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1 Introduction 
 
1.1 Purpose of the guidance 
The purpose of this guidance is to: 
 Describe the context relating to the requirement of consent for the administration of systemic 

anti-cancer therapy (SACT) and outline relevant NHS Scotland standards and recommendations 
from national reports. 

 Introduce and recommend the use of SACT regimen-specific consent forms for all adult patients. 

 Provide guidance for NHS Boards in relation to the local adoption and implementation of national 
SACT regimen-specific consent forms. 

 Outline guidance relating to the process of providing information and obtaining consent from 
adults for treatment with SACT. 

 Make recommendations for the audit of consent procedures. 
 

Consent forms for SACT for children and young people are in development; additional guidance required 
for this group will be issued when consent forms are available. 

 

1.2 Systemic Anti-Cancer Therapy (SACT) and consent 
The use of SACT is increasing year on year, and the types of agents are growing with various new forms 
of treatment now available which may complement or replace conventional cytotoxic chemotherapy. 
Treatment with SACT is associated with complex risks with respect to administration and toxicity. 
Additionally, the risks and benefits of receiving these treatments will differ from patient to patient and, 
at times, this balance of risk, with respect to toxicity, will need to be carefully considered alongside any 
potential benefit in terms of survival or symptom control. Because of these issues, the procedure for 
agreement to treatment with SACT involves almost unique uncertainties, and the process of obtaining 
consent requires considerable expertise and carries specific responsibilities. 

 

In accordance with guidance from the General Medical Council (GMC)1, Scottish Government2, Scottish 
Parliament3 and Scottish Government Health Department4 (SGHD) it is best ethical and legal practice that 
the prescription of SACT be supported by explicit consent, i.e. written, signed consent following a full 
discussion of the intended benefits and the associated risks with the patient. 

 

Consent is the shared-decision making process by which patient and physician come to an agreement on 
treatment. The signing of the consent form indicates that this process has taken place. It does not, 
necessarily, indicate that the patient has full comprehension of the treatment procedures, aims and 
complications. 

 
The process of consent should therefore be supported with a contemporaneous documentation in the 
patient record confirming this process has been completed and communications (e.g. to GP) have taken 
place. 
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Several guidance documents have described best practice in the area of consent, with respect to law, 
ethics, training and experience required, and the need for documentation that consent has taken place1- 

16. Specifically, this guidance endorses the approaches adopted by the Scottish Government through 
Realistic Medicine6,15 and the Academy of Medical Royal Colleges through the Choose Wisely UK7 

initiative. In alignment with these approaches SACT consent facilitates shared-decision making between 
patients and health professionals, and supports a personalised, patient-centred and evidence-based 
approach to care14,16. 

 
Following the outcome of the Montgomery case in 2015 the law now requires a doctor to take 
“reasonable care to ensure that the patient is aware of any material risks involved in any recommended 
treatment, and of any reasonable alternative or variant treatments”5; ‘material risks’ being defined as 
whether “a reasonable person in the patient’s position would be likely to attach significance to the risk, 
or the doctor is or should reasonably be aware that the particular patient would be likely to attach 
significance to it” (Montgomery v NHS Lanarkshire). Similarly, the SGHD Independent Advisory Group 
(Tayside Breast Cancer) (IAG) Report recommends that “patients must be explicitly informed of any 
variance from generally accepted standard SACT clinical practice, for informed consent to take place”8. 
Renewed procedural guidance, based on these existing guidance documents, recent UK case law, and 
current accepted best practice is given in section 4 of this guidance. 

 
 

1.3 UK Chemotherapy Board / SACT Regimen-Specific Consent 
Forms National Steering Group 

The UK Chemotherapy Board provides guidance, oversight and support for the continuing development 
of chemotherapy services in the UK. It was established in 2013 by The Royal College of Radiologists (RCR), 
the Royal College of Physicians (RCP), the Association of Cancer Physicians (ACP), the Royal College of 
Pathologists (RCPath), the British Oncology Pharmacy Association (BOPA) and the UK Oncology Nursing 
Society (UKONS). It has representation from across the four UK nations and from other organisations 
closely involved in chemotherapy services. The Board’s strategic role includes co-ordinating work at 
national level to support commissioning and delivery of services locally and advising on the development 
and delivery of safe, high-quality chemotherapy services. It works collaboratively with other groups and 
organisations across the UK. 

 
The SACT regimen-specific consent forms were developed initially by Guy’s and St. Thomas’ NHS 
Foundation Trust (GSTT) as part of a project funded by the South East London Cancer Network. Since 
2016, Cancer Research UK (CRUK) have worked with GSTT to produce national standardised SACT 
regimen-specific consent forms. This work is overseen by the Systemic Anti-Cancer Therapy (SACT) 
Regimen-Specific Consent Forms National Steering Group (NCSG). 

 

The UK Chemotherapy Board oversees the work of the NCSG and recommends the use of standardised 
SACT regimen-specific consent forms in the UK9. The aim is to support organisations to adhere to best 
practice guidance. Introduction and adoption of the national forms by organisations will confer the 
governance and quality benefits of standardised regimen-specific forms to all eligible patients. 

 

For further information see CRUK website. 

https://www.cancerresearchuk.org/health-professional/treatment-and-other-post-diagnosis-issues/consent-forms-for-sact-systemic-anti-cancer-therapy
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1.4 NHS Scotland: current status 
 
SACT services in Scotland must adhere to standards laid out in CEL 30 (2012)2. Standard 2 relates to 
“Decision to treat, consent and information for patients” (see appendix I). Section 2.1.1 specifies that 
“the decision to initiate a new course of SACT is taken by a consultant oncologist/haematologist after 
discussion at a multi-disciplinary team (MDT) meeting, if appropriate. This is done in consultation with 
the patient or carer, where appropriate”. The HIS national external review of SACT service delivery, 
published in 201710, demonstrated a high level of compliance with CEL 30 (2012) across NHS Scotland 
but also highlighted that there may be benefit in standardising the approach to consent across NHS 
Scotland. Divergent approaches across NHS Scotland, combined with new requirements from recent 
court rulings (Montgomery v NHS Lanarkshire) highlighted a need to standardise SACT consent. This was 
further supported by the recommendations in the SGHD IAG report8. 

 

Scottish Cancer Taskforce (SCT) asked HIS to take forward a national review of consent for SACT. This 
included a survey of current practice across NHS Scotland and a meeting with stakeholders from all 
cancer networks in Scotland, the chair of the UK NCSG and HIS public partners. There was a unanimous 
view that a standardised approach to consent would improve quality and consistency by improving 
shared decision making and reducing variation in approach. 

 
The CRUK consent forms were adjusted to meet key requirements of best practice in NHS Scotland. 
Stakeholders confirmed support to adopt the CRUK/UK Chemotherapy Board approach to consent and 
a co-ordinated approach to implementation across NHS Scotland. Formal NHS Scotland representation 
on the UK NCSG was also secured. There is a clear schedule in place to deliver those updates, however, 
there will be a period during which the forms are being developed where older versions of the regimen 
specific consent forms will be in use. All versions available on the CRUK website are CEL 30, 2012 
compliant and meet UK chemotherapy and patient care legal standards. 

 

The SGHD IAG report acknowledges the ongoing work of this group and states that “All Boards must 
adopt the standardised approach to SACT consent once guidance is available to ensure national 
consistency in documentation of informed consent across Scotland.” The following guidance also 
addresses the recommendation: 

 
“Patients must be explicitly informed of any variance from generally accepted standard SACT 
clinical practice, for informed consent to take place. The risks of treatment should also be 
discussed and this discussion recorded in the patient’s record.” 

 

It was acknowledged by the stakeholder group that there will be considerable work required to 
implement the new consent form, however, it was recognised that this is outweighed by the benefits of 
a consistent approach to SACT consent across Scotland. 
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2 National SACT regimen-specific consent forms 
 
The national SACT regimen-specific forms include a minimum set of data that is necessary for the patient 
or carer’s information, and a minimum number of fields to be completed to support the process and 
identify the completion of responsibilities within the process. It is recognised that some organisations 
may have specific requirements within their own consent procedures outside the content of the forms. 
Those organisations may augment the recommended national forms, but content cannot be deleted and 
any additions made should not contradict original content included in the forms. 

 

2.1 Routine SACT 
National SACT regimen-specific consent forms are available for the vast majority of oncology and a 
growing library of haemato-oncology regimens that are in routine use within the UK for the treatment 
of adult patients with cancer. Generic SACT and immunotherapy regimen-specific consent form 
templates are available which may be used as an interim measure where a regimen specific form is not 
available. See appendix II for an example of a regimen-specific consent form. 

 
The ‘Guidance for health professionals’ on page 5 of the form is based on English law. This will be updated 
to reflect Scottish law in due course. In the meantime NHS Scotland staff should refer to this guidance 
and local NHS Board guidance on consent aligned to the Scottish legal framework. 

 

2.2 Clinical trials 
Many patients with cancer are treated within the setting of a clinical trial. Where SACT treatment is 
within a clinical trial, the consent for SACT must be sought in addition to the consent process for the 
clinical trial. 

 

2.3 Chemo-radiation 
These forms are designed specifically for the taking of consent for SACT. For instances where SACT is 
given in combination with radiotherapy, both treatments will require separate consent. 
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3 Guidance for the introduction of the national 
SACT regimen-specific consent forms by NHS 
Boards 

 
The process for the introduction and local adoption of national SACT regimen-specific consent forms may 
differ, however key aspects for each Board to consider in relation to the local introduction of the forms 
are described below. The implementation should be led by the NHS Board’s SACT Lead Clinician. All 
boards must adopt this standardised approach to SACT consent. 

 

3.1 NHS Board SACT Group 
This guidance document and the national regimen-specific consent forms should be tabled for discussion 
by the NHS Board SACT group, or equivalent. The group should benchmark their current SACT consent 
processes against this guidance and agree actions required to adopt the use of the national regimen 
specific forms. Where national regimen-specific consent forms are not available, NHS Boards are to use 
the generic SACT and generic immunotherapy forms. The SACT Lead Clinician may nominate a lead 
person(s) from the group to take ownership for the introduction of the forms into local practice. They 
should develop and implement a process for the local use of the forms, to ensure appropriate adoption 
and observance of clinical governance, described in section 3.3 of this document. 

 

3.2 NHS Board Governance/Consent committee 
The appropriate NHS Board committee should be consulted on the implementation plan for SACT 
consent as set out in this guidance. 

 

3.3 Local process for use of the forms 
This guidance should form the basis of a local standard operating procedure (SOP) for use of the regimen- 
specific consent forms. The SOP should describe the operational process for: 

 Downloading and printing of the forms from the website, including appropriate version control; 

 Storage of blank forms; 

 Giving the patient a copy of completed forms; 

 Filing of completed forms in the patient record; 
 Confirming completion of process and communications, and how these are documented in the 

patient record. 
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4 Guidance for the process of consent for SACT: 
Clinical use and completion of SACT regimen- 
specific consent forms 

 
4.1 Definition of consent 
Consent is the principle that a person must give permission before they receive any type of medical 
treatment, test or examination. Consent is a dynamic and reactive process resulting from dialogue and 
subject to changes in information and circumstances. In clinical settings, informed consent is a process 
by which a clinician and a patient agree on a course of treatment. For consent to be valid it must be 
voluntary (i.e. the decision must not be influenced by pressure from e.g. medical staff, friends or family) 
and informed and the person consenting must have the capacity to make the decision. 

 
Informed consent is protected by the laws of clinical negligence, which set out rules on informing patients 
of risks, benefits and alternatives to proposed treatment. Failure to obtain consent from patients can 
infringe the patient's autonomy and violates their bodily integrity. The Montgomery ruling (2015) 
“asserts a new patient-centred standard by which disclosure of information to the patient is judged. A 
clinician, during the consent process, must take reasonable care to ensure that a patient is aware of any 
‘material’ (relevant) risks involved in any recommended treatment, and of any reasonable alternative or 
variant treatments”3. 

 

Explicit consent is required for high-risk interventions, such as SACT. This includes a signed consent form 
and documentation of conversations about consent in the patient records. 

 
It is important to note that the consenting process is an ongoing process and as such it is important that 
renewed consent is requested when required. 

 

4.2 Who can take consent? 
Once the decision to treat has been made by the responsible consultant, consent should be obtained by 
a trained and appropriately experienced healthcare professional. 

 

The health care professional must be aware of their legal, ethical and professional responsibilities with 
regards to consent, in addition to local institution policies and procedures. 

 

A competent healthcare professional will be determined by NHS board policy and processes but may be 
one of the following: 

 A consultant or associate specialist medical or clinical oncologist or haematologist. 

 A specialist registrar, clinical fellow or speciality doctor (staff grade) in oncology or haematology 
who has had specific training in consent for SACT. 

 A non-medical prescriber with documentation of competency in consent and with specific 
training to prescribe the specific regimen for which the patient will consent. 
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4.3 Who can give consent? 
This document does not seek to duplicate guidance given elsewhere and its scope does not cover 
situations where the ability to give informed consent is lacking due to impaired, or lack of capacity. In 
these instances, local policy for adults with incapacity is followed in line with the Adults with Incapacity 
(Scotland) Act 200011, the Mental Health (Care and Treatment) (Scotland) Act 200312, all other relevant 
pieces of legislation (including all revisions and updates) and accompanying codes of practice. 

 

4.4 When should consent for SACT be taken? 
Consent must be obtained and documented prior to the first cycle of a course1 of SACT, other than in 
exceptional circumstances. 

 

In normal circumstances there should be time (measured in days rather than hours) for the patient to 
consider the decision to undergo the treatment before consent is completed. It is acknowledged that 
within many cancer pathways, considerable discussion may have been held between a patient and their 
clinical nurse specialist or other healthcare professionals prior to a first consultation with the individual 
formally taking consent. Nevertheless, full explanation of risks and benefits must still be undertaken with 
the patient in their first consultation with the individual formally taking consent. 

 
Consent should be taken within a consultation in which: 
 The patient (and/or representative) has been introduced to the person taking consent and 

understands who they are. 

 The person taking consent can demonstrate that they have sufficient knowledge of the patient’s 
individual circumstances (in particular co-morbidities) and details of their cancer (usually through a 
structured consultation and discussion of surgery, biopsy, and/or other test results). 

 There is sufficient privacy to discuss any issues that may arise. 

 The patient has had the opportunity and been encouraged to, involve a relative, representative, 
friend and/or carer. 

 The patient and/or relative/friend/representative/carer has had an opportunity to ask any 
questions that they may have. 

 

In exceptional circumstances, for example when there is a lack of capacity to consent or in cases of 
medical emergency, local policy for adults with incapacity is followed in line with the Adults with 
Incapacity (Scotland) Act 200011, the Mental Health (Care and Treatment) (Scotland) Act 2003 12, all other 
relevant pieces of legislation (including all revisions and updates) and accompanying codes of practice. 
When such circumstances arise, this should be recorded appropriately in the patient record explaining 
the circumstances that made it exceptional or an emergency. 

 

Where English is not the first language of the patient, translation facilities must be available to support 
the giving of information, answering of questions and taking of consent. It is a requirement that this is 
achieved through a professional translation service. 

 

4.5 How should consent for SACT be obtained and documented? 
The SACT regimen-specific form is an aid to the discussions about treatment with SACT. Where there is 
no regimen specific form available the generic SACT or immunotherapy template should be used. 

 
 

1 A course is defined as a planned number of cycles of the same regimen, or a standard sequential treatment comprising 
planned numbers of cycles of more than one regimen. 
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Discussions will be supported by information leaflets for the specific regimen or constituent medicines, 
e.g. Cancer Research UK or Macmillan information sheets. The risks and benefits of the treatment, 
including response rates and alternative or variant options, are to be discussed with the patient in terms 
that they can understand. 

 

It is advisable to record discussions between the patient and the clinician on ‘material’ (relevant) risks 
involved in any recommended treatment, and of any reasonable alternative or variant treatments to 
ensure there is clarity and agreement on the information the patient has been given. 

 

Should patient specific circumstances require an alteration to the MDT plan (e.g. co-morbidities), or if 
there is a reason to vary from the clinical management guideline (CMG), this will need to be discussed 
with the patient and documented in the patient records. 

 

Key aspects of the discussion to be documented are: 

 The aims and intended benefits of the treatment. 

 Alternative and variant options 
 Any deviation from the cancer network clinical management guideline or SACT protocol, and the 

rationale for deviation. This should be noted on the consent form2 and expanded upon in the 
patient record when required. 

 The regimen and constituent medicines. 

 The route of administration. 

 What the treatment is likely to involve: 
o The schedule of administration and intended duration of treatment with the specific SACT 

regimen. 

o The location of administration (e.g. day-case unit). 
o Description of blood tests and additional tests (e.g. CT scan) and procedures (e.g. PICC 

line). 

o Outpatient and follow-up appointments. 
 Short and long-term toxicities. 

 The common side-effects and life-threatening complications, even where these are rare. 
o The healthcare professional must take into account any co-morbidities the patient may 

have, and how these might impact any relevant toxicities. 

 Effects on fertility, where relevant, must be discussed. 
 The form must allow the consenting professional to confirm that advice on avoidance of 

pregnancy and conception has been provided where relevant. 

 How and when to contact the hospital team if the patient has any problems or queries regarding 
their treatment. 

 

The consenting healthcare professional must sign the form confirming that the discussions have taken 
place and that the patient has no further questions and wishes to proceed with the treatment. They must 
ensure that all relevant sections of the form have been completed. 

 
The interpreter should sign the form, where appropriate, confirming that they have interpreted the 
information to the patient to the best of their ability and in a way which they believe the patient can 
understand. 

 
 
 

2 There are two different regimen specific templates in use. New versions include a section for documenting CMG/protocol 
compliance. In older versions any deviation should be documented in the ‘other risks’ section on page 3. 
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The patient should sign the form, after a period of time given to consider the treatment once they have 
confirmed that they wish to proceed with treatment. 

 

A copy of the completed form should be given to the patient with other appropriate information leaflets. 
The original signed consent form should be filed in the patient records. 

 

4.6 Confirmation of consent 
Consent is to be confirmed and documented prior to the administration of the first cycle of SACT. This 
confirmation is sought and documented at the pre-SACT assessment or prior to SACT administration by 
a competent chemotherapy nurse / nurse specialist / pharmacist. 

 
The health care professional should ensure that the patient understands: 

 why the treatment has been offered 

 what alternatives could be offered 

 what the treatment involves 

 what the risks might be 

 what the likely benefits might be 

 that they can withdraw consent at any time. 
 
Where a patient expresses doubt about proceeding with treatment the opportunity to have a second 
consultation with a suitably trained and experienced healthcare professional prior to commencing 
treatment should be offered. 

 

The requirement for efficient delivery of cancer treatments and the need for urgent therapy should not 
be limited by the need for a second consultation. Hence, the requirement for a second consultation can 
be assessed by a competent chemotherapy nurse / nurse specialist / pharmacist prior to administration 
of the first cycle of SACT. If at this point the patient is unsure of specific aspects of treatment, they will 
not receive immediate treatment and an appointment with a suitably experienced healthcare 
professional will be arranged as soon as possible. 

 
It is good practice to ensure ongoing consent from the patient throughout the planned course of 
treatment, although documentation is required only prior to the first cycle. 

 

Renewed consent should be sought where there is a material change which was not discussed at the 
initial consent. A material change could be a change in the regimen and/or diagnosis 

 
The patient should be able to withdraw their consent at any time. Where consent is withdrawn the 
withdrawal should be discussed and documented in full. It is advisable to have the patient confirm they 
are withdrawing their consent by signing a document detailing withdrawal of consent and 
discontinuation of treatment. 

 

4.7 Consent process in the context of care across organisational 
boundaries 

If a patient is reviewed and managed across board boundaries, or there is a transfer of care, the 

consent process should not be duplicated. A copy of the consent form should be made available to, or 

transferred to, the relevant board care provider. 
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The board, who is to become the care provider, should fully review the completed consent form to 

ensure the detail is still accurate and reflects the treatment to be given by that board. Renewed 

consent should be taken if there is a material change from those noted in the consent form. 
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5 Audit of consent procedures 
 
Audit of compliance with standards for consent is already established as part of the SACT Services 
Governance Framework9. Periodic self-audit of consent procedures for SACT is recommended. As a 
minimum, the audit should include the following standards where 100% compliance should be seen: 

 The appropriate consent forms are available for review 

 For ‘normal circumstances’ where SACT consent process has been applied: 

o The name and job title of the responsible consultant are documented. 
o The treatment intent and intended benefits are documented. 
o The common toxicities of the SACT are recorded. 
o The form has been signed and dated by the healthcare professional and the patient. 
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Appendix I - Extract from CEL (30) 2012 
 
2. DECISION TO TREAT, CONSENT AND INFORMATION FOR PATIENTS 

 

2.1 Decision to Treat and Consent 
 

2.1.1 The decision to initiate a new course of SACT is taken by a consultant oncologist/haematologist 

after discussion at a multi-disciplinary team (MDT) meeting, if appropriate. This is done in consultation 

with the patient or carer, where appropriate. 

2.1.2 Selection of the SACT protocol is the responsibility of the consultant oncologist/haematologist, 

taking into account the patient’s wishes, co-morbidities and life expectancy. 

2.1.3 The consultant oncologist/haematologist or delegated deputy obtains written informed consent 

to treatment. 

2.1.4 Consent is taken at an appropriate period of time after the patient has been provided with verbal 

and written information which includes the potential risks and anticipated benefits. 

2.1.5 The treatment decision, treatment intent and the proposed patient specific management plan are 

documented in the patient’s record and communicated to the GP within 14 days. 

2.1.6 The performance status of the patient and any co-morbidities are documented in the patient’s 

record. 
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Appendix II – Example of a national SACT regimen 
specific consent form 
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