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NOTE:	SOPs will be reviewed on a 2-yearly schedule.
The definitive version of this SOP is available here: https://warwick.ac.uk/services/ris/research-compliance/human-tissue/hereatwarwick/sop/
Printed copies are outside the document control system.  Ensure you are using the most up to date version.




Consent

[bookmark: _Toc120285797]1.	Purpose and scope
The purpose of this Standard Operating Procedure (SOP) is to ensure that all staff and students understand the requirements and procedures for ensuring that consent has been given 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.

[bookmark: _Toc120285798]2.	Background
This SOP forms part of the University’s Human Samples in Research Quality Management System (QMS). All research involving human samples at the University of Warwick must comply with this Quality Management System.   
The University requires that all human samples defined as relevant material by the HTA and held at the University for Research shall meet the standards of quality management set out in its standard operating procedures.  For the avoidance of doubt, this includes any cellular human material, regardless of whether it has current REC approval, unless it is a cell line that has been passaged at least three times.  A risk-based approach will be applied.  
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.
This SOP has been produced in accordance with the HT Act which came into force on 1 September 2006, and should be read in conjunction with the HTA’s Codes of Practice, available at:  https://www.hta.gov.uk/guidance-professionals/codes-practice-standards-and-legislation
Consent is a central tenet of the HT Act.  The HT Act specifies whose consent is needed in all relevant circumstances. The HTA’s Code of Practice A: 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 is an ongoing requirement and may change, individuals may vary or withdraw consent.  Researchers need to be aware of the consent status of their material and must ensure that they use material only within the terms of its consent.  
Consent for the collection and use of human samples is considered as part of the ethical approval application for a research project.
[bookmark: _Toc120285799]3.	Responsibilities
The Registrar (as the Licence Holder’s Representative) and the Designated Individual (DI) are responsible for ensuring that appropriate procedures are in place, and that staff and students involved in research using human samples are appropriately trained.  The DI is responsible for ensuring that human material entering or acquired on the University premises is supported by documentation including evidence of appropriate consent.  
The Principal Investigator or suitably trained person delegated by the PI, as custodian of the samples, is responsible for understanding and following the appropriate procedures and practices to ensure that all samples are appropriately consented by a trained person, and for liaising with the DI concerning any queries.  The PI is also responsible for ensuring appropriate records are available at all times for materials acquired and transferred to the University.  
Individual researchers are responsible for reading and following this SOP and ensuring that all samples are acquired and used within the terms of the consent given.  
Persons Designated are responsible for assisting the DI in ensuring that samples have appropriate consent.
Heads of Department are responsible for ensuring that members of their department comply with the SOPs for working with human material.
The Human Samples Steering Group (HSSG) has the responsibility of reviewing and approving this SOP.

[bookmark: _Toc120285800]4.	Policies

4.1	Consent is a central tenet of the HT Act which specifies whose consent is needed in all relevant circumstances. The HTA advises that it is best practice to obtain consent.  The detail surrounding consent requirements is complex and stated in the HTA’s Code of Practice A:  Guiding Principles and the Fundamental Principle of Consent.  https://content.hta.gov.uk/sites/default/files/2020-11/Code%20A.pdf 
4.2	Appropriate consent must be in place to acquire, store and use relevant material, taken from the living or deceased, for research, although there are occasional exceptions as explained below. 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. This allows human samples to be used for different research projects over an unspecified period of time (with appropriate ethical approval).  Informed consent for a specific project is also permitted but may limit the uses to which tissue may be put.  Research must always be conducted within the terms of the consent provided.  
4.4	In the event of any queries regarding consent, particularly concerning imported material, or material where consent is not available, the matter may be referred by the DI to the University’s Biological Sciences Research Ethics Committee (BSREC), or another established Research Ethics Committee, or the HTA, for an opinion.  
4.5	The DI must have approved the documentation, including consent, supporting the human material, before the material can be kept for use in research under the University’s HTA licence.  
4.6	Failure to comply with the requirements of this SOP will result in samples being secured and inaccessible to the researchers and the research may be delayed.


[bookmark: _Toc120285801]5.	Procedures

[bookmark: _Toc120285802]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.

[bookmark: _Toc120285803]5.2	The process of consent
Consent may 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.  The individual concerned should ideally be given as much time and support as necessary to reach their own conclusion.  Consent should be sought by people who are trained in seeking consent.  Often, human material used at the university has been previously consented through another organisation such as a hospital or tissue bank.  If University staff require consent training, they should contact hta@warwick.ac.uk so that training can be arranged.  

[bookmark: _Toc120285804]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. The use of an independent interpreter is expected where necessary.

[bookmark: _Toc120285805]5.4	Withdrawal of consent
Consent may be withdrawn at any time after it has been given.  The prevailing situation at the time will affect the process to be taken.  For example, if consent was given through another organisation, that organisation will need to let the researcher using the tissue know which of the coded samples has had consent withdrawn.  If the material has already been used, consent can no longer be withdrawn.  If the samples have been irreversibly anonymised, the sample cannot be identified for withdrawal at any point after anonymisation.  Withdrawal of consent should be complied with whenever it is possible to do so.  Withdrawal of consent for research samples happens very rarely.  

[bookmark: _Toc120285806]5.5	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.  The UK Health Research Authority (HRA) provides detailed guidance on how to produce information sheets and consent forms to support the process of research consent: http://www.hra-decisiontools.org.uk/consent/. This guidance is considered best practice.  
The information sheets and consent forms associated with samples of human material for research use need to be clear, unambiguous, and version controlled.  
Where the available documentation does not meet the high standards expected, for any reason, additional advice may be sought from BSREC or another research ethics committee, or the HTA.  

[bookmark: _Toc120285807]5.6	Consent exemptions
There are circumstances where obtaining consent is not feasible and the HT Act provides a number of limited and specific exemptions, for example:
· Old samples
· Imported samples (though ethical approval will be required to use them without consent)
· Ethically approved and anonymised samples
· Samples to be used for DNA analysis in certain circumstances

[bookmark: _Toc120285808]5.6.1	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 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.

[bookmark: _Toc120285809]5.6.2	Imported samples
Relevant material imported from outside England, Wales and Northern Ireland does not require consent to be used or stored for research within HTA regulations. However, it is best practice to seek assurance that appropriate consent is available for imported samples and this is expected at the University of Warwick. Imported samples are not exempt from requiring ethical approval for their use in research or from HTA licensing requirements for their storage.

[bookmark: _Toc120285810]5.6.3	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; and
· 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.

[bookmark: _Toc120285811]5.6.4	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: https://www.ukri.org/wp-content/uploads/2021/11/MRC-301121-ResearchHumanTissueAct2004-DNAAnalysisSummary-May2019.pdf 

[bookmark: _Toc120285812]5.6.5	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): For example:
· Education or training related to human health;
· Performance assessment;
· Public health monitoring;
· Quality assurance.

[bookmark: _Toc120285813]5.7	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.

[bookmark: _Toc120285814]5.8	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.  Generic consent provides broad agreement to a range of different purposes, such as research including genetic analysis, commercial purposes, without a requirement to receive specific information regarding each project that may use the tissue in future.  Specific consent relates to a specific project and does not imply any ability to use the material in other projects in future.   

[bookmark: _Toc120285815]5.9	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.

[bookmark: _Toc120285816]5.10	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, including the reason why consent was not in writing.

[bookmark: _Toc120285817]5.11	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. The means of withdrawing consent and what will happen to any human material if consent is withdrawn should be made clear.  Donors wishing to withdraw consent will normally contact the person or organisation where they consented, for example, a hospital.  If this is not the same organisation that is using the material in research, it is the responsibility of the consenting organisation to notify the research organisation about the consent withdrawal, including a research code number if necessary.  If withdrawal of consent occurs after the human material has already been used in research, this is too late to prevent the use of the material.  However, it should be clear in the information provided to the donor at the start whether any data arising would also be withdrawn in that situation.  The ability to withdraw participant data from a study and the time point up to which this is possible will be dependent on whether the data held is identifiable, pseudonymised (where identifiers have been removed but a key exists that will allow participants to be re-identified) or anonymised and at what point the data has had any identifiers removed.
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.
Where consent is a legal requirement for the intended purpose and it is refused, then that human sample may not lawfully be used or stored for that purpose. Individuals must not be coerced into giving consent.

[bookmark: _Toc120285818]5.12	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, where necessary. 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 University’s requirements concerning data protection and security must be followed.  https://warwick.ac.uk/services/ris/research-integrity/research_code_of_practice/datacollection_retention





[bookmark: _Toc120285819]5.13	Who can give consent?

[bookmark: _Toc120285820]5.13.1	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, they 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 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.

[bookmark: _Toc120285821]5.13.2	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 has 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).

[bookmark: _Toc120285822]5.14	Fetal Tissue
In the case of fetal tissue, consent should be obtained from the mother for the examination, storage and use of fetal tissue and non-fetal products of conception (i.e. placenta, membranes, umbilical cord, amniotic fluid), even where the tissue is non-identifiable.

[bookmark: _Toc120285823]5.15	Research involving NHS patients
NHS patients have a 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 used 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 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.

[bookmark: _Toc120285824]5.16	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.

[bookmark: _Toc120285825]5.17	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.

[bookmark: _Toc120285826]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. Training may be accessed if required by contacting HTA@warwick.ac.uk.   Completion should be recorded in the Personal Training Portfolio (PTP), in accordance with the SOP HS7 Training.  

[bookmark: _Toc120285827]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 DI may seek advice directly from the HTA when appropriate.

[bookmark: _Toc120285828]8.	Monitoring and audit
Regular monitoring of the effectiveness of the implementation of this SOP will be undertaken by the DI 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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	HTA
	Human Tissue Authority

	HT Act
	Human Tissue Act 2004

	DI
	Designated Individual

	HSSG
	Human Samples Steering Group

	PD
	Persons Designated

	PI
	Principal Investigator

	R&IS
	Research & Impact Services

	SOP
	Standard Operating Procedure
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