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INTRODUCTION 

This policy document describes the process to be used by medical staff within the Beatson West of Scotland 
Cancer Centre (BWoSCC)  when obtaining informed consent from patients to participate in a clinical trial. 
Consent procedures must meet the requirements of the Declaration of Helsinki (1996), the current version of 
International Conference on Harmonisation of Good Clinical Practice (ICH GCP) and the guidelines laid down 
by the National Research Ethics Service. 

 

NRES Definition of Informed Consent 

A person gives informed consent to take part in a clinical trial only if that person’s decision: 
 

 Is given freely after that person is informed of the nature, significance, implications and risks of the 
trial;  

      
 and 
 

 Either: 
1. Is evidenced in writing, dated and signed, or otherwise marked, by that person so as to 

indicate his consent,  
or 
2. If the person is unable to sign or to mark a document so as to indicate his consent is given 

orally in the presence of at least one witness and recorded in writing. 

Patient Information Sheet  

The Patient Information Sheet (PIS) and summary sheet (if required by the Research Ethics Committee 
(REC)), provides the potential trial participant with brief and clear information on the essential elements of a 
specific trial to allow the patient to make an informed decision as to whether or not they wish to participate 
in the trial.  The PIS must be approved by the REC. 

Patient Consent Form 

The Informed Consent Form (ICF) is where the trial participant formally documents that they wish to 
participate in a trial.  Consent forms are also signed to confirm participation in any other additional elements 
of the trial e.g., tissue collection.  
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The ICF is signed by those who are involved in the consent process: the participant (or the participant’s 
representative) and the Principal Investigator (PI) or representative of the PI delegated to take consent.  
The ICF must be approved by the REC. 
 

INFORMED CONSENT 

All participants entering a clinical trial must give written informed consent (documented by means of a 
written, signed and dated ICF) prior to participating in any trial-related procedures.  Obtaining consent is a 
process involving written information (provided on the PIS) and dialogue between investigative staff and 
potential trial participants, both forms of communication should clarify the objectives and understanding of 
participation in clinical trials. 
  
Effective communication is the key to enabling patients to make informed decisions about participation in a 
clinical trial.  Allowing time for the patient to make an informed decision is also important and Investigators 
must give patients time to read the PIS and discuss participation with their family and/or friends. 
 
When explaining the trial, Investigators must do their best to establish the patient’s understanding of their 
condition and treatments and ensure the information they provide is made in simple nontechnical terms, 
easily understood by the layperson. The information about the trial should be presented alongside other 
treatment options available to that patient. 

 

GUIDELINES ON WHO CAN TAKE CONSENT FROM PATIENTS 

The Declaration of Helsinki clearly states that the person taking informed consent should be a qualified 
physician. The physician should then obtain the subject’s freely given informed consent, preferably in 
writing.  ICH GCP guidelines state the Investigator, or a person designated by the Investigator should fully 
inform the subject and the written informed consent form should be signed and dated by the person who 
conducted the informed consent discussion. 
 
The BWoSCC policy is to follow ICH GCP guidelines. The delegation of informed consent to an appropriate, 
suitably qualified member of the research team must be considered on a trial-by-trial basis, taking account 
of local circumstances.  
 
If personnel other than the PI (such as a Sub Investigator (SI) or Research Nurse (RN)), are to accept 
responsibility for the informed consent process and/or be a signatory on the informed consent form then it is 
important that the following criteria are met: 
 

 The SI/RN is prepared to take on the additional responsibility and feels confident to take 
informed consent in line with the Nursing and Midwifery Council Code of Professional 
Conduct or other professional guidelines such as those of the General Medical Council. 

 He or she has a comprehensive understanding of the trial, potential pharmacological 
interactions/treatment toxicities and the associated disease area.  The SI/RN should be 
qualified by experience and should have received appropriate training for this trial.  All 
training must be documented. 

 In trials where the SI/RN will take consent, the delegation of responsibility should be 
documented on the Study Delegation Log/Site Responsibility Log (title can vary from study 
to study but is essentially a log that captures each member of the study team and their 
individual responsibilities in the management and conduct of the study and is signed and 
dated by the PI). 

 An effective line of communication is maintained with the PI who is the person ultimately 
responsible for the care of the patient. 

 
It is the responsibility of the PI to ensure that patients have fully understood what they are consenting to.  
All persons who obtain written consent must have a copy of their signed and dated CVs in the Investigator 
Site File (ISF) and must have completed the study delegation log/site responsibility log.  This is also signed 
and dated by the PI.  
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THE CONSENT PROCEDURE 

The Patient Information Sheet and Consent Form 

The person taking informed consent must ensure they are completely familiar with all relevant aspects of the 
clinical trial as described in the latest version of the protocol (protocol must have REC approval).  They must 
have to hand (approved) copies of the trial PIS and ICF, together with any other relevant documents the 
patient may need to use.   
 
The PIS and ICF must be checked for the following:  

 The correct current version of the PIS and ICF is used 
 The PIS and ICF is on departmental headed paper and the PIS includes the 24hr contact 

number for the patient to contact a member of the research team 
 The PIS and ICF must contain a footer with the pages numbered (e.g. page 1 of 6) and the 

version number and date to ensure the most recent version is used 
 The correct title for the trial are clearly visible on both the PIS and ICF 
 There is a statement to say the patient has read and understood the patient information 

sheet and has had the opportunity to ask questions 
 There is a statement to say the patient’s participation is voluntary and they are free to 

withdraw at any time 
 The subject has been provided with a contact point where he may obtain further information 

about the trial 
 There is a statement informing the patient that their medical records may be reviewed by 

authorised personnel and that their confidentiality will be maintained at all times 

 There is a statement that the patient’s GP will be informed they are participating in the trial, 
where a GP letter has been provided by the Sponsor 

 

Explaining the Trial to a Patient 

Patients who potentially fulfil the inclusion/exclusion criteria will be identified and approached regarding 
participation in the trial.  The consent process includes a combination of written and verbal information 
being provided to the patient (and family and friends if appropriate) to explain the trial.  The order in which 
that written and verbal information is provided to the patient is dependent on the preferences of the clinician 
and the patient.  The verbal explanation of the trial may be given to the patient, using diagrams if 
necessary.  Throughout the discussion, time for questions must be given and questions adequately 
addressed.  The patient must not be coerced to participate in the trial; the tone of the discussion should be 
invitational.  
 
When describing the trial, the person taking consent must explain: 
 

 What the purpose of the trial is and any background information that maybe relevant 
 Why the patient has been approached and that confidentiality will be maintained throughout 

the trial should they decide to participate 
 Details of the trial design and details of any drugs used to include any known safety profiles. 

If there is a placebo arm, then this should be explained 
 The duration of the trial and the number of study visits involved.  It must be explained 

where the patient will be seen and by whom 
 All procedures, such as blood tests, CT scans etc. that are required as part of the trial 
 The potential benefits and risks of participation in the trial and any alternative treatments 

available to the patient should be discussed 
 The availability of compensation should something go wrong as detailed in the PIS (NHS 

sponsored trials) 
 An explanation that the patient enters the trial voluntarily and can withdraw at any time 

without giving a reason or without any prejudice to them or their future care  

 If the PI feels that the trial medication is not suiting the patient that they have the right to 
withdraw them from the trial in the interests of their safety 

 A detailed discussion of the patient’s medical history and disclosure of all medication they 
are taking 
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 The patient must be informed of any payments made for participation in the trial or for out-
of-pocket expenses 

 The responsibilities of the patient if they choose to take part, particularly if the trial duration 
is lengthy 

 An explanation that giving informed consent does not necessarily mean the patient will be 
enrolled into the trial if it is discovered they have failed to meet the inclusion/exclusion 
criteria for that trial 

 A 24hr contact number must be provided for all patients participating in the study in case 
they wish to contact a member of the research team 

 A description of alternative treatments that may be available to the patient 
 

The person taking informed consent must always provide the patient with a written PIS.  The date when a 
PIS is given to a patient must be recorded in the patient notes.  The patient must be given time (normally at 
least 24 hours and ideally a few days) to consider the PIS and to discuss participation with family or friends.  
All patients must be provided with contact details where they may obtain further information about the trial.  
This will either be the PI’s number or a contact number of a member of the research team and an 
independent contact such as MacMillan.  
 
Whereby a trial has a separate ICF specifically to allow archival tissue testing for eligibility, the 24 hours 
period between discussion and ICF signature is not required, unless specifically required by the protocol. 

 

Signing the Consent Form 

Signatories to the ICF must be those who are involved in the consent process e.g., the patient or the 
patient’s representative, the PI or a representative of the PI such as the SI or RN delegated to take consent. 
Once the patient has had time to read the PIS and has had any final questions regarding their participation 
answered satisfactorily, then the person taking informed consent will ask the patient to sign the written ICF 
for the trial.  The patient must understand that when they sign the ICF they are consenting to everything 
described in the text of the PIS.  The ICF must be personally signed and dated in black ink by the person 
taking consent the (PI/SI/RN and the patient).  Each must also clearly print their name by their signature.   
One original copy of the ICF should be signed by the patient and retained in the ISF, with a copy being 
given to the patient and a copy filed in the patient’s medical record.  Alternatively, a second copy may be 
signed by all parties and retained for subsequent copying and inclusion in the ISF and patient medical 
record.  The patient must also receive any other written information provided to them during the consent 
process. 
  
The timing of the signing of the ICF form relative to trial registration and the initiation of trial procedures is 
subject to audit by the Regulatory Authority.  It is therefore not only good practice but also essential to 
record dates correctly on both the ICF and in the patient’s medical notes. 
  
If the protocol states that it is acceptable, then the ICF can be signed at home and returned by mail to the 
Investigator.  In this case one copy should be signed and returned to be counter signed by the researcher. 
This must then be posted back to the patient and copies filed in the ISF and in the patient’s record. 
 
If the patient is unable to sign or to mark a document to indicate their consent, then consent will be given 
orally in the presence of at least one witness and recorded in writing.  
 
 
Whereby a trial is designed to capture consent not in accordance to this policy (i.e., electronic consent), a 
written explanation of the consent process will be filed in the ISF. All other procedures within this policy 
should be followed. 

 
Documentation of the informed consent process 
The process of informed consent should be separately documented in the patient’s medical record, including 
the version of the ICF signed and whether the patient was given adequate time to consider the written PIS 
and a copy of the signed ICF to keep. 
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Ongoing Procedures throughout the Trial and Re-consent  

The informed consent procedure must not cease once the ICF has been signed.  The practice of giving 
information about the trial to patients must be an ongoing process performed by all members of the 
research team (as appropriate).  This is particularly significant with the introduction of protocol amendments 
and the availability of important new information that may be relevant to the patient’s willingness to 
continue with participation in the trial.  In these circumstances it may be necessary for the patient to re-
consent on an amended consent form to continue involvement in the trial.  
 
The Sponsor’s wishes regarding re-consent will be adhered to whenever possible.  Patients receiving trial 
treatment will always be invited to re-consent to the updated PIS.  Wherever possible, if patients are 
attending BWoSCC clinics they will be re-consented to changes to the PIS unless it is a purely administrative 
change that has no implications for the patient.  There may also be exceptional circumstances where 
patients are no longer receiving active treatment and/or no longer attending clinics where it would not be 
appropriate to re-consent.  In such cases the clinician must document in the patient’s notes in full the 
circumstances and reasons for not re-consenting.  This documentation must be signed and dated by the 
clinician taking the decision to not re-consent and must include the version and date of the PIS and ICF that 
the patient was not re-consented to. 
 
Additionally, a sponsor may require that a re-consent log will be kept for trials detailing if and when patients 
were re-consented and to what versions of the PIS and where necessary documenting if the clinicians 
thought it inappropriate to re-consent and the reasons.  

Consent of Minors 

Before consenting minors to clinical trials, clinicians may find it helpful to refer to the GMC guidance on 
consenting children – 0-18 yrs guidance.  At 16 it is legally presumed that young people have the ability to 
make decisions about their own care.  However, parental responsibility (meaning the rights and 

responsibilities that parents have in law for their child, including the right to consent to medical treatment 
for them) is up to the age of 18 in England, Wales and Northern Ireland but only 16 in Scotland.  

 
There are a number of additional conditions and principles that must be considered when taking consent 
from minors in addition to those previously outlined: 
 
Conditions 

 The parent or legal representative has an interview with the PI or another member of the trial team, 
in which opportunity has been given to understand the objectives, risks and inconveniences of the 
trial and the conditions under which it is to be conducted.  

 The parent or legal representative has been provided with a contact point where further information 
about the trial can be obtained. 

 The parent or legal representative has been informed of the right to withdraw the minor from the 
trial at any time. 

 The parent or legal representative has given informed consent to the minor taking part in the trial. 
 The parent or legal representative may, without the minor being subject to any resulting detriment, 

withdraw the minor from the trial by revoking the informed consent. 
 
The above conditions do not apply where treatment is being provided as a matter of urgency.  Please 
refer to the NRES guidelines for consent procedures for urgent trial treatment. 
 
 The minor has received information, according to his or her capacity of understanding, about the 

trial and its risks or benefits.  The information must be given by staff with expertise with minors. 

 The PI must consider the explicit wish of a minor capable of forming an opinion and assessing the 
information provided.  This applies both to the wish of the minor to refuse to take part, or to 
withdraw at any time. 

 No incentives or financial inducements must be given to the minor or to the parent or legal guardian 
except for compensation in the event of injury or loss. 

 The trial relates directly to the condition from which the minor suffers or is of such a nature that it 
can be carried out on minors. 

 Some direct benefit for the group of patients involved in the trial is to be obtained from the trial. 
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 The trial is to validate data obtained (a) in other clinical trials involving persons able to give informed 
consent, or (b) by other research methods. 

 
Principles 

 Informed consent by a parent or legal representative shall represent the minor’s presumed will. 
 The trial has been designed to minimise pain, discomfort, fear and any other foreseeable risk in 

relation to the disease and the minor’s stage of development. 

 The risk threshold and the degree of distress have to be specially defined and constantly monitored. 
 The interests of the patient always prevail over those of science and society. 

 

Hierarchy of Consent for Minors 
The regulations have a hierarchy for determining who should be approached to give informed consent on 
behalf of a minor prior to their inclusion in a trial.  The requirements for informed consent by a legal 
representative only apply if by reason of the emergency nature of the treatment provided as part of the trial, 
no person with parental responsibility can be contacted prior to the proposed inclusion of the minor 

 

 Person who 
may give 
consent 

Definition Commentary 

1 Parent A parent or person with parental 
responsibility 

Should always be approached if 
available. 

2 Personal legal 
representative 

A person not connected with the 
conduct of a trial who is: 
(a) suitable to act as the legal 
representative by virtue of their 
relationship with the minor and  
(b) available and willing to do so. 

May be approached if no person with 
parental responsibility can be 
contacted prior to the proposed 
inclusion of the minor, by reason of 
the emergency nature of the 
treatment provided as part of the trial 

3 Professional 
legal 
representative 

A person not connected with the 
conduct of a trial who is: 
(a) the doctor primarily responsible 
for the medical treatment of the 
minor, or 
(b) A person nominated by the 
relevant health care provider (e.g., an 
acute NHS Trust or Health Board) 

May be approached if no person 
suitable to act as a personal legal 
representative is available. Informed 
consent must be given before the 
minor is entered into the trial. 

 
 

Consent of Patients with Communication Problems and/or Comprehension Difficulties 
The legal position is that adults must be presumed capable of taking such decisions unless the opposite has 

been demonstrated.  Where there are comprehension or communication difficulties then patients must be 
given all appropriate help to enable them to make their own decisions such as using visual aids, sign 
language etc.  If a decision has been made to offer trial participation to patients with communication 
problems or comprehension difficulties, then the PI must have a clear plan for how these matters will be 
managed and documented in the consent process.  For example, if the difficulties are due to visual 
impairment, then the PIS can be read to the patient and audio recorded at the same time to provide a copy 
for the patient to keep.  If the difficulties are due to an inadequate understanding of written or verbal 
English, potentially eligible patients will be offered the assistance of a translator to help with both the written 
and verbal information. 
 
Where there are communication difficulties, a relative or an independent patient advocate should be 
involved in the consent process to help the patient express their views.  Two types of PIS may be required: 
one for the relative and one for the patient.  The latter should be designed to overcome or minimise some of 
the communication problems, for example a pictorial PIS for the patient.  Sufficient time must be allowed for 
the person seeking consent to explain and discuss the proposal with the patient and the relative or 
advocate, and for the relative or advocate to discuss with the prospective participant. 
 
For the consent to be valid the patient must always be able to communicate their decision.  If the person is 
unable to sign or mark the consent form then consent must be given orally in the presence of at least one 
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witness, usually a relative or advocate.  The role of the relative or advocate in the consent process, for 
example, acting as a witness or explaining the trial to the patient, must be documented in the medical 
records.  Consent could also be recorded to provide a complete record with a copy of the tape for the 
patient. 
 
All medical staff that provide information and request consent from patients with communication problems 
or comprehension difficulties must be appropriately trained and experienced with such patients.  The REC 
and Sponsor must approve of the PI plan for managing the consent process for such patients, including 
agreeing any delegation of responsibilities and where appropriate, approving any translations of the PIS/ICF 

 

Incapacitated Adults 
Where doubt exists that a potential participant is capable of taking a decision, then the PI or another 
experienced and independent clinician should formally assess the capacity of the individual to make an 
informed decision about participation in a trial.  The assessment and conclusions should be recorded in the 

medical notes.  A patient is deemed to lack capacity to consent or refuse only when they cannot be helped 
to reach their own decision with memory aids or sign language, for example.  
 
When taking the decision about the enrolment of an adult who is unable to provide informed consent for 
his/herself, it is important that the PI ensures that: 

 The trial relates directly to a life threatening or debilitating condition from which the patient suffers 
and there are grounds for expecting that the trial procedure/intervention to be tested will produce a 
benefit to the patient, outweighing the risks or producing no risks at all. 

 The trial is essential to validate data obtained in other clinical trials in patients with capacity or data 
obtained by other research methods.  

 The trial needs to be designed to minimise pain, discomfort, fear and any foreseeable risk in relation 
to the disease and the cognitive abilities of the patient.  Continuous monitoring throughout the trial 
of such risks and/or distress must take place.  The interests of the patient must always prevail over 
the interest of science 

 The PI must identify a legal representative who can be consulted about the involvement of the 
patient in the trial.  If no suitable personal legal representative (e.g., a relative) is available then a 
professional legal representative may be approached (e.g., doctor primarily responsible for medical 
treatment or a person nominated by the Trust).  However, the representative must not be 
connected to the conduct of the trial in any way.  Where a legal representative has been appointed, 
they must have an interview with the PI or another member of the study team in which they have 
been given the opportunity to understand the objectives, risks and inconveniences/discomforts and 
associated conditions for the trial and be provided with a contact number for the research team 
should they wish to ask further questions about the trial.  The legal representative must be informed 
of their right to withdraw the patient at any time resulting in no detriment to the care or treatment 
of the patient. 

 Patients should not be enrolled into the trial if it is contrary to a formal advance decision, or any 
other form of statement made in advance by the patient whilst competent.  This does not have to 
be in writing and a PI should take reasonable steps to find out if there are any advance wishes by 
consulting relatives.  Any patients “dissent” must always be respected throughout. 

 The patient must also be given information regarding the trial according to their level of 
understanding.  For patients able to form an opinion based on the information provided, their wish 
to participate must be respected by the person taking consent. 

 The role of the patient’s representative, their relationship to the patient and the response of the 
patient should be documented.  The opinion of the patient’s representative about enrolment should 
be formally documented and a written and signed statement obtained. 

 No incentives or financial rewards must be provided to influence a patient to participate (or the 
patient’s legal representative to agree to participation on their behalf) in a trial than provision for 
compensation in the event of loss or injury. 

 
Hierarchy of Consent for an Incapacitated Adult 
The regulations have a hierarchy for determining what type of legal representative should be approached to 
give informed consent on behalf of an incapacitated adult prior to inclusion in a trial. Please note the 
following are the Scottish regulations which differ from the provisions for England, Wales and Northern 
Ireland. 
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1. Personal legal representative 
1A. Any guardian or welfare attorney who has power to consent to the adult’s participation in research. 
1B. If there is no such person, the adult’s nearest relative defined in section 87(1) of the Adults with 
Incapacity (Scotland) Act 2000 

 
2. Professional legal representative 
A person not connected with the conduct of the trial who is: 
(a) The doctor primarily responsible for the adult’s medical treatment, or 
(b) A person nominated by the relevant health care provider. 
 
A professional legal representative may be approached if it is not reasonably practicable to contact either 1A 
or 1 B before the decision to enter the adult into the trial is made. Informed consent must be given before 
the patient is entered into the trial.  
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