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1. Purpose 
1.1. Objective
The storage of Tissue for research and teaching is governed by the Human Tissue Act 2004 (HT Act), and the Human Tissue Authority (HTA).
The HTA’s existence and approach is founded on four guiding principles –
· consent
· dignity
· quality and
· honesty and openness.
The HTA believes that these principles should inform the actions of anyone involved in using materials originating from people, and therefore anyone undertaking activities falling within the remit of the HTA must give them due regard. Where the principles refer to tissue, they apply equally to entire organs.
St. George’s University holds two licences:
Research License 12335
Anatomy Licence 12330
This Governance Master File functions as a framework for policy and guidance. It applies across St. George’s University.
1.2. Scope
The HT Act defines relevant material as ‘material, other than gametes, which consists of or includes human cells’. Relevant material does not include hair or nails from living people, embryos outside the human body or any material which contains only cells created outside the human body; for example, cell lines.
The fundamental concept of relevant material is that if a sample is known to contain even a single cell that has come from a human body, then the sample should be classified as relevant material.
Where Human Tissue is being held whilst it is processed with the intention to extract DNA or RNA, or other subcellular components that are not relevant material (i.e. rendering the Human Tissue acellular), a licence is not required, providing the processing takes a matter of hours or days and certainly no longer than a week.

Cell cultures are Human Tissue if they contain cells that were created inside the human body e.g. if the culture contains original cells from a biopsy or blood sample. Individual researchers will need to make a judgment as to when cells in culture no longer contain original cells.

Human Tissue stored for a specific research project approved by a recognised NHS Research Ethics Committee does not need to be stored under an HTA licence.

Whether or not these or other exemptions for the HT Act apply, as a matter of City St. George’s University Policy, all Human Tissue should be treated according to the same standards wherever practicable.


The DI or PD will advise whether the HT Act applies in the context of any particular activities, and what standards are appropriate. Individual Researchers should always seek this advice.
2. Roles
2.1. License Holder
The License Holder is City St George’s University.
The License Holder will be represented by the Chief Operating Officer.
2.2. Designated Individual
The Role of Designated Individual (DI) is taken by an individual who is in a position to oversee research across different groups and collections.
The current DI of 12335 is Dr. Priya Madhou, and the DI of 12330 is Georga Longhurst
The DI’s contact details are
pmadhou@sgul.ac.uk	re: 12335		ext. 1603
glonghur@sgul.ac.uk	re: 12330		ext. 

2.3. Persons Designated
The DI is supported by one or more person designate (PD). PDs are appointed and dismissed by the DI in that function. The role is not a formal position within St George’s University employment structures.
A PD supports the DI by
· Overseeing the management of Human Tissue relating to a particular programme of research.
· Informing St George’s academics and collaborators working in relation to that research programme about HTA compliance requirements
· Working with DIs and with persons to whom the license applies to capture, collate and analyse relevant information.
· To discuss with the DI, and other persons to whom the license applies specific guidance regarding appropriate systems and conduct.
2.4. Persons working under the License
All persons to whom the license applies must be made aware of this fact, and
should be able to contact the DI, or PDs with any questions or concerns.
All members of St George’s University to whom the license applies they must
be appropriately trained and supported.
Staff should receive training as outlined herein.
Students may either receive training as Staff OR must work under the
supervision of appropriately trained Staff at all times.
External parties to whom the license applies should commit, in agreement with the DI, to remain aware of and comply with the HTA Code of Practice as appropriate.


3. Documentation
Documentation can be classified as Correspondence, Standard Operating Procedures (SOPs), Records and other Documentation. A special type of Record is Sample IDs.
3.1. Correspondence
Correspondence is conducted between the roles mentioned in this Code relating to specific compliance issues is specific projects or operations.
Teaching, training, general discussion and nonspecific advice is not considered Correspondence.
Any communication with the Human Tissue Authority must be authorised by the DI, any communication from the Human Tissue Authority must be shared with the DI.
Wherever practicable, verbal Correspondence should be reduced to writing and circulated to all relevant parties within 7 days.
3.2. Standard Operating Procedures
SOPs are documented policies and procedures that outline how the procurement, handling, storage, use or disposal of Human Tissue will be conducted in any particular programme of research.
Elements that should be covered by SOPs include:
· Specifications regarding access to Human Tissue and Records
· The process for recording the receipt of Human Tissue
· The procedures ensuring the traceability Human Tissue
· The process for approving, logging and undertaking transfers of Human Tissue
SOPs are drafted by the Principal Investigator (PI)/Person Responsible (PR) in consultation with the DI, and staff to whom the SOP applies.
SOPs must be approved by the DI prior to their adoption. Drafts should be sent to the DI for approval no later than 14 days prior to their first intended adoption. SOPs are deemed approved within 14 days of being received by the DI unless the DI states otherwise.
All SOPs should be regularly reviewed and version controlled. In practice this means that:
SOPs are reviewed by a qualified person at regular intervals which should not be more than 12 months from the date of last version issue
· after each review, date of issue should be adjusted, even if there are no changes from the previous version
· at the bottom of each page of the SOP, the date of issue and the date of next review are indicated
· the review is co-ordinated by the PD
· where the review recommends substantial changes, the DI needs to be informed and approve the change. This is not required for minor or no changes as determined by the PD.
· a record of any versions which were previously in active use should be retained in an archive)
A list of SOPs and considerations typically captured in an SOP is given in the Appendix (10.1). 
3.3. Records
Records are documents, electronic files, logbooks, transcripts, labels and other records that relate to the procurement, handling, storage, use or disposal of Human Tissue.
One type of Record should identify specifically for each Human Tissue sample
· the data of receiving the sample
· the location of the Human Tissue
· a description/type of the Human Tissue,
· the project it is currently being used for
· disposal
An SOP must specify for each type of Record, the requirements for
· template versioning and review
· completion
· timeframes for storage
· storage locations of the record
· access
· archiving
· witnessing
and any other relevant requirements.
Templates of any Records normally generated during the course of a programme of research must be approved by the DI. Such templates should be sent to the DI for approval no later than 14 days prior to their first intended use. Templates are deemed approved within 14 days of being received by the DI unless the DI states otherwise.
Where records are generated without following Sec.03 (such as when a Record has to be generated unexpectedly), the person establishing the Record should inform the DI within 30 days of the record being generated.
In the absence of other specifications in an SOP, all records must be archived for 5 years in a secure location. An account of the archived Records must be taken yearly by the PI or an individual designated by the PI.
Contingency arrangements must be taken for all records to safeguard against unwarranted destruction and access.
The copying, archiving and destruction of records should be documented. 3.4. Sample ID
All Human Tissue must be uniquely identifiable in order to ensure traceability. Where samples are procured internally they should be given a unique identifier upon collection.
Where ItemTracker™ is used, the format is dictated by the 3D code assignment which is determined by the PR for sample archiving.
Where samples are procured externally, the provider may have an existing system to identify samples. In this case, the system above should still be applied, but a central record should link the internal code to the one used by the provider, to support traceability.
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3.5. Other Documentation
Relevant labels should be generated according to an appropriate SOP, and remain affixed to the sample or its container wherever practicable.
The DI needs to be provided with up-to date documentation regarding relevant local policies covering the premises where the license applies. This will typically include but may not be limited to local risk assessments, COSHH and health & safety policies.
An up-to-date copy of the HTA license should be displayed where Human Tissue is being stored for research.
3.5.1. Confidentiality
Wherever possible, persons working with Human Tissue should not be in possession, and not likely to come into possession of information that identifies the person from whom it has been taken.
Wherever possible, the sample ID should be used in lieu of other information that could be used to identify a particular donor.
Where information that identifies the donor must be kept (i.e. to ensure traceability to consent, or because it is important for research reasons) it should only be accessible on a need-to-know basis according to a specific SOP.
Consideration should be given to records and scientific results linked to Human Tissue as potentially privileged data under the Data Protection Act (1998). The DI will seek clarification and issue specific guidance in cases where such matters could become pertinent
4. Quality Assurance 
4.1. Quality Adjustment
The DI, in collaboration with the Persons Designated (PDs) will draft and maintain, a quality adjustment plan that identifies areas for improvement and outlines changes required to address them.
The plan should be reviewed periodically, at intervals not exceeding 6 months. 4.2. Audit
The DI, in collaboration with the PDs will undertake a regular audit of activities under the license that identifies current and prospective activities and identifies any Records generated, learning and adverse events.
Traceability should be tested during audit.
The audit should be conducted periodically, at intervals not exceeding 12 months.
4.3. Training
All staff working under the HTA licence should be aware of the governance arrangements in place.

All staff working who begin work under the HTA licence must receive an induction training prior to, or, only if impracticable, no later than 2 weeks after commencing such work. Before commencing work, staff should complete the online training module (See Appendix 10.2).
Staff must receive annual refresher training.
Staff should be able to request further training and should be able to receive further specific training about any area relating to their work under the license no later than three weeks after such a request is raised.
Training will normally be delivered internally by suitably skilled personnel, typically the DI or a PD. The DI should receive appropriate external training, and keep a record of this training.
Staff must have access to the HTA Codes of Practice and Standards for consent and research. These can be accessed via the HTA website -see links in Appendix 10.3. Staff who do not normally have access to a computer terminal should have access to an up-to-date paper version at all times.
4.4. Risk assessments
Relevant risk assessments must be carried out by a suitably trained person
who is able to take an objective view.
The following factors should be considered among others:
· (Loss of) traceability of Human Tissue
· Risks of spoiling Human Tissue
· Risks of contamination
· Risks of theft
· Risks to donor privacy
· Biosafety
The results of risk assessments should be shared with staff so that they have
an understanding of the issues identified.
4.5. Adverse Events
Adverse events are any incidents where a violation of important provisions in SOPs, protocols, HTA license conditions, the recommendations of the HTA Code of Practice, the HTA Act or any other relevant policies including those outlined in this document has occurred, or was narrowly avoided.
Adverse events should be reported to the DI no later than seven days after occurrence.
No later than seven days after the report has been made, the DI, in collaboration with the PDs will classify any reported event according to severity as
· Very serious – examples include loss of a sample collection, use of samples without consent, evidence of widespread violation of relevant standards
· Serious – examples include loss of a sample, complaint by a donor that could not immediately be resolved, evidence that recurring violation of relevant standards is a risk or a possibility
· Not serious – examples include confusion in paperwork that could be remedied, complaint by a donor that has be resolved, a one-off violation of relevant standards

The DI, in collaboration with the PIs will conduct an investigation into very serious and serious adverse events and where necessary involve appropriate persons in the University or externally. All very serious adverse events should be reported to HTA.
Relevant learning from all adverse events should be summarised in writing where appropriate and should be brought to the attention of relevant persons.
5. Change management 
5.1. Change basics
Sources for considering change include but are not limited to
· New projects and the expected termination of projects
· Changes in facilities, personnel, funding or institutional policy
· Learning from near misses and adverse events
· Suggestions for improvement offered by any party
· Acting on the result of evaluation, audit or other review
· Changes in legislation or guidance
Reasons for implementing change include but are not limited to
· better compliance with relevant legislation
· greater efficiency in applying or monitoring desired standards
· cost or time savings
· better quality of relevant material or data associated with relevant material
· greater convenience for staff or donors
· better synergy or comparability with standards in related areas
Changes must, on balance, be expected to contribute to an improvement in standards by establishing higher standards, by rendering the management of Human Tissue more sustainable or efficient, or by better aligning standards with critical institutional objectives.
Deviations from established working practices that are temporary and do not meet the above criteria are not considered a change but should be treated as a potential adverse incident.
5.2. Change Request
Any person can raise a change request by filling in section A of a change request form (see Appendix 10.4) and returning it to the Joint Research and Enterprise Services (JRES), with a copy to the DI.
A change request is declarative, i.e. it states what needs to be accomplished, but leaves out how the change should be carried out.
5.3. Classification of Changes
Proposed changes are classified in one of four classes, as determined by the extent of the proposed change.
(I:) Change can be implemented as a modification to working practices without any amendment to existing Documentation. PDs or RPs may implement such changes without notifying the DI.

(II:) The change requires amendment to existing Documentation but has no significant bearing on procedures relating to consent, audit or disposal. PDs or PRs may implement such changes without approval by the DI.
(I:) The change requires amendment to existing Documentation and substantial changes to procedures relating to consent, audit or disposal. Such changes must be communicated to the DI at least 28 days in advance of implementation wherever possible. Changes must documented where appropriate even if it is a temporary change.
(II:) The change requires approval from an external agency, notably a Research Ethics Committee or the HTA. Such changes can only be implemented after they have been agreed by the DI and the external Agency.
5.4. Stages of Change
Proposed changes need to go through the following stages:
Intention capture: The source for instituting the change ((see 2.5.1.01)) needs
to be noted.
Evaluation – Reasons: The change needs to be evaluated by a competent person or persons regarding the reasons for implementing the change ((see 2.5.1.02 & 03)). The ultimate decision whether a proposed change meets these criteria rests with the DI.
Implementation plan: An implementation plan needs to be devised, that when completed, will lead to an effective and timely implementation of the proposed change. The implementation plan needs to be reviewed to ensure that there are no unintended negative consequences related to the change (e.g. by conducting a risk assessment) and that any disruption to current practices will be accounted for during implementation. Where appropriate, a strategy should be devised to transition back to the state of affairs before the suggested change, where implementation is unsuccessful.
Decision: Having reviewed the reasons and the implementation plan, the authorised persons decide to authorise or reject implementation. This decision needs to be documented.
Implementation: The change is implemented as per revised implementation plan. Implementation can be a process rather than a one-time event, but it is important that one person remains responsible for driving the change and for reporting any difficulties during implementation.
Review: A review is conducted that tracks the progress of the change against its implementation plan, its stated objectives and any adverse consequences of the change.
5.5. Responsibility
A person responsible for chaperoning a proposed change through the change management process needs to be identified. This role can fall to different persons during the process but it must be ensured that at all times an identified person remains responsible for following the potential change from suggestion to either implementation or dismissal.
The ultimate responsibility for suggesting, accepting, dismissing, reviewing change and for appointing a change driver rests with the DI.

All changes should be documented with reference to the proceedings where appropriate even if it is a temporary change.
6. Consent
6.1. General requirements
Consent must be obtained in accordance with the requirements of the HT Act 2004 and as set out in the HTA Code of Practice on Consent (Code A).
Donors or their relatives must be provided with information about
· how their samples would be stored,
· to what use the sample would be put
· how samples would be disposed of
The use to which Human Tissue is put must clearly reflect the documented consent.
Wherever practicable it should be possible to trace a specific sample to a specific consent form and vice versa. However, care should also be taken to safeguard the privacy of research participants.
Staff involved in seeking consent must seek and receive training and support in the implications and essential requirements of taking consent. This training should be renewed at least every two years.
A template consent form is available Policies, Standard Operating Procedures and Templates
6.2. Procurement by Third Parties
Where consent is not obtained by St George’s University staff, formal agreements need to be implemented with Third Parties to ensure that informed consent is routinely obtained in accordance with the HTA Code of Practice on consent.
7. Premises, Facilities and Equipment 
7.1. Equipment
Equipment must be regularly maintained to ensure that it is suitable for use. Crucial equipment e.g. microbiological safety cabinets need to be regularly tested for function
There should be a system for renewing items that are no longer suitable through wear and tear.
A visual inspection of all relevant equipment should be carried out at least annually wherever practicable and should be documented as having been performed.
7.2. Human Tissue Integrity
Appropriate measures must be in place to protect Human Tissue against Human Tissue spoilage.
All areas where Human Tissue is stored or handled must be clean, well maintained and subject to a programme of planned preventative maintenance.

Local risk assessments may specify areas that require particular decontamination.
Temperature of cool and cold storage environments should be monitored. A risk assessment should identify whether automatic or other monitoring is appropriate.
There must be suitable contingency arrangements in place should there be an emergency situation that renders the premises unsuitable for the storage of Human Tissue.
Contingency backup storage space should be identified and its suggested location should be affixed to long-term storage containers (fridges/freezers/liquid nitrogen containers).
7.3. Safety
Areas used for storage of Human Tissue must provide an environment that is safe for those working under the licence and preserves the integrity of the Human Tissue.
If applicable, staff working under the licence should be aware of and have access to guidance from the Health and Safety Executive (HSE) on safe working and the prevention of infection.
Human Tissue must be stored in such a way that it minimises the risk of contamination.
The Senior Laboratory Manager, the University Safety, Health and Environment Office staff or the chair of the Pathogen Management and Genetic Modification Safety Committee may be consulted for advice.
7.4. Access
Appropriate measures must be in place to protect Human Tissue against unauthorised access and theft.
Security measures should include the use of lockable storage facilities, alarm systems and indelible identification if appropriate.
The DI should be able to access Human Tissues at short notice. The DI should be informed about passcodes, the location of keys etc., if practicable.
8. Transport and Disposal 8.1. Transport
SOPs should cover any routine movement of Human Tissue. Movement from one building to another is considered transport.
Human Tissue subject to transport should be signed out at release and receipt should be recorded at delivery destination.
For transport involving Third Parties, e.g. delivery companies, appropriate transfer agreements must exist. All associated documentation must be retained for reference.


Packaging for transport must offer suitable containment, typically involving at least two containers (‘double bagged’). All such packaging must be compliant with the International Carriage of Dangerous Goods by Road (ADR) or the International Civil Aviation Organization (ICAO) regulations. Advice can obtained by emailing labhelp@sgul.ac.uk.
Labelling for transport must be appropriate to ensure traceability, including in cases where the transported Human Tissue is lost.
8.2. Import and Export
Although the consent requirements of the HT Act do not apply to Human Tissue imported from outside the UK, it is good practice to seek assurance that Human Tissue is obtained and imported with appropriate consent and where possible with the approval of a research ethics authority or the local equivalent in the source country.
Transfer to external facilities whether in the UK or elsewhere require the prior establishment of a transfer agreement.
Human Tissue to be exported from England should be used in accordance with the consent which has been obtained.
Import and export entries, declarations and related documentation must be retained for up to six years.
8.3. Disposal
No Human Tissue is disposed at St George’s University.
Where appropriate, Human Tissue removed from the deceased may be incinerated; by St. George’s NHS Hospital Trust or a Third Party.
Where appropriate, Human Tissue removed from the living for may be incinerated or otherwise disposed as clinical waste by St. George’s NHS Hospital Trust or a Third Party.
There must be a documented procedure for committing Human Tissue for disposal.
Each disposal decision should be documented.
Human Tissue that is marked for disposal must be clearly labelled in a manner that renders it immediately distinguishable from other types of biological waste of non-human origin. Wherever practicable Human Tissue awaiting disposal should not be mixed with Human Tissue from other donors or other waste.
Once Human Tissue is stored awaiting disposal, it should not be retrieved for further research.
Human Tissue that is lost, depleted or destroyed should not be logged as disposed but should be separately marked.
Donors should be informed that their Human Tissue will likely be disposed as clinical waste.

9. Register
The DI, PD or a PR will keep an up-to-date register of all relevant documents
(Correspondence, SOP, Records and other documents) including:
· The HTA license and HTA inspection reports
· Contact details of all current and previous PD’s and PR’s listing date of
· appointment and discontinuation where appropriate
· A list of all research projects dealing with Human Tissue, including whether
· ethical approval has been granted, when ethical approval expires
· Relevant internal correspondence
· Relevant correspondence with external agents including Third Parties and the
· HTA
· Relevant SOP or relevant excerpts from SOP
· Relevant minutes or transcripts
· Information material authorised or procured by the DI
· Agreements with Third Parties
· Training records
· Copies of induction and other training material
· Quality adjustment plan
· Audit records
· Change requests
· Adverse event reports
· Consent records
· Facilities maintenance logs
· Disposal logs


10. Appendices 
10.1. SOPs
SOP-GEN1	Creating and reviewing standard operating procedures SOP-GEN2 	Human Tissue Licence Review Group
SOP-R1	Procurement of relevant material from collected from inside SGUL
SOP-R2	Procurement of relevant material collected from outside SGUL
SOP-R3	Procedure for registering tissue holdings
SOP-R4		Procedures when donors requests to withdraw consent to store human tissue
SOP-R5	Management and use of freezers
SOP-R6	Management of sample and tracking using Item Tracker TM
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-R10	External audit
SOP-R11	Procedure for reporting AE and complaint
SOP-R12	Procedure for taking informed consent
SOP-R13	Risk assessments
SOP-R14	Cleaning and decontaminating in laboratories
SOP-R15	Procedure for dealing with spills
SOP-R16	Induction for New Staff
SOP-R17	Assessing risk to Human Tissue projects

10.2. The MRC on-line training programme can be accessed via the following link:

10.3. The HTA codes of practice can be accessed via the following links:
HTA Code A: Guiding Principles and the fundamental principle of consent HTA Code of practice – Consent 
HTA Code E: Research Code of Practice and Standards 
HTA Code E: Research Standards and Guidance

10.4. Change request forms are available through this link 

10.5. Incident reporting form available through this link
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