Responsibilities  
Research Manager – ODT: Facilitates the 
ODT research approval process, liaising 
with researchers throughout the process. 

 Associate Medical Director – ODT: 
Responsible for providing the final approval 
sign off from ODT for all supported 
research studies. 

Assistant Director – ODT: Responsible 
for agreeing through the ODMG that a 
prospective study should be considered 
appropriate to take to DT CARE for the 
final approval stage. 

 DT CARE: Undertakes the final stage in 
considering the suitability of the research to 
meet the strategic needs of NHSBT, the 
impact the research may have on organ 
donation and transplantation, the 
reputational risks and the impact on the 
workload of ODT employees. This group 
will decide whether or not a study should 
be supported. 

Organ Donation Management Group 
(ODMG): Responsible for considering a 
research proposal before it being 

 Principal Investigator (PI): The lead 
researcher responsible for completion and 
submission of all documentation required 
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considered by DT CARE. This group will 
focus on the relevance of the study to meet 
the ODT strategic objectives and the 
potential operational impact on the 
donation process. 

by the ODT research approval process. 

 

Definitions 
Funder: Organisation providing funding for 
a study (through contracts, grants or 
donations to an authorised member of the 
employing and/or care organisation). The 
main funder typically has a key role in 
scientific quality assurance and for 
ensuring value for money. 

 Researcher or Investigator: The 
person/persons conducting the study. May 
also be delegated by the PI as the person 
responsible, individually or as leader of the 
researchers at a site, for the conduct of a 
study at that site. For clinical trials involving 
medicines, an investigator must be an 
authorised health professional. 

Responsible Care Professional: Doctor, 
nurse, social worker or other practitioner 
formally responsible for the care of 
participants while they are taking part in the 
study. 

 Participant: Patient, service user, carer, 
relative of the deceased, professional 
carer, other employee, or member of the 
public, who consents to take part in a 
study. (In law, participants in clinical trials 
involving medicines are known as 
subjects.) 

Research Ethics Committee: Committee 
established to provide participants, 
researchers, funders, sponsors, employers, 
care organisations and professionals with 
an independent opinion on the extent to 
which proposals for a study comply with 
recognised ethical standards. 

 NORS: National Organ Retrieval Service 

Applicable Documents 
Department of Health 2005. 
Research Governance Framework 
for Health and Social Care 2nd 
Edition. Department of Health. 
London. 
http://www.doh.gov.uk/research/rd3/n
hsrandd/researchgovernance/worddo
c/rgf.doc 
 
Scottish Executive Health 
Department 2006. 
Research Governance Framework 
for Health and Community Care 2nd 
Edition. 
http://www.cso.scot.nhs.uk/Publicatio
ns/ResGov/Framework/RGFEdTwo.p
df 
 
Department of Health 2001. 
Governance Arrangements for NHS 

 POL161 – NHSBT Research Governance 
 
MPD565 Guidelines for the use of donated 
material 
 
INF834 Research Handbook 
 
FRM4624 Research Approval Application 
Form – ODT 
 
FRM4625 Template Referral Document 
 
FRM4657 Researcher Responsibilities 
MOU 
 
The Human Tissue Act (2004). 
http://www.legislation.gov.uk/ukpga/200
4/30/contents 
 
The Human Tissue (Scotland) Act 
(2006). 
http://www.legislation.gov.uk/asp/2006/
4/contents 

http://www.doh.gov.uk/research/rd3/n
http://www.cso.scot.nhs.uk/Publicatio
http://www.legislation.gov.uk/ukpga/200
http://www.legislation.gov.uk/asp/2006/
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Research Ethics Committees 
(GAfREC). Department of Health. 
London. 
http://www.doh.gov.uk/research/docu
ments/gafrec.doc 
 
National Institute for Health 
Research (2011). 
Introduction of Good Clinical Practice 
(GCP) A practical guide to ethical 
and scientific quality standards in 
clinical research. NIHR CRN 
Workforce Development. Version 
2.1. Leeds 

 
The Data Protection Act (1998). 
http://www.legislation.gov.uk/ukpga/199
8/29/contents 
 
The Human Fertilisation and 
Embryology Act (2008). 
http://www.legislation.gov.uk/ukpga/200
8/22/contents 
 
National Research Ethics Service 
(NRES). 
http://www.nres.npsa.nhs.uk/ 
 

 
1. Introduction 

1.1. The Research Governance Framework requires that all research projects 
associated with any aspect of the work of NHSBT ODT, be approved by and 
registered with ODT. 

1.2. Most studies will require additional Research and Development/ Management 
approval from the local NHS Trust, University or company where the research is 
to take place. 

1.3. The ODT research approval process enables ODT to meet its responsibility to 
ensure all research projects associated with any aspect of the work of ODT does 
not have any adverse impact on organ donation and transplantation. 

1.4. This MPD does not cover the process for approval for audit or research projects 
seeking to access data from the UK Transplant Registry or other NHSBT 
databases. 

 
2. The ODT Research Approval Process 

2.1. All investigators who intend on submitting a research proposal associated with 
any aspect of the work of ODT, should contact or be directed to the ODT 
Research Manager (ResM). 

2.2. The ResM will provide advice and support to the researcher throughout the ODT 
Research Approval Process. 

2.3. The ResM will provide the researcher with the ODT research registration forms 
(FRM4625; FRM4624, FRM4626) which must be completed for submission to the 
approval process. 

2.4. Prior to support being granted by ODT, the researcher must provide evidence of 
Research Ethics Committee and local R&D/Management approvals. 

http://www.doh.gov.uk/research/docu
http://www.legislation.gov.uk/ukpga/199
http://www.legislation.gov.uk/ukpga/200
http://www.nres.npsa.nhs.uk/
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2.5. All research proposals are subject to review by the Organ Donation Management 
Team (ODMT) and the Organ Donation and Transplant Clinical Audit and Risk 
Effectiveness (ODT CARE) groups. All research proposals must be given final 
approval by the Associate Medical Director for ODT. 

2.6. All researchers when accessing human organs or tissue supplied by ODT must 
sign the responsibilities document which ensures compliance with the legal, 
regulatory and governance requirements of ODT and the Human Tissue Authority 
(HTA). 

2.7. The ResM will outline the responsibilities of the researcher who requires access to 
human tissue, and the responsibilities of ODT staff and retrieval staff involved in 
supporting such research. 

2.8. The ResM will advise the researcher about the requirements of the Human Tissue 
Act and the regulatory requirements of the Human Tissue Authority with regards 
to the retrieval, storage, supply and use of human tissue. 

2.9. The ResM will discuss funding sources and arrangements with the researcher. 
 
3. Project Registration 

3.1. The Research Governance Framework requires that all research must be 
registered and authorised by the appropriate R&D Department. 

3.2. Registration and approval from ODT is required in addition to local R&D approvals 
when the research involves or requires support from ODT staff or any aspect of 
ODT’s activities. 

3.3. The Principal Investigator (or an authorised delegate, who may be a co-
investigator or Research Nurse), should complete and return the Project 
Registration forms (FRM4657) to the ResM ready for submission at least 5 
working days prior to the date of the review meeting. The ResM will advise the 
researcher on dates. 

3.4. The forms will be submitted to the ODMG and ODT CARE meetings for review 
and consideration for approval. The ResM (or representative) will present each 
study at the review meetings. 

3.5. All proposals will be entered on to the ODT Database and given a unique ODT 
Research number. 

3.6. Details of the approved research studies will be published on the ODT Microsite: 
http://odt.nhs/research/ 

3.7. The ResM will ascertain that Research Ethics Committee (REC) and local 
Research and Development/ Management (R&D) approval has been obtained. 
ODT Research approval may be given pending successful REC and R&D 
approvals. 

http://odt.nhs/research/
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3.8. In order to minimise delays to the start of a project, submission for approval by 
ODT may be undertaken alongside other external approval processes (REC, local 
R&D). 

 
4. Documentation Required 

4.1. In addition to the Research Registration documentation, prospective researchers 
will be asked by the ResM to provide copies of the following documentation: 

 Documentation Required - Essential: 
• A copy of the research proposal or protocol 
• Research Ethics Committee approval (or evidence that it is being sought) or a 

letter confirming REC approval is not required 
• Local R&D approval, if this is not acquired through NHSBT 

 Documentation Required - When Appropriate: 
• The protocol should also include: 

1. Standard Operating Procedure describing the surgical procedure involved in 
removing the organ or tissue if this is not covered by existing SOPs 

2. Names and qualifications of personnel who will retrieve the organ and/or 
tissue, or name of the appropriate NORS team 

3. Confirmation of compliance with all appropriate legislative and regulatory 
frameworks within the UK, e.g. HTA Removal licence 

4. Process for appropriate storage and disposal of human organ, tissue or 
samples 

5. Researchers’ contact details for referral of an organ for research where 
appropriate 

6. Details of the transport arrangements if outside the current agreed processes: 
this should include details of who is responsible for organising this transport, 
the details of the transport company and the SLA 

7. Process for training SN-ODs where appropriate 
• Where appropriate, an agreement in principle from the NHSBT Department of 

Statistics and Clinical Audit to provide data requested for the research 
proposal/project. This may require additional approval from the relevant organ 
specific Advisory Group. 

 
5. The Review and Approval Process 

5.1. The review and approval meetings will follow a bimonthly pattern. The dates for 
these meetings will be provided to the researchers by the ResM. 

5.2. Each proposal will be reviewed by the ODMG, and if supported will be progressed 
to the ODT CARE meeting. The purposes of the ODMG and ODT CARE reviews 
include: 

• Overview of the project: whether the aims are consistent with the strategic aims 
of ODT and NHSBT 

• Implications for staff, patients, families and carers 
• Practical and logistical issues 



MANAGEMENT PROCESS DESCRIPTION MPD1029/1 

ODT Research Approval Process 

This copy is uncontrolled unless printed on ‘Controlled’ paper (Template Version 07/10/08) 

Author(s): Christian Brailsford Page 6 of 6 
 

• Compliance with current legislation and policies 
• Training issues for staff involved 
• Competing projects 
• Informing and/or consultation with other clinicians involved in the 

donation/transplantation process 

5.3. Confirmation in writing of the outcome of the approval process will be sent to the 
researcher within 10 working days of the DT CARE decision. If approval has not 
been given this letter should include an explanation of why the application was 
unsuccessful to enable re-submission if appropriate. 

 
6. Appeal Process 

6.1. Researchers who do not receive approval from ODT may appeal against this 
decision and are advised to discuss their appeal with the ResM before submitting 
a written appeal. 

6.2. For any matters that cannot be resolved through discussion a written appeal 
against a decision by DT CARE not to support a research proposal should be 
made. This should be direct to the ResM. 

6.3. The appeal must be made in witting and will be considered at the next appropriate 
DT CARE meeting. 

 
7. Financial Arrangements 

7.1. Supporting research proposals may incur costs to ODT which may have to be 
recovered. 

7.2. Where appropriate NHSBT may seek reimbursement of these costs from the 
research group. 

7.3. Financial arrangements need to be agreed in advance of a project submission to 
ODT for approval. 

7.4. Where appropriate the ResM will advise researchers on including these costs in 
their funding bids. 


