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GLOSSARY OF TERMS 

DI-Designated Individual 
HTA – Human Tissue Authority 
MTA – Material Transfer Agreement 
NHS REC- NHS Research Ethics Committee 
PD – Person Designated 
PI – Principal Investigator 
JRES – Joint Research and Enterprise Services  



1. Background
The proper management of human material in research is an integral component of good 
research practice and ensures that samples are used and stored safely and securely with 
respect to the donor’s wishes and in accordance with the relevant legislation and that the 
integrity of the samples are not compromised so that the data produced is reliable and 
accurate. 
It is a requirement of the Human Tissue Act (HT Act), the Medicines for Human Use (Clinical Trials) Regulations, the UK Policy Framework for Health and Social Care Research and professional and ethical frameworks, for samples to be labelled, stored and tracked to an appropriate standard. 
The Human Tissue Authority’s (HTA) Code of Practice for Research sets out the Governance and Quality Systems Standards and Traceability Standards that must be followed. This includes ensuring that there is full traceability from the point of sample collection to final disposal/disposition. Any human samples being used under the auspices of St. George’s University of London must therefore be labelled, stored and tracked in accordance with the Human Tissue Governance Policy and standard operating procedure (SOP_R6). The procedures set out in this policy are based on the HTA Codes of Practice and applies to all human tissue research taking place at the University. 

2. Scope
This Policy applies to all projects (including NHS REC approved studies) using any type of 
primary human material including material that is considered relevant by the HT Act, any 
non-relevant human material, human DNA, RNA, any human biological fluids and any cell 
lines being derived by the researcher from primary material. 
All individuals, whether staff, student or visitor, conducting research with human material under the auspices of St. George’s University of London must comply with this policy. All researchers working with human material must ensure their study has been registered centrally with the Joint Research and Enterprise Services through making an application. Research with human tissue cannot take place without the appropriate ethics approvals being in place.
This policy should be used in association with SOP_R6 (Management of samples and tracking using ItemTracker).
3. Responsibility
3.1	All individuals working with human material must ensure that they adhere to this policy with regards to labelling, storing and tracking their samples. It is the responsibility of all individuals to report any problems or concerns in relation to the labelling, storage and 
tracking of their samples to the Designated Individual (DI) or Person Designated (PD) for the Research Licence in accordance with SOP_R11 (Procedure for reporting adverse events (AE) and complaints. 
3.2 	All individuals collecting, storing or using human tissue for research under the University’s HTA research licence are accountable to the DI and PD. 
3.3 	The Principal Investigator (PI) is ultimately responsible for ensuring all samples in their study are labelled and tracked to the required standard and for ensuring full traceability. 
3.4 	The DI is accountable to the HTA for research tissue stored under the University’s HTA licence. This includes ensuring researchers meet the HTA standards for traceability and storage of samples. 
[bookmark: _GoBack]3.5 	It is strongly recommended that all samples are recorded using ItemTracker™ sample management and tracking software tracker. Alternative sample management systems should only be used if they can be demonstrated to the DI to be equally robust and fulfil the criteria for recording of samples required by the HTA. Paper databases or excel spreadsheets or similar are not recommended. The ItemTracker™ software is available to all researchers within the University and training is available as detailed in section 8 below. 

4.	Procedure
4.1 Sample Collection/Receipt 

4.1.1 If samples are being collected directly by researchers at the point of collection 
the samples should be labelled in accordance with section 4.2.
4.1.2 If samples are being received by researchers following collection by someone 
else, at the point of receipt, the researcher must check the samples are as expected and 
inform the sender that samples have been received accordingly. If there are any 
inaccuracies, the sender should be notified immediately, and details of any inaccuracies 
provided e.g. samples missing, incorrect volume, incorrect ID, sent at incorrect 
temperature etc. 
4.1.3 Any inaccuracies and the cause of these must be logged and reported in accordance with SOP_R11 (Procedure for reporting adverse events and complaints). If samples need to be disposed (e.g. due to incorrect transportation) records must be kept in accordance with HTA requirements. 
4.1.4 The details of samples received must be recorded immediately. 
4.1.5 If samples need processing and aliquoting before storage this should be recorded to the 
aliquot level using the ItemTracker software. 

4.2 Sample labelling  
4.2.1 All samples from any study must be labelled with a unique identification number down 
to the individual aliquot level, therefore all sub divisions of a sample must reference the 
master sample number. The format being used to generate the unique identification 
number must be clearly documented. All samples must be labelled and stored using the unique identification number without any personal information being included. 
4.2.3 Details of all samples collected must be maintained including up-to-date records of the use, storage and disposal of each sample. It is the responsibility of the PI to ensure complete traceability records during audits. 
4.2.4 All samples must have the following details on sample labels.
 • Unique identification number
• Date of collection 
• Sample type 
• Name of Principal Investigator 
4.2.5 The correct label type must be used for the storage location. For example, samples in 
cold storage must be labelled using cryo-labels to prevent labels falling off over time. It is strongly recommended that labels are NOT hand-written. 

4.3 Sample Storage 
4.3.1 Storage locations of relevant human samples must be notified to the DI or PD. Where samples are stored under the HTA Research Licence, a copy of the HTA Research Licence should be displayed on the storage location.  
4.3.2 All sample storage boxes must have the following labelled on the outer container as a minimum. 
• Individual box identification 
• Principal Investigator (PI) name 
• Date

4.4 Sample Tracking 
4.4.1 All paper record/electronic data base systems must be controlled by individual PIs. It is strongly recommended that all samples are recorded using ItemTracker. 
4.4.2 All data related to the storage, use and disposal of the human tissue samples is to be 
recorded. 
4.4.3 All sample tracking systems/documents must be made available to the DI and PD for 
auditing purposes and when required to external regulatory bodies. 
4.4.4 A full audit trail of individual samples must be kept by the PI, and it is the responsibility 
of the PI to make sure all storage, transfer, use and disposal is recorded. 
4.4.5 The Information recorded for each sample should include: 
• Sample type
• Unique sample identifier 
• PI for study (custodian of sample) 
• Date of collection 
• Details of receipt 
• Location of consent records 
• Whether held under HTA Licence or NHS REC 
• Details of Ethical approval including date of expiry of Ethics approval
• Storage location 
4.4.6 When a sample is used, transferred or disposed of, this information must be recorded on the sample tracking system. 
4.4.7 Any records of transportation and delivery, must be kept as part of the sample tracking and in accordance HTA requirements. 
4.4.8 Samples being received or sent to third parties must have appropriate material transfer 
agreements (MTAs) in place prior to shipment. MTAs must be kept with study 
documents as part of sample tracking. 
4.4.9 Any disposal of sample must be disposed of in accordance with HTA guidelines, and with reference to SOP_R8 and SOP_R9 as appropriate. 

5. ASSOCIATED DOCUMENTS
 SOP_R1 (procurement of relevant material collected from inside St. George’s)
SOP-R2 (Procurement of relevant material collected from outside St. George’s)
SOP_R3 (Procedure for registering tissue holdings)
SOP_R4  (Procedures when donors request to withdraw consent to store human tissue)
SOP_R5 (Management and use of freezers)
SOP_R6 (Management of samples and tracking using ItemTracker)
SOP_R7 (Procedure in event of withdrawal of consent to store human tissue)
SOP_R8 (Disposal by incineration)
SOP_R9 (Disposal of unidentified foetal tissue)
SOP_R11 (Procedure for reporting adverse event (AE) and complaint

6. REFERENCES
Human Tissue Authority (HTA) Codes of Practice – Research 
https://content.hta.gov.uk/sites/default/files/2020-11/Code%20E.pdf
HTA Code E Research – standards and guidance 
https://content.hta.gov.uk/sites/default/files/2020-11/Code%20E%20standards.pdf


8.	TRAINING 
All those under 2 (Scope) will have access to and must complete University training on the 
use of Human Tissue prior to starting the work with human material. This training will inform them of this SOP and any other SOPs and procedures they must follow. They must also complete any additional training as identified by RIGO during review of the application to use human tissue. Finally, training on the use of Human Tissue will be part of other training sessions, including laboratory inductions. All Staff working within the University Laboratory areas, must have a Part B laboratory induction (Annex I) and must declare if working with Human tissue, so that Human Tissue work induction can be provided. 
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