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Adverse Events 

 

1. Purpose 
The purpose of this Standard Operating Procedure (SOP) is to ensure that all staff and students 

understand the requirements and procedures for recognising, managing and reporting any adverse 

event or incident related to the storage and use of human samples for research, covered by the 

Human Tissue Act 2004 (HT Act), the Human Tissue Authority’s (HTA) Codes of Good Practice, the 

University’s HTA licence for research and the University’s Quality Management System for the 

governance, storage, use and disposal of human samples for research. 

 

2. Background 
This SOP forms part of the University’s Human Samples in Research Quality Management System 

(QMS) for the governance of the acquisition, storage, use and disposal of human samples for 

research. Successful implementation of the QMS will ensure that all research involving human 

samples is carried out in compliance with the licensing obligations of the HT Act and to the standards 

required by the HTA. It is important that the research community and the public have confidence that 

all human samples for research are acquired lawfully and with appropriate consent, and are stored, 

handled, used and disposed of respectfully, sensitively and responsibly. 

 

The University requires that research using material of human origin, from the living or 

deceased, cellular or acellular, or whether the material is classed as relevant or not under the 

HT Act, should meet the standards of quality management as set out in the University’s 

Human Samples in Research Quality Management System. 

This SOP has been produced in accordance with the HT Act which came in to force on 1 September 

2006, and should be read in conjunction with the HTA’s Code of Practice documents: 

Code of Practice A: Guiding principles and the fundamental principle of consent 

https://www.hta.gov.uk/sites/default/files/files/HTA%20Code%20A.pdf 

 

Code of Practice E: Research 

https://www.hta.gov.uk/sites/default/files/Code%20E.pdf 

 

Code of Practice E: Research standards and guidance 

https://www.hta.gov.uk/sites/default/files/Code%20E%20Research%20Standards%20and%2

0Guidance.pdf 

 

3. Responsibilities 
Under the University’s HTA licence for the storage of human samples for research, it is the 

responsibility of the Registrar (as the Licence Holder’s Representative) and the Designated Individual 

(DI) to ensure that appropriate procedures and practices are in place and followed, that those 

researchers involved in research using human samples are appropriately informed and trained and 

that the conditions of the HT Act are complied with. 

 

 

https://www.hta.gov.uk/sites/default/files/files/HTA%20Code%20A.pdf
https://www.hta.gov.uk/sites/default/files/Code%20E.pdf
https://www.hta.gov.uk/sites/default/files/Code%20E%20Research%20Standards%20and%20Guidance.pdf
https://www.hta.gov.uk/sites/default/files/Code%20E%20Research%20Standards%20and%20Guidance.pdf
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It is the responsibility of the Lead Investigator or the Person Responsible (as delegated by the Lead 

Investigator, and appropriately trained), as custodian of the samples, to understand and follow the 

appropriate procedures and practices in place, attend training and updating, and comply with the 

conditions of the University’s Human Samples in Research Quality Management System, under the 

supervision of the DI. 

 

The relevant Head of Department is responsible for ensuring that members of their department are 

operationally compliant with the processes and procedures for working with human material. 

 

The Human Samples Steering Group (HSSG) has the responsibility of reviewing all SOPs. 

Substantial amendments to existing SOPs, the creation of new SOPs and changes to the Quality 

Management System, will require approval by the University’s Genetic Manipulation and Biosafety 

Committee (GMBSC). The DI will sign each SOP following approval by GMBSC. 

 

4. Policies 
4.1 As an establishment licensed by the HTA, the University is required to have an internal 

system for reporting adverse events and, where necessary, instigating an investigation or root cause 

analysis. As a research environment, the focus may be on non-compliance with the HT Act and HTA’s 

Codes of Practice or damage to the tissue integrity; for example, through inappropriate storage. 

 

4.2 Staff working under the HTA licence and HTA’s Codes of Practice must understand what is 

meant by an adverse event and the procedure to follow when such an event occurs. 

 

4.3 The DI is responsible for ensuring that appropriate reports about adverse events are notified 

to the HTA. 

 

5. Procedures 
 

5.1 Identifying an adverse event 

All staff and students working with human samples should be vigilant and alert to the actual, or 

potential for, theft, damage or loss of the material, as it occurs or once it has occurred, or where it 

could be predicted to occur. A number of adverse events are listed below as a guide to what might 

require a report but this is not an exhaustive list. All staff and students are encouraged to identify any 

event they believe may compromise the University’s compliance with the licensing obligations under 

the HTA, or the good governance and output of their research using human samples. 

 

Further advice on the identification or handling of an adverse event may be sought from the DI, the 

Deputy DI or Persons Designated. The DI will seek advice directly from the HTA as appropriate. 

 

Examples of adverse events, include: 

 

Consent and ethical approval 

 Human tissue collected, stored or used without appropriate consent; 

 Human tissue collected, stored or used without appropriate ethical approval. 

 

http://www.hta.gov.uk/_functions/displayglossaryitem.cfm?widcall1=customwidgets.content_view_1&cit_id=593


 
Human Samples in Research 

Standard Operating Procedure HS5 

Adverse Events 
 

 
 

Page 4 of 12 

 
Effective: 8 April 2019  Version HS5.05 

Governance and quality 

 Wrong version of SOP in use; 

 Breach of Data protection/confidentiality; 

 Material transferred without appropriate authorisation (Materials Transfer Agreement). 

 

Import of samples 

 Samples received without relevant approval from the DI; 

 Incorrect sample received; 

 Unlabelled or unidentifiable sample received; 

 Sample in inappropriate or unusable condition; 

 Sample packaging damaged in transit and samples compromised. 

 

Sample tracking 

 Sample labelling error or missing label; 

 Information about stored material not updated on Sample Register; 

 Discrepancy between storage location and record on Sample Register; 

 Incomplete audit trail resulting in inability to trace a sample. 

 

Premises, equipment and facilities 

 Cold storage/freezer breakdown with alarm failure that is caught in time – near miss; 

 Cold storage/freezer breakdown with alarm failure that is not caught in time - sample loss; 

 Unauthorised access to storage facilities/breach of security; 

 Human samples stored in inappropriate storage containers and/or inappropriate conditions. 

 

Disposal 

 Human samples disposed of with general clinical waste or general waste; 

 Record of disposal of samples not updated on Sample Register; 

 Incorrect or failure to label human sample waste. 

 

Export of samples 

 Samples transferred without appropriate authorisation (outgoing MTA); 

 Samples lost during transportation; 

 Sample quality compromised during transportation. 

 

5.2 Storage equipment failure 

The laboratories at both the hub and satellite sites must have a management plan in place to cover 

the eventuality of equipment failure. Emergency freezers have been identified at both the hub (CSRL) 

and satellite (Gibbet Hill) sites and are unlocked and labelled in line with the protocol for human 

sample storage unit labelling (see SOP HS4 Storage). 

 

In the case of freezers used to store human samples, the freezers at -80°C and at -40°C have 

independent alarm systems separate from in-built alarms (provided by Britannia Alarms). In the event 

of an alarm being triggered by the Britannia Alarm system, a text detailing the site and which freezer 

or room alarm has been activated (e.g. CSRL ALARM ON FREEZER No. 6) will be sent to members 

of the technical team. 
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Upon receiving an emergency alert text, members of the technical team will consult with each other to 

determine who will attend the incident. The texts continue to be sent until the fault is resolved and the 

alarms are deactivated at source. On arrival at the site, the member of the technical team will assess 

the conditions, and a decision on the need to re-locate the samples to an emergency freezer will be  

 

taken. If appropriate, the samples will be moved to the emergency freezer and the emergency freezer 

will be re-labelled to indicate that it contains material of human origin. The member of the technical 

team attending the incident will inform the DI by telephone of the action taken. 

 

Should there be an emergency situation at the hub or satellite site that renders the storage units 

and/or the premises unusable then the human samples will be transferred to the other site until the 

original site is functional. 

 

5.3 Power failure 

In the event of a loss of power, all freezers will be connected to an emergency back-up generator as 

quickly as possible. 

 

Upon discovering a power failure, a call should be logged through to the Estates Helpdesk (Extension 

22567). Estates will mobilise electricians as a matter of urgency. If the team is not able to reconnect 

the power supply (for example, in the event of a failure of the national grid) Estates will mobilise a 

generator to supply energy to the freezer rooms. 

 

There have been very few unplanned power outage lasting more than an hour over the past 10 years, 

and none have lasted longer than 2 hours. 

 

5.4 Disposal of samples following an adverse event 

In the event of catastrophic failure, the DI will arrange the safe disposal of unusable samples (in line 

with SOP HS6 Disposal). 

 

At the earliest opportunity, and within 24 hours of the incident, the DI will inform the Lead Investigator 

or Person Responsible of the new location of the samples. The Lead Investigator or Person 

Responsible is responsible for updating the record on the Sample Register, in accordance with SOP 

HS4 Storage. Updating of the Sample Register must be completed at the earliest opportunity and 

within one week of the incident. 

 

5.5 Reporting an adverse event 

All adverse events or incidents involving human samples stored or used for research must be 

reported to the DI immediately they occur or they are found to have occurred. 

 

Any event or incident that has caused the loss of human samples or damage to human samples must 

be reported to the DI. “Near miss” events should also be reported where there was the potential for 

loss or damage. 

 

A Human Sample Adverse Event/Incident Report (see Appendix 1) must be completed and submitted 

to the DI as soon as possible, and within 24 hours of the Lead Investigator being informed of the 

incident. The Lead Investigator or Person Responsible is responsible for ensuring this form is  
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completed and submitted to the DI. The DI is responsible for maintaining a log of adverse events 

involving human samples. 

 

5.6 Investigating an adverse event 

All adverse events and incidents involving human samples reported will be investigated by the DI who 

will compile a report. For a checklist to support the investigation, see Appendix 2. The investigation 

will be reported by the DI to the Human Samples Steering Group and the DI will inform the relevant 

Head of Department. The investigation will be reported to the GMBSC and HTA, as appropriate. 

 

6. Training 
All those involved in research involving human samples are required to read this SOP and to 

understand how its requirements relate to their research. This should be recorded in the Personal 

Training Portfolio (PTP) on the Working with Human Samples sign-off form, in accordance with the 

SOP HS7 Training. This will enable individuals to recognise an adverse event and understand the 

requirements of reporting the event. 

 

7. Advice and guidance 
Further advice on recognising and reporting adverse events and the provisions of this SOP may be 

sought from the DI, the Deputy DI or the PDs. The DI may seek advice directly from the HTA when 

appropriate. 

 

8. Monitoring and audit 
Regular monitoring of the effectiveness of the implementation of this SOP will be undertaken by the 

DI, the Deputy DI, the PDs and/or others nominated by the DI. In addition, audits may be undertaken 

by the DI, the University’s Internal Audit Service or the HTA, in accordance with SOP HS8 Audit. 
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Definitions 

Acquisition: The collection and receipt of human samples. Consent from the donor must be in place 

unless exemptions to the consent provisions under the HT Act apply. 

Adverse event/incident: An event or incident that may, or have the potential to, result in the theft, 

damage or loss of human samples or may compromise the University’s compliance with the licensing 

obligations under the HTA, or the good governance and output of research using human samples. 

Appropriate consent: The HT Act defines appropriate consent in terms of the person who may give 

consent. This is either the consent of the person concerned (the donor of the human samples), their 

nominated representative or (in the absence of either of these) the consent of a person in a qualifying 

relationship with the donor (e.g. spouse or partner; parent; child; etc.). This must be in place to use 

and store relevant material, taken from the living or deceased, for research and to hold bodily material 

with the intention of analysing its DNA. 

Audit: The evaluation of a system, process or procedure in order to ascertain its effectiveness and 

the validity and reliability of the information. 

Clinical waste: Any material which has come from a living person who was in the course of receiving 

medical treatment, undergoing diagnostic testing or participating in research. 

Deputy Designated Individual (Deputy DI): The person who deputises for the DI during short-term 

absences by the DI. 

Designated Individual (DI): The person who is authorised and, supervises the activities under a 

licence issued by the Human Tissue Authority (HTA). 

Disposal: The permanent removal or destruction of human samples previously used and/or stored for 

research. 

Existing Holdings: Human samples (relevant material) held immediately prior to 1 September 2006. 

Human Samples Project Log: A database (stored on a secure drive) containing information on each 

and every project involving human samples at the University of Warwick. 

Human samples, tissue and material: All material derived from a human (cellular and acellular) that 
may be acquired, stored and used in research. 

Human Tissue Act 2004 (HT Act): Legislation that regulates the removal, storage and use of human 
tissue, defined as material that has come from a human body and consists of, or includes, human 
cells. The HT Act covers England, Wales and Northern Ireland. Consent is the fundamental principle 
of the legislation and underpins the lawful removal, storage and use of body parts, organs and tissue. 
Different consent requirements apply when dealing with tissue from the deceased and the living. The 
Human Tissue Act lists the purposes for which consent is required (Scheduled Purposes). 

Human Tissue Authority (HTA): The independent regulator established by the HT Act to protect 

public confidence by ensuring human tissue is used safely and ethically, and with proper consent. The  
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HTA licenses and inspects organisations that collect, store and use human tissue for the Scheduled 

Purposes, for which appropriate consent is required (unless exemptions apply). 

HTA Codes of Practice: Provide guidance and lay down expected standards for each of the sectors 

regulated by the HTA (e.g. research) and under the HT Act. They are designed to support 

professionals by giving advice and guidance based on real-life experience. The updated codes came 

into force on 3 April 2017. 

HTA Standards:  Core standards in four key areas that must be met for an organisation to obtain an 

HTA licence, relating to the provisions in the HT Act and the regulatory requirements: Consent; 

Governance and Quality Systems; Premises, Facilities and Equipment; Disposal. 

Lead Investigator: Appropriately qualified individual who has responsibility for the conduct of the 

research and the human samples being acquired, stored and used on the research project. Usually 

the chief or Principal Investigator but who might delegate responsibility for the human samples to a 

suitably trained Person Responsible. 

Material of human origin: All material derived from a human (cellular and acellular) that may be 
acquired, stored and used in research. 

Quality Management System (QMS): Centralised governance framework policies, procedures, 

training, provision of advice and guidance, documentation and data records relating to all aspects of 

acquisition, storage, use and disposal of human samples. 

Person Designated: Individual appointed by the DI to assist them in supervising the licensable 

activities carried out within their organisation. 

Person Responsible: Suitably trained individual responsible for the human samples acquired, stored 

and used for research, as delegated to do so by the Lead Investigator for the research project. 

Personal Training Portfolio (PTP): A record of documentation regarding the training received and 

training support materials relating to the acquisition, storage, use and disposal of human samples in 

research, which is required to be constantly maintained and updated. 

Relevant material: Human samples that consist of or contain human cells. It excludes gametes and 

embryos, hair and nail from a living person; cell lines which have divided outside the human body and 

extracted DNA and RNA. 

Research: A study which addresses clearly defined questions, aims and objectives in order to 

discover and interpret new information or reach new understanding of the structure, function and 

disorders of the human body. Research attempts to derive new knowledge and includes studies that 

aim to generate hypotheses, as well as studies that aim to test them or develop practical applications 

of new knowledge. 

Sample label: Indelible and unique identification code securely attached to the container holding 

each individual human sample which must be appropriate to the storage conditions. Sample labels 

must not contain patient identifiable information. 
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Sample Register: The system for recording data on and tracking all human samples from acquisition 

to disposal. 

Sample tracking: Process by which all human samples can be identified and traced from their 

acquisition through to their disposal. 

Sample tray: Container or rack holding human samples safely and in an orderly manner within the 

storage unit (e.g. freezer or cabinet). 

Satellite site: Premises within the same organisation on a different site to the main (hub) site that are 

under the same governance processes and quality management system, and supervised by the same 

Designated Individual. 

Scheduled purposes: The activities relating to the removal, storage and use of human organs and 

other tissue that require consent, listed in Schedule 1 of the HT Act, e.g. research in connection with 

disorders or the functioning of the human body. 

Standard Operating Procedure (SOP): Detailed, written instructions to achieve uniformity of the 

performance of a specific function which an integral part of a quality management system. In the 

context of research using human samples, SOPs document all the processes that affect the quality 

and safety of those samples (e.g. acquisition, storage, transfer, disposal). 

Storage: The holding of human samples securely in appropriate facilities and under appropriate 

conditions to ensure the integrity and traceability of the samples and protect the health and safety of 

the individuals handling them. Samples which are relevant material and are not subject to licensing 

exemptions (e.g. are held for the purposes of a REC-approved research project) must be held under 

an HTA licence. 
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Appendix 1 

 

 

Human Sample Adverse Event/Incident Report 

 
Title: 

 
 

 
Surname: 

 
 

 
Forename: 

 
 

 
Work contact number: 

 
 

 
Job title: 

 
 

 
Department: 

 
 

Adverse Event/Incident details 

 
Event/ Incident Date: 

 
 

 
Time of Event/ 
Incident: 
 

 

 
Location (Please provide specific 
details): 
 

 
 
 

 

Description of Adverse Event/Incident: Please give specific detail 
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Did the event / incident result in loss or damage to human material 
stored in the Department (delete as appropriate) 

 
Yes 

 
No 

 

 

Have recommendations been made by line management to prevent a 
similar incident recurring? (delete as appropriate) 

 
Yes 

 
No 

 

 

Please record the details of action taken: 

 

 

 

 

 

 

 

 

 

 

 

 

Name of person completing the Adverse Event/Incident Form:....................................................... 

Please Print 

Date form completed:................................................................................................................. 

 
 

Name of HTA Designated Individual:................................................................. 

Has the HTA Designated Individual been notified?         Yes / No      

Please keep a copy of this form and forward the original to the Designated 

Individual 

For office use only: 

Adverse event / Incident number:..............................................................  
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Appendix 2 

Investigation checklist 

SOP Is there a SOP to cover the procedure? Yes/No 

 If yes:  

  Is it adequate?  

  Does it need to be revised?  

  Did the individual know about and follow the SOP?  

Training Was the individual appropriately trained? Yes/No 

 If not, why not?  

  No training available  

  Training available but not advertised appropriately  

  Training available and advertised but individual did not 
attend 

 

  Other (please specify) 
 
 

 

Equipment/ 
facilities 

Was the equipment/facilities/security fit for purpose? 
If not, why not? 
 
 
 

Yes/No 

Previous 
occurrence 

Have similar incidents happened before? 
If yes, give details 
 
 
 

Yes/No 

Immediate 
Corrective 
Action 

Was any immediate corrective action performed? 
If yes, give details 
 
 
 

Yes/No 

Review 
incident 

Has the incident (including corrective/preventative actions) 
been reviewed at the HSSG? 
Specify date: 
 
 

Yes/No 

HTA 
Notification 

Is HTA Notification required? 
If yes, state date completed: 
 
 

Yes/No 

Follow up Is the action plan complete? 
Date of closure: 
 
 

Yes/No 

 


