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1. INTRODUCTION

The Human Tissue Act (2004), (HT Act) came fully into force on 1 September 2006.
The HT Act replaces the Human Tissue Act (1961), Anatomy Act (1984) and the
Human Organ Transplants Act (1989). The aim of the HT Act is to provide a legal
framework for regulating the storage and use of human tissue from the living, and the
removal, storage and use of tissue from the deceased.

The HT Act establishes the Human Tissue Authority (HTA) to regulate the above
activities for a number of Scheduled Purposes — such as research, transplantation,
and education.

To comply with the HT Act it is necessary to ensure that there is a clear and robust
audit trail from the collection of human material, through processing, storage, use
and distribution, to final use/disposal. All human material collected by SEHSCT
personnel for the storage under a HTA licence must be recorded and its use,
distribution and disposal accounted for.

1.1 Definitions

Designated Individual: The person who is authorised and, supervises the activities
under a licence issued by the HTA

Relevant Material: The definition of relevant material in the Ht Act is:
Section 53: material, other than gametes, which consists of or includes human cells.
References to relevant material from a human body do not include:
(a) embryos outside the human body or
(b) hair and nail from the body of a living person
Source: HT Act

Research: is concerned with creating new knowledge by addressing clearly defined
guestions with systemic and rigorous methods. It is about testing innovations or
discovering the right thing to do e.g. finding out whether new treatments work and
whether certain treatments or models of service delivery work better than others.
Research forms the basis of nationally agreed clinical guidelines and standards and
is designed to establish best practice.

Standard Operating Procedure (SOP): Detailed, written instructions to achieve
uniformity of the performance of a specific function.

2. OBJECTIVE

The objective of this SOP is to detail the procedures for managing the booking of a
specimen in and out of a licensed SEHSCT tissue bank/collection for research. 1t is
recommended that this SOP is used in conjunction with the SEHSCT HTA
Governance policy and central SEHSCT Policies and procedures.
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3. SCOPE

This SOP applies to the SEHSCT Designated Individual (DI), and those working
under their direction, including academic, academic related, technical, and contract
researchers, and administrative support staff, to ensure that applicable personnel are
fully trained on the requirements of booking specimens into and out of a SEHSCT
collection/bank licensed by the HTA,; in accordance with the requirements of the HT
Act, the HTA Codes of Practice, SEHSCT’s HTA and other relevant policies and
SOPs.

4. PROCEDURE
4.1 Premises, staff and safety

Access to the licensed a premises/collection must be restricted to preserve the
integrity of the collection and its records. All staff handling human tissue must be
appropriately trained and have undertaken a laboratory risk assessment. Staff will
need to be aware of the risks of handling human tissue and measures in place to
reduce any risk. All staff handling human tissue should be immunised against
Hepatitis B (and other infectious diseases as applicable) and their immune titre
monitored at agreed intervals by SEHSCT Occupational Health Department, as
advised. Laboratory attire e.g. lab coat and latex\nitrile gloves and other applicable
protective wear, must always be worn when handling human tissue and specimen
containers which hold human tissue.

Care must be taken to examine specimen containers. Where there are problems e.g.
with leakage or broken containers, these incidents must be logged as an adverse
event or incident and follow-up action taken. Data should be recorded in a records
book or on electronic system that is restricted and backed-up centrally. A lab-coat
and gloves should not be worn when recording data.

4.2 Booking in a specimen

- Samples of human material obtained for use in research should be treated as a gift
and with respect. Where samples are taken as part of patients’ care/treatment e.g.
pathological samples, clinical care must take precedence and the samples must be
viewed as surplus to the needs of patient care, if to be used for research projects.

- Staff training should be undertaken and recorded, and all applicable immunisations
taken (see SEHSCT Occupational Health) and safety measures implemented.
Access to premises and records to be restricted to authorised personnel only

- Specimens should be booked in by the CI/PI or trained personnel in accordance
with in local policies and procedures. Rejected samples should be recorded and
appropriate personnel notified.

- Consent documentation should be checked, and any consent restrictions on the
use/distribution of the sample recorded.

Document Number: SOP/RAD/SEHSCT/028 Page 5 of 12
Version 2.0



South Eastern Health & Social Care Trust

- Ensure booking-in documentation is complete and up-to-date. Take particular care
with samples that may have originated overseas
to ensure all appropriate paperwork is in place and note any restrictions.

- Assign unique tissue number/identifier. Sub-samples must be able to be linked to
the master sample.

- Record any tissue processing undertaken by the bank/DI/PD upon acceptance into
the collection/bank and ensure alerts are in place for restrictions on its use and
distribution.

- Complete a record of information required to finalise booking-in the sample and
ensure continuation of audit trail. Assign any alerts and cross-check inputted data
and paper records.

- Anonoymised samples should be released only by authorised personnel.
Distribution, return or disposal of samples must be recorded and under the terms of
an MTA.

- A review/audit of holdings must be conducted and comparisons made against the
collection and the database on an annual basis.

- Any findings must be addressed and corrected including breaches of access rules

- Adverse events and incidents must be recorded. Preventative and correction
actions must be implemented and further reviews undertaken if appropriate.

4.3 Consent

Before accepting any tissue it must be determined that appropriate consent (e.g.
donor, relative)
has been obtained e.qg.

- Details of who gave consent

- When consent was given

- Exactly what the consent relates to and any restrictions on use of the sample
stipulated during the consent process

It is recommended that the patient consent form is stored with the tissue however
sometimes it will remain elsewhere, e.g. with a patient’s medical notes. In this case
the clinician in charge should sign a note/declaration/letter confirming that consent
has been given to collect the tissue and this confirmation should be stored with the
tissue.

Ultimately, it should be possible to account for the entire original sample, restrict or
expand the scope of its future use, dispose of it or return it to the donor/relative if
requested.

A clear system must be in place to track any withdrawn consent to the donated
sample.
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If a third party is obtaining consent on your behalf this responsibility must be fully
documented and agreements must be in place to ensure that the process complies
with HT Act and the HTA Codes of Practice: Consent.

4.4  Booking-in documentation

Tissue should not be banked or used until full records are available. For most patient
samples it is advantageous to have some clinical information as this underpins the
usefulness of the sample for research. Back-up of paper documents should be
maintained.

All samples must have clear documentation, for example:
a) The source of the sample
b) As appropriate, details of the subject who donated the specimen
c) Indication as to whether the sample is derived from surgery/clinical care or post-
mortem or taken specifically for research
d) Proof of consent for use in research, with either the consent form being copied or
evidence of consent via an affirmation in a signed Material Transfer Agreement
(MTA) from the providing establishment
e) Information as to the specific scope of the consent with detail of:
- The date of consent
- Whether the consent was for specific studies or generic in nature
- Information as to whether the consent was opt-out or opt-in
- Notice of restrictions
- Information as to the eligibility of the sample or its derivatives for exportation
- Information as to the eligibility of the sample, its derivatives or the data
generated from it to be used in research that might be commercialised
- Information as to whether collection and storage of the sample is covered by
a specific approval from an UKECA recognised Research Ethics Committee.
- Information regarding any restrictions on the use of the sample imposed by
funding bodies or by intermediaries providing the sample(s)

Where samples originate outside the UK:

- Appropriate Code of Practice and legislation must be observed

- Importation must be justified e.g. on the basis that the samples could not be derived
from legitimate sources in the UK

- Implications to Public Health and Safety must be considered

- The legitimacy of the source must be ascertained

- Consent must be fully documented and covered by a signed Material Transfer
Agreement

4.5 Details of samples received

An audit trail must be maintained when tissue is collected. When samples enter the
collection, the PD should record all aspects of their storage, use and fate [in
accordance with the appropriate SOP]. The sample should be anonymised by
assigning a unique number/identifier that is linked to the original information kept
securely in the licensed premise. All subdivisions of the sample should be identified
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with reference to the master sample. This should preferably be achieved using a
secure electronic database, with appropriate backup arrangements.

There must be a system for identifying incorrectly labelled samples. Additional details
must be sought from the supplier to amend any gaps in the records. Tissue should
not be banked/used until full records are available.

Information recorded should include:

- Date of receipt

- Source of sample

- Date of collection

- Collection centre / providing establishment or organisation
- Method of collection

- Description of tissue

- Quantity (weight, volume, number of sections etc)

- Format (for tissue - frozen, fresh, wet fixed, paraffin embedded, slides, etc, buccal
blood etc)

- Quality control information

- Physical location within the bank/collection

- Person accepting the bank/collection

4.6 Record of tissue processing

An audit trail must be maintained when tissue is processed. The following information
should be recorded:

- Unique tissue number/identifier

- What process(es) is applied to the tissue e.g. fixative, divided into aliquots,
sectioning etc.

- Date(s) of tissue processing performed

- Who performed the processing

4.7 Record of tissue use

An audit trail must be maintained when tissue is used. The following information
should be recorded:

- Unique tissue number/identifier

- Date of tissue release to recipient/requestor

- What the tissue will be/was used for

- Name of recipient of tissue / recipient organisation and details of those who will use
the tissue, if different

4.8 Record of distribution of tissue

Requests for access to samples for research must be logged with the PD in a secure,
password protected database that is backed-up appropriately. Transfers must be
made to the receiving organisation (rather than to an individual) under an MTA,
signed by SEHSCT authorised signatories and authorised signatories at the
recipient’s organisation. All released samples must be contained in appropriate

Document Number: SOP/RAD/SEHSCT/028 Page 8 of 12
Version 2.0



South Eastern Health & Social Care Trust

containers, and suitably packaged to reduce the risk of loss or damage,
contamination, infection. An SLA with the courier company should be in place.

Prior to distribution the DI/PD must satisfy themselves that:

- If tissue will be stored outside of an NHS REC approved project, the sample must
be stored in an HTA licensed premise / Research Tissue Bank. A copy of the HTA
licence can be requested.

- The project has been approved by the Research Governance Sponsor e.g. the
named Organisation acting as Sponsor under the Department of Health’s Research
Governance Framework for Health & Social Care

- A Project Number has been issued against which the issuing of the sample can be
recorded.

- The project has been approved by an NHS REC (copy of letter)

- The project has been approved by DI/PD, as appropriate.

- The suitability of the consent has been checked and is appropriate to the study.
- The sample type and quantity requested is appropriate to the project.

- Appropriate arrangements are in place for storage within the recipient
laboratory/establishment.

- No restrictions have been placed on the use of the sample e.g. by the funding
organisation or another body providing the sample, that result in the sample being
ineligible for the proposed study.

- Records of tissue transfer are up-to-date and accurate

- If the sample is to be transferred to another site in the UK that the legitimacy of the
site and investigators have been confirmed and documented.

- The receiving laboratory needs to provide a copy of their ethics approval letter
At the point of sample release from the bank/collection, a record must be made in
accordance with the local SOP and should include:

- Unique tissue number/identifier

- The name of the requestor/recipient of the tissue

- The project title and Chief Investigator

- The quantity (weight, volume, number of sections etc) released

- Amount of tissue remaining
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- The format of the released sample

- Instructions relating to the storage, use to destruction, return or disposal (cross-
referring to the MTA)

- Names of all individuals and institutions involved
- Date when the tissue was transferred

- Records of all agreements

If the sample is to be exported from the UK:
- The applicable, documents/assurances noted above must be received.

- The recipient organisation/ investigator must have been the subject of documented
“due diligence” and regarded as legitimate.

- There must be an MTA that governs the custodianship, legitimate use and return or
disposal of the sample

- Implications as to Public Health and Safety must be considered.

4.9 Record of tissue disposal

An audit trail must be maintained when tissue is disposed of. The DI/PD will record
all sample disposals within the premise of the recipient — as detailed in the MTA/SLA;

and in accordance with the HTA Codes of Practice.

The following information should be recorded when any tissue is disposed of.
- Unique tissue number/identifier

- Reason for disposal

- Who disposed of the tissue
- Date of tissue disposal

- How the tissue disposed of

- Notification of relevant parties of disposal

4.10 Adverse event recording

Clear record systems must be in place to ensure that all adverse events and
incidents are recorded and preventative and correction actions implemented.
Examples of adverse events include loss of tissue e.g. due to freezer breakdown,
errors in records, loss or damage to tissue during transport, unauthorised
entry/access to premises confidential records. Refer to the SEHSCT SOP on adverse
event/incident reporting.
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Records of adverse events need to be linked to each tissue involved. Relevant
parties must be notified of adverse events/incidents as appropriate.

4.11 Access to tissue and records

Access to a bank/collections and records must be restricted to authorised personnel
only e.g. DI, PDs, License Holder, monitors/auditors, HTA inspectors and appropriate
measures established to prevent unauthorised entry. Appropriate checks must be
made to ensure the legitimacy of the personnel prior to giving access to a licensed
premise.

Information that should be recorded includes:
- Who can access the tissue.

- Who has access to the records.
- Who can view records.
- Who can amend records.

- If the records are found to be incomplete or incorrect who can amend them and how
is the change recorded

- Where recorded access information is stored

- Who can archive records.

- Records of those who have accessed records

4.12 Reviewing holdings

Policies and procedures for monitoring and auditing the process of booking samples
in and out of a SEHSCT HTA-licensed collection and the collection itself must be
established and adhered to.

The DI/PD should conduct annual audits to compare the database against the
collection and vice-versa. The DI/PD should also consider establishing an annual
independent audit of the storage, use, disposal and/or return of individual samples by
recipients. This may be conducted on a random

basis.

5. Responsibilities

5.1 Designated Individual

The DI is responsible and ultimately accountable accountable for activities for
activities conducted under their licence.

5.2 Person(s) Designated and other staff
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Those working under the supervision of a PD or the DI including:

- Research manager

- Researchers, fellows and students

- Laboratory/facility manager

: Quality assurance/management personnel
- Technicians

- Database personnel

- Academic related and support staff

6. REGULATIONS, GUIDELINES, REFERENCES, SOP LINKS ETC

The Human Tissue Act 2004 (Statutory Instrument 2005 No. 919)

Directions given under the Human Tissue Act 2004: 001/2006

Code of Practice: The removal, storage and disposal of human organs and tissue
Institute of Ophthalmology/Moorfields Eye Hospital Policy

7. Appendices

None
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