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Purpose

This Standard Operating Procedure (SOP) describes the process by which a risk assessment
is carried out, recorded and controlled in connection with the handling of relevant material as
defined by the Human Tissue Act 2004 (HT Act).

Within each lab the risks to the relevant material should be identified and minimised.

2. Introduction

The HT Act came into force on the 1 September 2006 and provides a framework for regulation
of research involving the removal, storage, use and disposal of human tissue.

A risk assessment is defined as “a systematic examination of the hazards associated with the
work, an evaluation of the risks (in this instance) to human tissue from those hazards and a
judgement of the measures required to eliminate or control the risk to the tissue. It is
essential that all risk assessments which occur during the course of a scheduled purpose are
appropriately recorded and acted upon. Where necessary, multiple assessments may be
made where different activities/processes yield different risks to the tissues.

All reasonable precautions MUST be taken to reduce both the possible severity and likelihood
of the hazards and consequently the risk to human tissues. Having carried out the
assessment, any activity which is deemed likely” to cause damage, loss or destruction1
should be avoided and a safer mode of work designed. A new risk assessment will be
required.

The risk assessment should consider the risk to the tissue from all reasonable relevant
events. An example would be a risk assessment in the event of the failure of a freezer or other
storage in which human tissue is held, or for the transportation of tissue to another location.

3. Scope

This SOP applies to all members of University staff; both academic and support staff as
defined by Statute 1 and including honorary staff and students who are involved with the
removal, storage, use of relevant material for scheduled purposes.

Note: Human tissue samples collected as pad of a clinical trial of an investigative medicinal
product (CTIMP) or samples acquired from the Northern Ireland Biobank will have their own
procedures and requirements and should not follow this SOP.

4. Responsibilities

4.1 Designated Individual

The Designated Individual (Dl) is responsible for ensuring that appropriate risk
assessment procedures are in place.

4.2 Person Designated

The Person Designated (PD) is responsible for providing advice and guidance on
human tissue risk assessment procedures in their area as required.

1 Destructive testing which is part of the experimental design and which is consented to as appropriate does
not constitute hazard or risk to tissues.
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4.3 Chief Investigator or Custodian

The Chief Investigator (CI) (or person to whom responsibility has been designated) is
responsible for ensuring that all activities carried out under their supervision have had
appropriate risk assessment and that any risks identified during the assessment are
dealt with via the implementation of appropriate control measures.

4.4 Researcher and Support Staff

The researcher and/or other support staff delegated tasks involving relevant material
must ensure that these tasks are carried out in accordance with the risk assessment and
that appropriate control measures are applied as necessary.

5. Procedure

All applicable health and safety policies and procedures, including the University’s Biological
Safety Guidance and Chemical Safety Policy, should be adhered to when working with human
tissue
(http://www.qub.ac.uk/directorates/HumanResources/OccupationalHealthandsafety/Healthan
dSafetyPolicy/PolicyandGuidance/).

Risk assessment and the application of appropriate control measures should be approached
through careful consideration of the following paragraphs.

5.1 Risk control measures

Judgement on the risk control measures necessary should be based on the following:

• What assurances are in place to prevent the use of relevant material without
appropriate consent?

• What state(s) is the tissue in during storage and/or processing (fresh, fixed, frozen,
processed)?

• What are the processes or storage conditions likely to cause loss or damage to
tissue?

• SOPs for all processes involving relevant human material:
• What damage and degree of damage might be caused by the processes or storage?
• Minimising or limiting damage;
• Use of alarms to give warning of equipment malfunction which could give rise to loss

or damage;
• Appropriate training of staff/students and competency assessment to ensure correct

treatment of tissues;
• Appropriate maintenance of equipment used in processes and/or storage;
• Efficient procedures put in place to ensure prompt and safe collection, transportation,

reception and storage of tissues;
• Suitable storage facilities with effective security measures to prevent unauthorized

access to tissues;
• Appropriate record keeping of processes.

5.2 Recording risk assessments and control measures

Due to the diversity of activity in different laboratories in which human tissue is handled,
each laboratory should have a local SOP, informed by the content of this general SOP.
An important part of the local SOP will be a proforma used in the process to record both
risks to the tissues and control measures to minimise those risks.
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It is not necessary to complete a risk assessment every time an activity is carried out. A
risk assessment should be completed once, placed on file and kept available for
reference. It must be duly signed and dated by any new worker carrying out the activity.
Risk assessments should be reviewed regularly and revised if the activity or any
hazards associated have changed substantially. Is hold be noted that the same activity
carried out in different locations may have differing risks (due to differences in premises,
equipment, engineering, etc) and therefore may require a different assessments.

An exemplar recording sheet is attached (Appendix 1). All completed proformas should
be filed with other paperwork associated with a particular project (e.g. project protocol,
completed consent forms).

Local SOPs must be maintained and made available upon request.

6. References

Human Tissue Authority code of practice 9 - research
http://www.hta.gov. uk/legislationpoliciesandcodesofpractice/codesofpractice/code9research.cf
m (last access January 2015)

Human Tissue Authority definition of relevant material
http://www.hta.gov.ukllegislationpoliciesandcodesofpractice/definitionofrelevantmaterial.cfm
(last accessed January 2015)

QUB Health and Safety
http://www.qub.ac.ukldirectoratesfHumanResources/OccupationalHealthandSafety/Healthand
SafetyPolicy/Policyandcuidance/ (last accessed January 2015)

QUB Safety Service Risk Assessment Guidance
http://www.qub.ac.uk/directorates/HumanResources/OccupationalHealthandSafety/RiskMana
gemenU (last accessed January 2015)

7. Appendices

Appendix 1 Example Risk Assessment (Health and Safety)
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