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 Consent 
 

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

understand the requirements and procedures for obtaining consent for the collection, 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 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) that covers 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 became law on 1 September 2006, 

and should be read in conjunction with the HTA’s Code of Practice A: Guiding Principles and the 

Fundamental Principle of Consent (April 2017):  

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

 

Consent is a central tenet of the HT Act and it specifies whose consent is needed in all relevant 

circumstances. The giving of consent is a positive act; the absence of refusal is not evidence of 

consent. The HTA’s Code of Practice 1: Consent sets out guidance on the need for consent and 

addresses the closely related issues of communication and consultation with patients or other 

individuals and, where appropriate, their families, which must support the consent process. 

 

Consent for the collection and use of human samples is considered as part of the ethical approval 

application for a research project. 

 

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
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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 Consent is a central tenet of the HT Act and it specifies whose consent is needed in all 

relevant circumstances. The HTA advises that it is best practice to obtain consent. 

 

4.2 Appropriate consent must be in place to acquire, store and use relevant material, taken from 

the living or deceased, for research. Appropriate consent is also required to hold bodily material with 

the intention of analysing its DNA. 

 

4.3 The HTA encourages the taking of informed and generic consent at the outset, as the default 

position. This allows human samples to be used for different research projects over an unspecified 

period of time (with appropriate ethical approval). 

 

4.4 Failure to comply with the requirements of this SOP will result in samples being secured and 

inaccessible to the researchers and the research project may be delayed. 

 

4.5 For further information on consent, please refer to the HTA’s Code of Practice A: Guiding 

Principles and the Fundamental Principle of Consent (April 2017):  

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

 

 

5. Procedures 
 

5.1 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. 

 

https://www.hta.gov.uk/sites/default/files/files/HTA%20Code%20A.pdf
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5.2 The process of consent 

Consent should be seen as part of a continuing process in which individuals, their relatives and 

friends, as appropriate, can discuss the issue fully, ask questions and make an informed choice. 

 

5.3 Communication 

Consent is only valid if proper communication has taken place. Particular consideration should be 

given to the needs of individuals and families whose first language is not English. Any difficulties in 

communication with the donor or other individual being interviewed e.g. because of language, literacy, 

or hearing difficulties), and an explanation of how these were overcome (e.g. through an independent 

translator), should be recorded. 

 

Attitudes towards the use of human samples may vary widely among different cultures and religions 

and should be respected. Researchers must be sensitive to this. However, each case is an individual 

and personal one, and should be treated as such. 

 

5.4 Information sheets and consent forms 

Information sheets and consent forms are recommended by the HTA for human sample donation and 

are required by ethics committees approving research projects. 

 

For further guidance on obtaining informed consent, information sheets and consent forms, 

see: University’s Guidelines in Ethical Practice – Obtaining Consent: 

http://www2.warwick.ac.uk/services/rss/researchgovernance_ethics/research_code_of_practic

e/humanparticipants_material_data/research_human_participants/consent 

 

University Biomedical and Scientific Research Ethics Committee (BSREC) guidelines on the 

application process and applicant’s checklist:  

http://www2.warwick.ac.uk/services/rss/researchgovernance/research_code_of_practice/rese

archethicscommittees/biomed/ 

 

NHS Health Research Authority: Informing participants and seeking consent: 

https://www.hra.nhs.uk/planning-and-improving-research/best-practice/informing-participants-

and-seeking-consent/ 

 

5.5 Consent exemptions 

There are circumstances where obtaining consent is not feasible and the HT Act provides a number of 

limited and specific exemptions: 

 Old samples 

 Imported samples 

 Ethically approved and anonymised samples 

 Samples to be used for DNA analysis 

 

5.5.1 Old samples 

Consent provisions do not apply retrospectively to tissue held before 1 September 2006.  These are 

existing holdings. However, it is best practice to consider any ethical and legal issues before existing  

 

http://www2.warwick.ac.uk/services/rss/researchgovernance_ethics/research_code_of_practice/humanparticipants_material_data/research_human_participants/consent
http://www2.warwick.ac.uk/services/rss/researchgovernance_ethics/research_code_of_practice/humanparticipants_material_data/research_human_participants/consent
http://www2.warwick.ac.uk/services/rss/researchgovernance/research_code_of_practice/researchethicscommittees/biomed/
http://www2.warwick.ac.uk/services/rss/researchgovernance/research_code_of_practice/researchethicscommittees/biomed/
https://www.hra.nhs.uk/planning-and-improving-research/best-practice/informing-participants-and-seeking-consent/
https://www.hra.nhs.uk/planning-and-improving-research/best-practice/informing-participants-and-seeking-consent/
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holdings are used without consent. Existing holdings are not exempt from requiring ethical approval for 

their use in research or from HTA licensing requirements for their storage. 

 

5.5.2 Imported samples 

Relevant material imported from outside England, Wales and Northern Ireland does not require 

consent to be used or stored for research. However, it is best practice to seek assurance that 

appropriate consent is available for imported samples. Imported samples are not exempt from 

requiring ethical approval for their use in research or from HTA licensing requirements for their 

storage. 

 

5.5.3 Ethically approved and anonymised samples 

Relevant material can be used for research, including the analysis of DNA, without consent only when 

all the following apply: 

 The material came from a living person (when taken); 

 It is anonymous to the researcher; 

 Its use has ethical approval from an NHS Research Ethics Committee or a Committee 

recognised by the UK Ethics Committee Authority. 

 

NOTE: Review by the University’s Biomedical and Scientific Research Ethics Committee (BSREC) is 

not sufficient. 

 

Within the HT Act, anonymisation means that the researcher is not able to identify the donor, and it is 

unlikely that they will be able to do so in the future. Robust coding of samples is an acceptable 

approach. For example, coded samples are assigned a unique identifier to protect the confidentiality of 

the individual during routine use of these samples. It may be possible to unlock the code and thus 

identify the individual from whom the samples were obtained. The key to the code should not be freely 

accessible but held under a strict duty of confidence. It is the responsibility of the Lead Investigator or 

the Person Responsible to ensure the code is kept securely and under appropriate guardianship. 

 

There are other reasons why samples may need to be anonymised that do not originate in human 

tissue legislation e.g. common law duty of confidence when sharing information or samples. 

 

5.5.4 DNA analysis 

If the results of the DNA analysis are to be used for research purposes, consent is required unless 

another exemption applies (e.g. DNA analysis on anonymised bodily material from the living and NHS 

ethics approval is in place or pending). If the results are to be used for other purposes (e.g. medical 

diagnosis) these may be exempt and consent may not legally be required. These are known as 

‘excepted’ purposes. 

 

For more detail on excepted purposes and DNA analysis, see the MRC Regulatory Support Centre 

DNA Analysis Summary at: 

http://www.mrc.ac.uk/documents/pdf/dna-analysis-summary/ 

 

 

http://www.mrc.ac.uk/documents/pdf/dna-analysis-summary/
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5.5.5 Scheduled purposes other than research 

Consent is not required to use or store human samples from the living for the following (although 

consent is required for the use of human samples from the deceased for these purposes): 

 Clinical audit; 

 Education or training related to human health; 

 Performance assessment; 

 Public health monitoring; 

 Quality assurance. 

 

5.6 Valid consent 

The giving of consent is a positive act. For consent to be valid it must be given voluntarily, by an 

appropriately informed person who has the capacity to agree to the activity in question, i.e. research. 

All consent must be valid in the context of the HT Act. For consent to be valid, the person should 

understand what the activity involves and, where appropriate, what the risks are. When seeking 

consent, researchers (or other suitably experienced individuals) should ensure that it is appropriate for 

the intended purpose. 

 

5.7 Scope of consent 

Consent may be generic or specific.  Generic consent typically only applies to research.  If conducting 

research on human samples, it is good practice to request generic consent because this avoids the 

need to obtain further consent in the future. 

 

5.8 Duration of consent 

Consent may be enduring or time-limited. Enduring consent means that it remains in force unless 

consent is withdrawn. A person may, however, specify a time limit for how long they wish their consent 

to remain in force. In both cases, the decision should be clearly documented e.g. in the patient’s 

records, the laboratory records or both. 

 

5.9 Format of consent 

Consent does not have to be in writing. The HT Act only specifies that consent must be in writing for 

the use of human samples in anatomical examination or public display. Written consent serves as 

evidence of consent, but a signature on a form will not of itself make the consent valid. When consent 

is obtained but not in writing, this should be clearly documented, for example, in the patient’s records, 

the laboratory records or both. 

 

5.10 Withdrawal or refusal of consent 

Consent may be withdrawn at any time whether it is generic or specific. Withdrawal should be 

discussed at the outset when consent is being sought. The practicalities of withdrawing consent and 

the implications of doing so should be made clear. Withdrawal of consent cannot be effective where 

the samples have already been used. 

 

Where consent is a legal requirement and is given but later withdrawn, then this must be respected. 

No further use may be made of the human sample and it must be destroyed, disposed of or returned 

to the individual in accordance with their wishes. 
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Where consent is a legal requirement for the intended purpose and it is refused, then that human 

sample may not be used or stored for that purpose lawfully. Individuals should not be coerced into 

giving consent as that consent will not be valid. 

 

5.11 Records of consent 

It is likely that the majority of consent records will not be held by or be available to the researcher. 

However, it is the responsibility of the Lead Investigator or Person Responsible to ensure that 

informed consent has been obtained. This may be by means of a letter or other documentation from 

the clinician, tissue bank or other organisation supplying the human samples and is responsible for 

obtaining consent. 

 

If the consent records are held by the researchers, the appropriate requirements concerning data 

protection and security must be followed. 

 

5.12 Who can give consent? 

 

5.12.1 Human samples from the living 

 

Competent Adults 

If an adult is competent i.e. has the capacity to make the decision, only they are permitted to give 

consent. 

 

Adults lacking capacity 

Under the Mental Capacity Act 2005 (the MC Act), a person aged 16 and over is unable to make a 

particular decision if they cannot do one or more of the following:  

 Understand the information given to them that is relevant to the decision 

 Retain that information long enough to be able to make the decision; 

 Use or weigh up the information as part of the decision-making process; 

 

 Communicate their decision by any means. 

 

Where there is any doubt about whether an adult has the capacity to consent, he/she should be 

supported to make their own decisions and be given all appropriate help before anyone concludes that 

they cannot make their own decisions. Any research involving adults who lack the capacity to give 

consent must be in the best interests of that individual. Generally, if research can be done equally well 

on those who do have the capacity to consent, the involvement of those who lack capacity to consent 

should be avoided. If lack of capacity is temporary, then full consent must be sought as soon as 

capacity is regained. Further guidance on the provisions of the MC Act is available from the Office of 

Public Guardian website: 

http://www.justice.gov.uk/protecting-the-vulnerable/mental-capacity-act 

 

Children 

The HT Act defines children as being under 18 years old and they may consent to involvement in a 

research study if they are competent to do so. Under the Children Act 1989 a person with parental 

responsibility for the child can consent on the child’s behalf only if the child has not already made a  

http://www.justice.gov.uk/protecting-the-vulnerable/mental-capacity-act
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decision either way and the child is not competent to do so, or is competent to do so but is unwilling to 

make that decision. 

 

5.12.2 Human samples from the deceased 

 

Adults 

Where a person aged 18 or above has, whilst alive and competent, given valid consent for the 

removal, use or storage of their tissue for research to take place following their death, then that 

consent is sufficient for the activity to be lawful. 

 

Nominated representatives 

If a deceased adult has neither consented to nor specifically refused any particular donation or 

removal, use or storage of their tissue for research, then a nominated representative appointed by the  

 

individual may give consent. If a nominated representative had not been appointed, then consent can 

be given by someone in a qualifying relationship. Qualifying relationships are defined in the HT Act in 

the following order and consent should be obtained from the person ranked highest: 

1. Spouse or partner; 

2. Parent or child; 

3. Grandparent or grandchild; 

4. Niece or nephew; 

5. Stepfather or stepmother; 

6. Half-brother or half-sister; 

7. Friend of long-standing. 

 

Children 

In the case of deceased children, if while alive and competent consent was given for research to be 

undertaken after their death, this is sufficient to make lawful the removal, use and storage of their 

tissue for that purpose. However, if while alive the deceased child did not consent or was not 

competent to make a decision, the HT Act makes it clear that appropriate consent will be that of a 

person with parental responsibility for the child. If there is no person with parental responsibility, then 

consent should be sought from someone in a qualifying relationship (as defined above). 

 

5.13 Foetal Tissue 

In the case of foetal tissue, consent should be obtained from the mother for the examination, storage 

and use of foetal tissue and non-foetal products of conception (i.e. placenta, membranes, umbilical 

cord, amniotic fluid), even where the tissue is non-identifiable. 

 

5.14 Research involving NHS patients 

NHS patients have a fundamental legal and ethical right to determine what happens to their own 

bodies and to expect their personal information and any human samples are used primarily for their 

own benefit and treatment. Where their samples are being use for other purposes, for example, 

research, the patient must be fully informed and valid consent obtained. In addition, approval from an 

NHS Research Ethics Committee and NHS R&D approval must be obtained, as appropriate. All  
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research involving NHS patients must also comply with the appropriate policies and Standard 

Operating Procedures of the specific NHS Trust providing care to the patient. 

 

5.15 Research involving healthy volunteers 

Human samples may also be obtained from healthy volunteers in a non-clinical setting.  The 

provisions of the policies within this SOP still apply.  Obtaining consent should be by individuals with 

appropriate training and the donor must be fully informed of the purpose of the research and of any 

risks involved.  The Lead Investigator or Person Responsible must ensure that valid consent is taken 

and recorded, either by use of a duly signed and dated consent form or by a written note of any non-

verbal or oral consent. 

 

5.16 Use of images of human samples 

The making and displaying of images, including photographs films and electronic images, falls outside 

the scope of the HT Act.  The HTA expects that appropriate practices are observed and procedures to 

prevent inappropriate use of images are in place. 

 

The HTA endorses the guidance on images provided by the General Medical Council (GMC) in its 

publication Making and using visual and audio recordings of patient. May 2011: 

http://www.gmc-uk.org/guidance/ethical_guidance/making_audiovisual.asp 

 

This guidance should be followed in respect of research on human samples undertaken at the 

University and by University staff and students. 

 

6. Training 
Seeking and obtaining consent are sensitive issues. Those seeking consent should have a good 

understanding of the activities they are seeking consent for. They should also be in a position to 

answer questions that donors or their families may have. All those involved in seeking consent from 

patients or research participants for the removal, storage and use of human samples for research 

must receive training in the implications and statutory requirements for consent under the HT Act. 

Training and support in the taking of consent should also be received. 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 understand the requirements and 

procedures for seeking and obtaining consent for human samples to be used in research. 

 

7. Advice and guidance 
Further advice on consent for the purposes of research on human samples 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. 

 

http://www.gmc-uk.org/guidance/ethical_guidance/making_audiovisual.asp
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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. 
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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. 

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. 

 


