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Acquisition and Transfer 

 

1. Purpose 
The purpose of this Standard Operating Procedure (SOP) is to ensure that all staff and students 

understand the requirements and procedures for the acquisition and transfer of human samples for 

research, covered by the Human Tissue Act 2004 (HT Act), the Human Tissue Authority’s (HTA) 

Codes of Practice, the University’s HTA licence for research and the University’s Quality Management 

System for the governance, storage, use and disposal of human samples for research. 

 

2. Background 
This SOP forms part of the University’s Human Samples in Research Quality Management System 

(QMS) for the governance of the acquisition, storage, use and disposal of human samples for 

research. Successful implementation of the QMS will ensure that all research involving human 

samples is carried out in compliance with the licensing obligations of the HT Act and to the standards 

required by the HTA. It is important that the research community and the public have confidence that 

all human samples for research are acquired lawfully and with appropriate consent, and are stored, 

handled, used and disposed of respectfully, sensitively and responsibly. 

 

The University requires that research using material of human origin, from the living or 

deceased, cellular or acellular, or whether the material is classed as relevant or not under the 

HT Act, should meet the standards of quality management as set out in the University’s 

Human Samples in Research Quality Management System. 

 

This SOP has been produced in accordance with the HT Act which came in to force on 1 September 

2006, and should be read in conjunction with the HTA’s Code of Practice documents: 

Code of Practice A: Guiding principles and the fundamental principle of consent 

https://www.hta.gov.uk/sites/default/files/files/HTA%20Code%20A.pdf 

 

Code of Practice E: Research 

https://www.hta.gov.uk/sites/default/files/Code%20E.pdf 

 

Code of Practice E: Research standards and guidance 

https://www.hta.gov.uk/sites/default/files/Code%20E%20Research%20Standards%20and%2

0Guidance.pdf 

 

 

3. Responsibilities 

Under the University’s HTA licence for the storage of human samples for research, it is the 

responsibility of the Registrar (as the Licence Holder’s Representative) and the Designated Individual 

(DI) to ensure that appropriate procedures and practices are in place and followed, that those 

researchers involved in research using human samples are appropriately informed and trained and 

that the conditions of the HT Act are complied with. 

 

https://www.hta.gov.uk/sites/default/files/files/HTA%20Code%20A.pdf
https://www.hta.gov.uk/sites/default/files/Code%20E.pdf
https://www.hta.gov.uk/sites/default/files/Code%20E%20Research%20Standards%20and%20Guidance.pdf
https://www.hta.gov.uk/sites/default/files/Code%20E%20Research%20Standards%20and%20Guidance.pdf
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It is the responsibility of the Lead Investigator or the Person Responsible (as delegated by the Lead 

Investigator, and appropriately trained), as custodian of the samples, to understand and follow the 

appropriate procedures and practices in place, attend training and updating, and comply with the 

conditions of the University’s Human Samples in Research Quality Management System, under the 

supervision of the DI. 

 

The relevant Head of Department is responsible for ensuring that members of their department are 

operationally compliant with the processes and procedures for working with human material. 

 

The Human Samples Steering Group (HSSG) has the responsibility of reviewing all SOPs. 

Substantial amendments to existing SOPs, the creation of new SOPs and changes to the Quality 

Management System, will require approval by the University’s Genetic Manipulation and Biosafety 

Committee (GMBSC). The DI will sign each SOP following approval by GMBSC. 

 

 

4. Policies 

 

4.1 Although the HT Act applies only to relevant material, the University of Warwick applies the 

standards in its Human Samples in Research Quality Management System to the acquisition and 

transfer of all human samples. 

 

4.2 Human samples may be acquired from, or transferred to, another organisation, research 

institution, collaborator on a research project, a tissue bank or a commercial supplier of human 

samples for storage and use for research. 

 

4.3 As under the HT Act, imported human samples are those which come from outside England, 

Wales and Northern Ireland. 

 

4.4 The transfer, import or export of all human samples should be handled with respect, and 

caution as all samples have the potential to transmit disease. For example, brains, brain tissue, spinal 

cord and cerebrospinal fluid (fresh, fixed or frozen) carry the risk of spreading infectious diseases. 

Appropriate risk assessment must be undertaken and documented to ensure that all who come into 

contact with the samples are protected from the presence of any infectious agents. 

 

4.5 All staff and students working with human samples are required to register and undertake 

appropriate training, in accordance with SOP HS7 Training, before transferring or working with any 

human tissue. 

 

4.6 The storage and cataloguing of any transferred human samples must be in accordance with 

SOP HS4 Storage. 
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4.7 Consent is a central tenet of the HT Act and it specifies whose consent is needed in all 

relevant circumstances. Appropriate consent must be in place to acquire, store and use relevant 

material, taken from the living or deceased, for research. Appropriate consent is also required to hold 

bodily material with the intention of analysing its DNA. For further information on consent, please refer 

to the SOP HS2 Consent, which should be read in conjunction with the HTA’s Code of Practice A: 

Guiding principles and the fundamental principle of consent: 

https://www.hta.gov.uk/sites/default/files/files/HTA%20Code%20A_0.pdf 

 

4.8 Failure to comply with the requirements of this SOP may result in samples being secured and 

inaccessible to the researchers and the research project being delayed. 

 

 

5. Procedures 
 

5.1 Import of human samples 

 

5.1.1 Biological Risk Assessment 

An appropriate Biological Risk Assessment form must be completed and approved by GMBSC, to 

ensure the health and safety of those handling the samples has been taken into account: 

https://warwick.ac.uk/services/healthsafetywellbeing/guidance/biologicalsafety 

 

5.1.2 Consent and Ethical Approval 

Although the consent requirements of the HT Act do not apply to samples transferred into the 

University from countries outside England, Wales and Northern Ireland, the HTA advise that it is good 

practice for a mechanism to be in place that provides assurance that the human samples are 

imported with appropriate consent. 

 

Samples transferred into the University from sources within England, Wales and Northern Ireland 

must have appropriate consent. As the receiving organisation, the University should ensure that any 

material is sourced consistently with the legal and ethical review requirements in England, Wales and 

Northern Ireland. For samples sourced from NHS patients, approval (i.e. a favourable ethical opinion) 

should be obtained from an NHS Research Ethics Committee. It is good practice for the Lead 

Investigator and any proposed research to be undertaken on these samples at the University to be 

detailed in the REC approval document (possibly through an amendment to the original REC 

application). 

 

As the importing organisation, the University should ensure that, with due assurance from 

collaborators overseas, that any material intended for import is sourced consistently with the legal and 

ethical review requirements in England, Wales and Northern Ireland. It is good practice for approval 

(i.e. a favourable ethical opinion) to be obtained from a research ethics authority or local equivalent in 

the source country before the samples are transferred to the University. Many countries have 

research ethics arrangements which operate to agreed standards. The ethical review in the source 

country may, in some cases, be considered to provide appropriate assurances for the importing of 

human material into this country. 

 

 

https://www.hta.gov.uk/sites/default/files/files/HTA%20Code%20A_0.pdf
https://warwick.ac.uk/services/healthsafetywellbeing/guidance/biologicalsafety
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Advice may be sought on the appropriateness of a country’s ethical review arrangements by the DI or 

Research Impact Services from the National Research Ethics Service (NRES) and with reference to 

the International Compilation of Human Research Protections, produced by the US Department of 

Health and Human Services. If considered appropriate, with relevant risk assessments in place, 

approval for the importation will be agreed by the DI and the Chair of the University’s Biomedical and 

Scientific Research Ethics Committee (BSREC). 

 

All available documentation relating to the application for ethical approval must be available prior to 

the arrival of the samples at the University. These will include: 

 details of the process of obtaining consent and donor information supplied, or of the 

anonymisation of the samples; 

 scope of the research and the role of the researcher(s) at the University; 

 confirmation of ethical approval being given in the source country and details of the 

application for the approval given. 

Documentation must be presented in English, with the original papers in the language of the source 

country, accompanied by a certificate of translation or equivalent, to provide assurance that the 

translation was undertaken by an appropriately qualified, independent translator or translation service. 

 

Where the University cannot be assured that the appropriate ethical review standards in the source 

country have been put in place, the risks of accepting such material will be reviewed by the DI and the 

Chair of the University’s Biomedical and Scientific Research Ethics Committee (BSREC). Advice may 

be sought from the NRES and the project may be submitted to a local NHS Research Ethics 

Committee (REC) for approval. 

 

Whilst it is outside the normal remit of NHS, an NHS REC may be approached to provide ethical 

review of a project using imported tissue. Where an application involves imported tissue the NHS 

REC will seek justification for importation in preference to sourcing material within the UK where 

practicable. The REC may also seek confirmation that consent for research has been or will be given 

by donors in the source country. However, RECs are not expected to undertake detailed review of the 

consent arrangements or other research activities undertaken by collaborators in the source country. 

 

5.1.3 Materials Transfer Agreement (MTA) 

The acquisition and receipt of any human samples transferred into the University from another 

organisation must be under an appropriate legal agreement – usually an MTA. 

 

In accordance with the University’s Financial Regulations, all legal agreements and contracts related 

to research at the University must be processed through and formally signed by the appropriate 

personnel in Research Impact Services on behalf of the University (who have the appropriate 

delegated authority). It is common for the researcher in receipt of the imported material to be named 

on and be a signatory to a MTA but only in addition to the official signatory on behalf of the University. 

 

No Head of Department, member of staff, or student can enter into an agreement on behalf of 

the University. 

 

The Contracts Team in Research Impact Services have developed a University standard MTA that 

can be used and negotiated with suppliers of human tissue and will also advise on MTAs received  
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from other organisations, and the terms and conditions of commercial suppliers. The Lead 

Investigator is responsible for notifying the DI of every instance of human samples transferred into the 

University and the DI’s signature is required on the MTA prior to any MTA being signed by Research 

Impact Services for the receipt of human samples by the University. 

 

A legal contract or MTA is not required for transfer of human samples between departments of the 

University. However, the reasons for transfer, the storage conditions and use of the samples should 

be documented on the Authority to Import Human Samples Form (Appendix 1) and approved by the 

DI prior to the transfer. 

 

5.1.4 Authority to Import Human Samples Form 

An Authority to Import Human Samples Form (see Appendix 1) must be completed and submitted for 

approval to the DI, with appropriate supporting documentation and risk assessment(s), in advance of 

the date for receipt of any human samples to be transferred into the University. In cases where 

human samples are being imported from overseas (outside England, Wales and Northern Ireland), 

the Lead Investigator or Person Responsible should attach a brief statement of justification for the 

importation to the Authority to Import Human Samples Form. 

 

An Authority to Import Human Samples Form should also be completed for human samples 

transferred to the University from the University Hospital Coventry and Warwickshire (UHCW) NHS 

Trust. 

 

An Authority to Import Human Samples Form must be completed for human samples transferred 

between departments of the University (e.g. from the School of Life Sciences to Warwick Medical 

School). 

 

The DI, by authorising the transfer of samples into the University, must be satisfied and have the 

appropriate auditable evidence that: 

 an appropriate Materials Transfer Agreement (MTA) or equivalent is in place (see 5.2); 

 a minimum level of consent is in place before the tissue is transferred to the University (see 

5.3); 

 the premises, facilities and equipment are suitable for the research to  be undertaken; 

 researchers involved in the storage or use of the samples transferred to the University are 

registered, suitably qualified and appropriately trained. 

 

The DI will ensure a copy of the approved Authority to Import Samples Form is logged on the Human 

Samples Project Log. 

 

No human samples should be used in research at the University without prior approval from the 

Genetic Manipulation and Biosafety Committee. The GMBSC Biological Risk Assessment form is 

available online: 

https://warwick.ac.uk/services/healthsafetywellbeing/guidance/biologicalsafety/riskassessment 

 

https://warwick.ac.uk/services/healthsafetywellbeing/guidance/biologicalsafety/riskassessment
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5.2 When the samples arrive 

 

5.2.1 Checks on samples and documentation 

Samples and their accompanying documentation must be checked and samples stored securely, 

under the appropriate conditions. All samples must be labelled in accordance with SOP HS4 Storage. 

Any discrepancies with the Authority to Import Human Samples Form or related documentation must 

be highlighted to the DI. Any adverse event or incident involving the samples (e.g. damage to the 

packaging, damage to the samples) should be reported and investigated in accordance with SOP 

HS5 Adverse Events. 

 

5.2.2 Sample Register 

The Lead Investigator (or Person Responsible) receiving the human samples is responsible for 

ensuring the Sample Register is updated with the details of the samples transferred to the University 

and that a unique identifier is assigned to each sample and to each of the products associated with it. 

Numbering and labelling of samples (using labelling that is clear, robust and appropriate to the 

storage conditions) and the labelling of storage facilities must be in accordance with the SOP HS4 

Storage. Sample labels must not contain patient identifiable information. 

 

5.3 Export of human samples 

 

5.3.1 Materials Transfer Agreement (MTA) 

All human samples transferred out of the University should be done under an MTA. Human samples 

should not be transferred from one organisation to another unless both organisations have ethical 

approval from a recognised research ethics committee or are subject to an appropriate HTA licence 

and operating in accordance with HTA standards and Codes of Practice. 

 

No Head of Department, member of staff, or student can enter into an agreement on behalf of 

the University. 

 

5.3.2 Authority to Export Human Samples Form 

An Authority to Export Human Samples Form (see Appendix 2) must be completed and submitted for 

approval to the DI, with appropriate supporting documentation and risk assessment(s), in advance of 

the date for transportation of any human samples out of the University. The DI will ensure a copy of 

the approved Authority to Export Samples Form is logged on the Human Samples Project Log 

 

5.3.3 Mechanisms of transport 

Suitable routes and appropriate modes of transport will need to be considered with all parties involved 

when planning transportation. This needs to be arranged in advance and risk assessments for the 

handling and transportation undertaken. The University’s preferred suppliers of transportation/courier 

services must be used. The Lead Investigator or Person Responsible should contact the transport 

operator and/or Customs (for air transport) prior to the transportation to establish any appropriate 

conditions for the transportation of the samples. 

 

Samples must be contained in a secure, leak-proof and break-resistant container. 

 

Suitable weather-proof labelling, including biohazard warnings where appropriate, should be placed 

on the containers and must be able to remain fully legible during transport. 
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Documentation should be attached to the container with the following information: 

 Description and identification details of the sample 

 Address of the source 

 Address of the destination 

 Details of hazardous contents 

 Emergency procedures 

 Contact numbers and addresses 

This information may be in a sealed envelope that can be opened in an emergency. 

 

The material should not be left unattended at any time unless secure storage is available. 

 

5.3.4 Sample Register 

The Lead Investigator (or Person Responsible) exporting the human samples is responsible for 

ensuring the Sample Register is updated with the details of the samples exported from the University.  

 

6. Training 
All those involved in research involving human samples are required to read this SOP and to 

understand how its requirements relate to their research. This should be recorded in the Personal 

Training Portfolio (PTP) on the Working with Human Samples sign-off form, in accordance with the 

SOP HS7 Training. This will enable individuals to understand the requirements and procedures for the 

acquisition and transfer of human samples. 

 

7. Advice and guidance 

Further advice on the acquisition and transfer of human samples for research and the provisions of 

this SOP may be sought from the DI, the Deputy DI or the PDs. The DI may seek advice directly from 

the HTA when appropriate. 

 

8. Monitoring and audit 

Regular monitoring of the effectiveness of the implementation of this SOP will be undertaken by the 

DI, the Deputy DI, the PDs and/or others nominated by the DI. In addition, audits may be undertaken 

by the DI, the University’s Internal Audit Service or the HTA, in accordance with SOP HS8 Audit. 
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Definitions 

Acquisition: The collection and receipt of human samples. Consent from the donor must be in place 

unless exemptions to the consent provisions under the HT Act apply. 

Adverse event/incident: An event or incident that may, or have the potential to, result in the theft, 

damage or loss of human samples or may compromise the University’s compliance with the licensing 

obligations under the HTA, or the good governance and output of research using human samples. 

Appropriate consent: The HT Act defines appropriate consent in terms of the person who may give 

consent. This is either the consent of the person concerned (the donor of the human samples), their 

nominated representative or (in the absence of either of these) the consent of a person in a qualifying 

relationship with the donor (e.g. spouse or partner; parent; child; etc.). This must be in place to use 

and store relevant material, taken from the living or deceased, for research and to hold bodily material 

with the intention of analysing its DNA. 

Audit: The evaluation of a system, process or procedure in order to ascertain its effectiveness and 

the validity and reliability of the information. 

Clinical waste: Any material which has come from a living person who was in the course of receiving 

medical treatment, undergoing diagnostic testing or participating in research. 

Deputy Designated Individual (Deputy DI): The person who deputises for the DI during short-term 

absences by the DI. 

Designated Individual (DI): The person who is authorised and, supervises the activities under a 

licence issued by the Human Tissue Authority (HTA). 

Disposal: The permanent removal or destruction of human samples previously used and/or stored for 

research. 

Existing Holdings: Human samples (relevant material) held immediately prior to 1 September 2006.  

Human Samples Project Log: A database (stored on a secure drive) containing information on each 

and every project involving human samples at the University of Warwick. 

Human samples, tissue and material: All material derived from a human (cellular and acellular) that 
may be acquired, stored and used in research. 

Human Tissue Act 2004 (HT Act): Legislation that regulates the removal, storage and use of human 
tissue, defined as material that has come from a human body and consists of, or includes, human 
cells. The HT Act covers England, Wales and Northern Ireland. Consent is the fundamental principle 
of the legislation and underpins the lawful removal, storage and use of body parts, organs and tissue. 
Different consent requirements apply when dealing with tissue from the deceased and the living. The 
Human Tissue Act lists the purposes for which consent is required (Scheduled Purposes). 

Human Tissue Authority (HTA): The independent regulator established by the HT Act to protect 

public confidence by ensuring human tissue is used safely and ethically, and with proper consent. The  
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HTA licenses and inspects organisations that collect, store and use human tissue for the Scheduled 

Purposes, for which appropriate consent is required (unless exemptions apply). 

HTA Codes of Practice: Provide guidance and lay down expected standards for each of the sectors 

regulated by the HTA (e.g. research) and under the HT Act. They are designed to support 

professionals by giving advice and guidance based on real-life experience. The updated codes came 

into force on 3 April 2017. 

HTA Standards:  Core standards in four key areas that must be met for an organisation to obtain an 

HTA licence, relating to the provisions in the HT Act and the regulatory requirements: Consent; 

Governance and Quality Systems; Premises, Facilities and Equipment; Disposal. 

Lead Investigator: Appropriately qualified individual who has responsibility for the conduct of the 

research and the human samples being acquired, stored and used on the research project. Usually 

the chief or Principal Investigator but who might delegate responsibility for the human samples to a 

suitably trained Person Responsible. 

Material of human origin: All material derived from a human (cellular and acellular) that may be 
acquired, stored and used in research. 

Quality Management System (QMS): Centralised governance framework policies, procedures, 

training, provision of advice and guidance, documentation and data records relating to all aspects of 

acquisition, storage, use and disposal of human samples. 

Person Designated: Individual appointed by the DI to assist them in supervising the licensable 

activities carried out within their organisation. 

Person Responsible: Suitably trained individual responsible for the human samples acquired, stored 

and used for research, as delegated to do so by the Lead Investigator for the research project. 

Personal Training Portfolio (PTP): A record of documentation regarding the training received and 

training support materials relating to the acquisition, storage, use and disposal of human samples in 

research, which is required to be constantly maintained and updated. 

Relevant material: Human samples that consist of or contain human cells. It excludes gametes and 

embryos, hair and nail from a living person; cell lines which have divided outside the human body and 

extracted DNA and RNA. 

Research: A study which addresses clearly defined questions, aims and objectives in order to 

discover and interpret new information or reach new understanding of the structure, function and 

disorders of the human body. Research attempts to derive new knowledge and includes studies that 

aim to generate hypotheses, as well as studies that aim to test them or develop practical applications 

of new knowledge. 

Sample label: Indelible and unique identification code securely attached to the container holding 

each individual human sample which must be appropriate to the storage conditions. Sample labels 

must not contain patient identifiable information. 
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Sample Register: The system for recording data on and tracking all human samples from acquisition 

to disposal. 

Sample tracking: Process by which all human samples can be identified and traced from their 

acquisition through to their disposal. 

Sample tray: Container or rack holding human samples safely and in an orderly manner within the 

storage unit (e.g. freezer or cabinet). 

Satellite site: Premises within the same organisation on a different site to the main (hub) site that are 

under the same governance processes and quality management system, and supervised by the same 

Designated Individual. 

Scheduled purposes: The activities relating to the removal, storage and use of human organs and 

other tissue that require consent, listed in Schedule 1 of the HT Act, e.g. research in connection with 

disorders or the functioning of the human body. 

Standard Operating Procedure (SOP): Detailed, written instructions to achieve uniformity of the 

performance of a specific function which an integral part of a quality management system. In the 

context of research using human samples, SOPs document all the processes that affect the quality 

and safety of those samples (e.g. acquisition, storage, transfer, disposal). 

Storage: The holding of human samples securely in appropriate facilities and under appropriate 

conditions to ensure the integrity and traceability of the samples and protect the health and safety of 

the individuals handling them. Samples which are relevant material and are not subject to licensing 

exemptions (e.g. are held for the purposes of a REC-approved research project) must be held under 

an HTA licence. 
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Appendix 1 

 

 

Authority to Import Human Samples 

To be completed by the Lead Investigator or Person Responsible undertaking the import or 

transfer of human samples into the University and submitted to the Designated Individual  

Name:  
 

Title:  

Contact details 
E-mail: 
Telephone: 

Department: 

Research Project Title: 
 
 

Ethical Approval Number: 
 

Supplying organisation 
 

 

Address/country of 
supplier organisation  
 

 

Type of sample (e.g. urine) 

 
 

Quantity of samples  
(e.g. 100 x 2ml tubes) 

 

 

Proposed date of import?  
 

 

Fate of samples following project completion: 
Return, transfer to another organisation, retain, dispose 
in accordance with the terms of the MTA 

 
I confirm that the information above is accurate and complete and that the Sample Register 

will be updated following the transfer/import of the human samples. 

Signature of Lead Investigator…………………………………………………………. Date……………… 

I authorise transfer/import of these human samples: 

Signature of Designated Individual………………………………………………………Date……………… 

A Biological Material Risk Assessment Form covering the use of the imported samples must 

have been approved by Genetic Manipulation and Biosafety Committee prior to import. 
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Appendix 2 

 

 

Authority to Export Human Samples 

To be completed by the Lead Investigator or Person Responsible undertaking the export or 

transfer of human samples from the University and submitted to the Designated Individual  

Name:  
 

Title:  

Contact details:  
E-mail: 
Telephone: 

Department: 

Research Project Title: 
 
 

Ethical Approval Number: 
 

Destination organisation  
 

 

Address/country of 
destination organisation  
 

 

Type of sample (e.g. urine) 

 
 

Quantity of samples  
(e.g. 100 x 2ml tubes) 

 

 

Under what conditions will 
the samples be 
transported? 
(e.g. refrigerated 
container) 

 

Proposed date of export?  
 

 

Fate of samples following project completion: 
Return, transfer to another organisation, retain, dispose 
in accordance with the terms of the MTA 
 

I confirm that the information above is accurate and complete and that the Sample Register 

will be updated following the transfer/export of the human samples. 

Signature of Lead Investigator…………………………………………………………. Date……………… 

I authorise transfer/export of these human samples: 

Signature of Designated Individual………………………………………………………Date……………… 


