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1. Introduction to the UWE Human Tissue 
Standard Operating Procedures  

The UWE Human Tissue Standard Operating Procedures set out detailed procedures for how 

certain standard processes related to human tissue research should be managed at UWE. 

 

The Standard Operating Procedures can be found online at:  

 

http://www1.uwe.ac.uk/research/researchgovernance/resourcesforresearchers/humantissue

research.aspx] and cover: 

 The Transport of Human Tissue (Relevant Material) 

 Disposal of Human Tissue (Relevant Material) 

 The UWE Human Tissue Sub-Committee Audit Policy and Guidelines 

 

2. Standard Operating Procedure for the 
Transport of Human Tissue (Relevant 
Material) 

Human tissue must not be transported onto UWE premises until all appropriate ethical 

approvals are in place (including UWE REC ratification of any external REC favourable 

opinion);  NHS R&D approvals are in place (where required), and the project is registered on 

the UWE Human Tissue Research Register (see UWE Human Tissue Records Management 

Manual at: 

http://www1.uwe.ac.uk/research/researchgovernance/resourcesforresearchers/humantissue

research.aspx) 

 

Once all appropriate approvals are in place, human tissue samples may be transported onto 

UWE premises in accordance with this detailed Standard Operating Procedure for Transport. 

These procedures also apply to any onward transport of the tissue during the course of the 

project, and to the onward transport or return of tissue at the end of the project.  

 

The UWE Human Tissue cover letter in Annex 6 must be used for the onward 

transport/return of any samples. Documented evidence of what was sent and received by all 

parties must be retained, and this should be clearly recorded in the Sample Ledger for each 

project (see UWE Human Tissue Records Management Manual at: 

http://www1.uwe.ac.uk/research/researchgovernance/resourcesforresearchers/humantissue

research.aspx) 

 

When transporting relevant material, researchers must always be mindful of The Human 

Tissue Act and the Human Tissue Authority (HTA) codes of practice to ensure that donated 

http://www1.uwe.ac.uk/research/researchgovernance
http://www1.uwe.ac.uk/research/researchgovernance
http://www1.uwe.ac.uk/research/researchgovernance
https://www.hta.gov.uk/hta-codes-practice-and-standards-0
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human tissue is treated with respect in accordance with the wishes of donors or their 

relatives. 

 

This guidance is concerned with the transport of human tissue between physical locations 

and does not cover the HT Act regulations on the import and export of human tissue. For 

guidance on the import and export of human tissue, please refer to the HTA Code of 

Practice E: Research  

 

All relevant material (human tissue), even that from healthy donors, is potentially infectious 

material. HSE recommendations are that all human tissue should be treated as a bio-hazard 

group 2 (HG2) infectious agent as a minimum (source-ACDP: Biological agents: Managing 

the risks in laboratories and healthcare premises, part 3B) and should be transported with 

sufficient security to contain a group 2 bio-hazard spill.    

 

There are a number of national and international regulations which cover the transport of 

biological material and therefore, human tissue. These regulations apply whether the 

samples are transported on foot, by private or public transport or by postal, courier or 

freight services. 

 

For the purposes of transport, the United Nations Harmonized System for classification of 

hazardous substances identifies biological agent or materials that may contain them, as UN 

Division 6.2 - infectious substances. Division 6.2 includes biological products, cultures, 

specimens, genetically modified microorganisms (GMMs), genetically modified organisms 

(GMOs) and medical/clinical waste. 

 

UN Division 6.2 - infectious substances, is divided into the following categories: 

 Category A: an infectious substance which is carried in a form that, when exposure 

to it occurs, is capable of causing permanent disability, life threatening or fatal disease 

in otherwise healthy humans or animals. This definition is supplemented by an 

indicative list of pathogens, which include HIV and hepatitis B viruses (but not 

hepatitis C virus), when in the form of cultures but does not encompass specimens 

from patients suspected of having these infections. For the purposes of transport, 

Category A substances are assigned to UN2814 - Infectious Substances (affecting 

humans). 

 Category B: any infectious substance that does not meet the criteria for inclusion in 

category A. For the purposes of transport, Category B substances are assigned to UN 

3373- human or animal materials that are being transported only for the purpose of 

diagnosis or investigation. This would include specimens from patients with known or 

suspected HIV, HBV or HCV infections. 

 

The Health and Safety Executive state that samples of materials such as blood, tissue, 

excreta, secreta, etc. collected from humans or animals must be considered, as a minimum, 

https://www.hta.gov.uk/sites/default/files/Code%20E%20-%20Research%20Final_0.pdf
https://www.hta.gov.uk/sites/default/files/Code%20E%20-%20Research%20Final_0.pdf
http://www.hse.gov.uk/cdg/pdf/infect-subs.pdf
http://www.iata.org/whatwedo/cargo/dgr/Documents/infectious-substance-classification-DGR56-en.pdf
http://www.hse.gov.uk/biosafety/blood-borne-viruses/transportation-of-infectious-substances.htm
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category B infectious substances (UN3373- human or animal materials that are being 

transported only for the purpose of diagnosis or investigation).  

 

Clinical or medical waste that contains category B infectious substances (with the exception 

of cultures), or that only has a low probability of containing infectious substances, is 

assigned to UN 3291 - Clinical Waste (Bio Medical Waste or Regulated Medical Waste).  

 

There are some specific exemptions which can be applied to Category B substances, which 

identify them as ‘Exempt Human Specimens’. These exemptions are: 

I. Dried blood spots, collected by applying a drop of blood onto absorbent material, or 

faecal occult blood screening tests.  

II. Blood or blood components which have been collected for the purposes of 

transfusion or for the preparation of blood products to be used for transfusion or 

transplantation and any tissues or organs intended for use in transplantation are not 

subject to (the specific modal requirements).  

III. Human or animal specimens for which there is minimal likelihood that pathogens are 

present are not subject to (the specific modal requirements) if the specimen is 

transported in a packaging which will prevent any leakage and which is marked with 

the words “Exempt human specimen” or “Exempt animal specimen”, as appropriate.  

However, it is the opinion of UK authorities that exemption iii) can only apply to substances 

which are known not to contain pathogens (for example following testing or action taken to 

neutralise or inactivate any pathogens present e.g. formalin fixation). Expert medical advice 

in the United Kingdom is that it is not always possible to determine which human or animal 

samples contain pathogens to some degree and consequently it cannot be assumed that, for 

example, a blood sample taken for the purposes of cholesterol level testing, will necessarily 

be exempt from the UN transport requirements. 

 

Packaging of Category A and Category B substances for 
transport 
 

The standard level of packaging required for transport of UN 6.2 Category A & Category B 

material is the triple packaging system as defined by the IATA Packaging Instruction 620 for 

Category A substances and Packaging Instruction 650 for Category B substances. This is 

illustrated in the diagram overleaf. 

 

Although the packaging requirements for Category A and B are superficially similar, there 

are specific regulations defining physical durability, maximum volumes and package 

labelling. Please refer to the WHO guidelines on transport of infectious material for further 

details of P620 and P650 packaging regulations. 

The medical packaging supplier, UN3373 has an excellent website which will help you select 

the correct level of packaging for your human tissue samples. 

 

https://www.iata.org/whatwedo/cargo/dgr/Documents/infectious-substance-classification-DGR56-en.pdf
http://apps.who.int/iris/bitstream/10665/78075/1/WHO_HSE_GCR_2012.12_eng.pdf
http://www.un3373.com/
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Triple packaging system P650 for category B substances (supplied by IATA, Montreal, 

Canada) 

 

Transport of materials by staff on foot is covered by the requirements of the dangerous 

goods regulations. However, when this is between buildings on the same premises, it is not 

subject to the requirements, even if a public road has to be used or crossed. The allowed 

distance between buildings for this to apply is not clearly defined, but as an example, 

buildings within the university campus are likely to be considered as the same premises. 

However, even where samples are to be transported between laboratories or buildings on 

the University campus, human tissue in liquid form (blood, urine, mucus, etc.) should still be 

packaged  with three levels of containment and absorbent material as per P650 

requirements. The package must also be labelled with the project lead worker (LW) and 

UWE Project Manager contact details and a detailed spill procedure.  

When moving between premises (either distant buildings or different employers, e.g. 

hospital-owned building to University-owned building) the full P620 or P650 requirements 

must be met. 

 

 

Collecting samples from hospitals 
 
Under the criteria for exemption from HT licencing, all human tissue samples stored at UWE, 

to be used for a scheduled purpose approved by a NHS REC, must be anonymised.  Where 

donated tissue (e.g. blood) is collected on hospital premises, the individual sample container 

will usually be labelled with a patient name, number and date of birth. This information 

must be erased from the samples containers before the samples are collected by UWE 

staff. Under no circumstances may a HT sample labelled with identifiable information be 

stored at UWE. 

Where a research project requires that individual samples are identifiable for data analysis 

purposes, the donor identifying information must be recorded in a suitable ledger and each 

individual sample given a unique reference number which can be used to identify the sample 

from the ledger. This process must take place before the samples leave the hospital 

premises. The ledger containing the identifying information must be stored separately from 

the tissue samples, ideally in a locked drawer in the lead worker’s or UWE Project Manager’s 

office. 

Where samples are to be collected from another institution (e.g. hospital or other university) 

by UWE staff, they must never be left at reception for collection. Sample collection must 

always be arranged in advance and samples must be passed directly from a member of the 

collaborating hospital team to the UWE project lead worker or UWE Project Manager. 

Samples must always be accompanied by a sample ledger indicating the number of samples 

and the individual sample IDs in the package being collected. Once the samples have arrived 

at UWE, the UWE HT sample storage ledger must be updated with the new samples as soon 

as possible and certainly within 7 days.  
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3. Standard Operating Procedure for the 
Disposal of Human Tissue (Relevant 
Material)  

Note: this SOP assumes that storage of relevant material at UWE will be carried out under 

NHS REC approval or tissue bank agreement and covers the typical types of relevant 

material commonly stored in the UWE laboratories: blood, bone marrow, tissue blocks & 

sections, faeces & urine.   

 

All research at UWE using relevant material (RM) will be carried out under the terms of a 

NHS REC ethical approval, where the disposal methods will be clearly defined in the terms of 

the ethical approval. Whilst it is currently the usual practice for relevant material to be 

disposed of at the end of a study, bear in mind that you may be required to return all 

surplus material to the hospital where it was collected, or to the tissue bank that supplied 

the relevant material for your study. Please be aware that it is increasingly considered to be 

unethical to dispose of donated human tissue which may be still be of use in a further study.   

 

Existing donated relevant material should be considered for use in a new project, providing 

it is feasible and appropriate to do so and only where the participant consent and conditions 

of use permit the use of the donated tissue for the new proposed research purpose. If you 

wish to retain surplus human tissue at UWE beyond the expiry of your current ethical 

approval (providing the consent and permissions relating to the relevant material permit 

retention) you must apply for ethical approval for a further project before your existing 

ethical approval expires to permit the continued storage of that tissue on UWE premises. 

 

 Standard disposal options of surplus RM is by incineration, cremation or burial. Of 

these, incineration is the most common. However, incineration my not be an 

acceptable method for all donated material.  Depending on the religious or cultural 

beliefs of the donor, cremation or burial may be the preferred option. Ensure that 

you are familiar with the terms of donor consent in your ethical approval and ensure 

that all surplus tissue is disposed of in accordance with donor consent. 

 

 UWE does not have an incinerator on-site. Clinical and bio-hazardous waste is 

collected in a clinical waste bin which is taken away for incineration by a waste 

disposal contractor. Contact your laboratory manager or the Waste and Resources 

Manager (Facilities Team) to find your nearest clinical waste bin or to arrange for the 

provision of a clinical waste bin. 

 

 Surplus human tissue must be disposed of separately from other clinical waste (i.e. 

do not mix relevant material and non-relevant material in the same clinical waste bag 

or burn bin), in a clinical waste bag (double bagged) or, for large quantities, in a 



   
 
 

8 
Release Version 1.2 18 June 2018 

yellow clinical waste ‘burn bin’ (available from your laboratory manager or the Waste 

and Resources Manager) prior to being transported* to the clinical waste bin. 

*If clinical waste bags are being used, the bags must be placed in a sturdy, 

leak-proof container with a lid, (e.g. the ‘autoclave waste’ tubs found in the 

HAS research labs) to prevent spillage whilst in transit from the laboratory/HT 

storage area to the clinical waste bins. 

 

 Surplus human tissue in Vaccutainers or on glass slides must be collected in a sharps 

bin, before being disposed of in the Clinical waste bin.  For large numbers of samples 

in vials or on slides, a yellow ‘burn bin’ may be used to collect the material before 

disposal in the clinical waste bin.  

 

 The clinical waste bin must be kept locked.  Contact the HAS stores technician, the 

Healthcare Training Resources Manager (Glenside) or your laboratory manager to 

collect the key or arrange for the bin to be unlocked. 

 

 Existing holdings: For stored HT samples which pre-date the HT Act (2006) effort 

should be made to return the samples to their original source. Where the source or 

the samples themselves cannot be identified, the material should be incinerated. 

 

 For full detail on the regulation on the disposal of relevant material, please refer to 

the HTA Code E: Research  

 

4. Human Tissue Sub-Committee Audit 
Policy and Guidelines 

UWE HTSC audits are being implemented to enable two key objectives:  

 To develop and maintain a collaborative working approach relating to human tissue 

work in the university. Audits will identify good practice that can guide future 

updates to the UWE HTSC policies and procedures for research with “relevant 

material” and other projects that involve human tissues but fall outside the remit of 

the HTA. 

 To ensure that all staff working with relevant material maintain on-going compliance 

with the legislation and the UWE HTSC policy and procedures for work under its 

remit. 

 

The audits will consider three aspects: 

1. That the documentation being held relating to a project registered on the HTSC 

register is being maintained in line with agreed minimum standards. 

2. That the facilities being used for the storage of material on HT relevant projects are 

in good working order and that stored material is appropriately labelled and located. 

https://www.hta.gov.uk/sites/default/files/Code%20E%20-%20Research%20Final_0.pdf
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3. That the paper trail for randomly selected samples can be followed through from 

sample acquisition to disposal or exhaustion of the sample (whichever comes first) 

and at any point in between. 

 

The nature of the audit may develop over time, particularly should the community of 

researchers working in human tissue reach the decision that a HTA licence is required. Thus 

this document outlines the initial procedure, which is based on the previous UREC audit 

protocol, but also provides a link to information about the style of ‘site-visit inspections’ that 

would be required should a licence be sought so that researchers can build their normal 

practice to that standard in advance of any application for a HTA licence.  

 

Note: This document is being written at a time when the HTA guidance is being reviewed, 

and it is therefore possible that amendments will be necessary in a relatively short period of 

time; researchers need to ensure they are working to the standards of the most recent 

human tissue work policies and protocols which will be released by the Human Tissue Sub-

Committee as necessary.  

 

The Audit Team 
 
Each inspection will be carried out by at least two people, usually two members of the 

HTSC, and the Research Governance Officer will be present to complete an appropriate 

record of the inspection. A laboratory manager will also usually be present. No researcher 

will be permitted to audit their own research group; though UWE Project Managers leading 

human tissue research projects are encouraged to undertake “spot-checks” themselves to 

reassure themselves that their projects are compliant.  

 

The Audit Process 
 

 An announcement will be sent through relevant Associate Heads of Departments to 

all researchers that an audit will be happening; this announcement will be released 

no later than 10 working days before the audit. Individuals will not be told at this 

point whether they will be audited. The announcement will state the date of the 

audit visit. 

 

 Shortly before the audit the audit team will contact the lead researcher of the 

project(s) selected for audit to arrange a time to meet. In the event of absences of 

the lead researcher a joint decision will be made whether to continue the audit as 

planned or rearrange to the return of the lead researcher. Factors that would be 

considered within this decision making process would include the stage of 

development of other workers on the project, whether the project is fully active at 

the time of audit (for example if there is no active research whilst a new NHS REC 

Approval is being put in place) etcetera. Wherever possible the audit will progress, so 

deferral should be seen as an exceptional occurrence. 
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 On the day of the audit the audit team will meet the lead researcher or nominee to 

undertake a document check. The documents should be readily available in line with 

the HTSC protocol for managing HT projects.  

 

 A random sample will be selected from the project and its location checked against 

the stated location on the paperwork; it is recognised that it is possible a sample may 

be on the bench and in use at the time of the visit, in which case an alternative 

sample will be selected.  

 

 The audit team will check that the conditions of storage are appropriate during the 

sample tracing activity.  

 

 The research team will also be given the opportunity to make any appropriate 

comments; this could include noting any reports of equipment issues that have been 

reported to technical services etc.  

 

 It is anticipated that a straightforward audit visit should take no more than an hour. 

 

 The Research Governance Officer will complete an appropriate record of the 

inspection visit and this record will be maintained securely within the central 

Research Governance Department for future reference, as required. 

 

Note: Significant issues will be reported during the course of the audit if they need urgent 

attention. The research lead or their nominee should allow for this in their time planning.  

Significant issues will be reported by the audit team to the Research Governance Manager 

and the Chair of the UWE HTSC, who will decide on the best way forwards to resolve these 

issues in line with the HTA requirements and UWE’s research governance procedures.  

Minor concerns will be notified to the research team, who will be given 5 working days to 

resolve the issue and then be revisited by either the audit team or the Research Governance 

Officer.  

 

The Audit Cycle  
 
Audits will take place usually annually, but occasionally more frequently if necessary. Audits 

will be timed to follow the calls for updates to the UWE Human Tissue Research Register. 

Normally a project selected for an audit will be exempt from being drawn at the next audit; 

however if a project has concerns raised at an audit it will be entered into the next draw 

cycle. 
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Audit Activity in the Event of Intent to Seek a HT Licence 
 
The requirements for licensing are substantial, and the inspection process of licensed 

centres is more detailed then the process outlined for UWE at this time. Further details 

about the HTA ‘Inspection Process’ for licenced facilities can be found at: 

https://www.hta.gov.uk/policies/inspections. 

Therefore if the decision is made to seek a licence, then the audit activity as well as working 

practice at UWE will need to change and further guidance will then be issued. 

 

5. Contact for further details 

For further information and guidance on conducting research using human tissue at UWE, 

please contact the Officer of the Human Tissue Sub-Committee: 

researchgovernance@uwe.ac.uk.  

Document Owner: Ros Rouse (Research Governance Manager) 

https://www.hta.gov.uk/policies/inspections
mailto:researchgovernance@uwe.ac.uk

