Safety and quality support

Policy

Consent policy for examination, treatment and
post mortem

Key messages
Seeking a patient's informed consent is a process, not just a signature.

Consent must be informed, voluntary and given by a patient with capacity to do so.

Assessment of ‘capacity’ is decision and time specific.

Consent can be withdrawn at any time.

Special rules apply for children, young people and patients who lack capacity.

Summary

1.

Health professionals must obtain valid consent before treatment or undertaking
a hospital post mortem.

Valid consent means from a properly informed person who has the capacity to
consent, free of undue influence.

Assessment of 'capacity’ is a two stage test involving the patient's ability to
make this particular decision at this particular time. Where a patient's capacity is
in doubt, assessment should be made in writing using the Trust's Mental
Capacity Act assessment form. For patients who have no-one to speak for them
other than paid staff and where the Trust is proposing 'serious medical
treatment’, the Trust has a duty to appoint an independent medical capacity
advocate (IMCA). Refer to section 14 for telephone numbers for urgent advice.

For adults who lack capacity staff must consult this policy and be aware that the
patient may have an attorney, an IMCA or a court appointed deputy acting on
their behalf.

A patient is free and able to change their mind or withdraw their consent at any
time. Patients may change their mind over time; it is for the health professional
to ensure that the patient wishes to consent or withdraw consent for a
procedure.

A patient is entitled to refuse consent and may also have made an advance
decision to refuse treatment.

In general, consultants, specialist registrars (SpRs) and specialist nurses may
seek consent for elective procedures. In some specialties, other staff may seek
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consent for procedures they are unable to perform provided they have been
trained to do so and a consent competency training package has been
completed and returned to the appropriate place (see section 7).

8. Young people aged 16-17 are presumed to be able to consent for themselves.
Children below 16 may be competent to give consent depending on their
maturity and the nature of the decision. Where a child is not competent to give
consent, only a person (or body) with parental responsibility may consent on the
child's behalf.

9. Consent may be non-verbal (eg offering a wrist for taking a pulse), oral or
written. Not all consent needs to be written but written consent can provide
evidence that consent has been discussed with the patient.

10. There are four generic consent forms for use by health professionals:
Form 1 (for adults and children)
Form 2 (for neurosurgery, spinal surgery and vitreoretinal surgery)
Form 3 (where a blood transfusion is refused)
Form 4 (for adults who lack capacity to consent)

The consent forms are accompanied by a patient information laminate
('Consent’) explaining the consent process and the consent form to patients,
and a separate guidance document for health professionals.

11. There is also a range of procedure specific consent forms available online
which combine relevant patient information with the consent form.

12. The Trust also has two separate forms — one for adults and another for children
and babies — for hospital post mortems.

13. All consent forms contain reference to specific consents on Creutzfeldt-Jakob
disease (CJD), medical training, photography and use of tissue for research (in
accordance with the Human Tissue Act).

14. For photographs or any consent to audio-visual recordings, written patient
consent must be obtained using the Trust's consent to photography or video
recording form. Staff should refer to the Trust's illustrative recordings of
patients: Confidentiality, consent, copyright and storage for detailed advice.
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1 Scope

Trust-wide for all staff involved with seeking consent from patients.

2 Purpose

The purpose of this policy is to set out the Trust's approach to seeking consent
from patients in connection with their health and care. It covers:

consent to examination and treatment

adults, young persons and children

specialist areas such as hospital post mortems and organ donation
what to do in the case of problems or disputes

This policy is based on the 'Reference guide to consent for examination or
treatment’' (Second edition August 2009) published by the Department of Health
('the Reference Guide') and the requirements of the Care Quality Commission.

This policy is supported by the Trust's mandatory training policy and all
associated documentation, including the guide to mandatory training and
refresher requirements.
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3 Definitions

‘advance decision to refuse treatment’
means a decision made by a patient to refuse a specific medical treatment in the
circumstances set out (previously known as a living will or advance directive).

‘a person who lacks capacity’

means as defined in the Mental Capacity Act 2005 as being a person who is
unable to make a decision for themselves because of an impair mentor
disturbance in the functioning of their mind or brain whether permanent or
temporary.

‘bimonthly’
means ‘every two months’.

‘child’
means for the purposes of this policy anyone aged below 16 years of age.

‘Court appointed deputy’
means a person appointed by the Court of Protection to make decisions on
behalf of a person who lacks capacity.

‘independent mental capacity advocate’ (IMCA)
means a person appointed to support the person who lacks capacity and
represent their views but who is not empowered to make decisions.

‘Lasting Power of Attorney’

means a legal document, registered with the Office of the Public Guardian,
appointing an attorney to act on the patient’s behalf according to the terms of the
document.

‘parental responsibility’

means all the rights, duties, powers, responsibilities and authority which by law a
parent has in relation to the child and his/ her property. For persons with parental
responsibility see appendix 1.

‘post mortem’
means an internal examination of the body of a person who has died to provide
information about iliness and the cause of death 1%,

‘responsible health professional’

means the clinician providing the treatment or investigation [who] is responsible
for ensuring that the person has given valid consent before treatment begins,
although the consultant responsible for the person’s care will remain ultimately
responsible for the quality of medical care provided 2.

‘young person’
means for the purposes of this policy a person aged 16 to 17 years of age
(inclusive).
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4

5.2

Introduction

Patients have a fundamental legal and ethical right to determine what happens
to their own bodies (autonomy). Valid consent to treatment or hospital post
mortem is therefore absolutely central to all forms of health care.

Seeking consent is also a matter of common courtesy between health
professionals and patients. However, English common law goes further and has
established the principle that touching a patient without valid consent may
constitute the civil or criminal offence of battery. In addition, legislation such as
the Mental Capacity Act 2005, the Human Rights Act 1998, the Human Tissue
Act 2004 and the consideration of factors involved with CJD have all had an
impact on the current consent process.

The standards expected of health professionals are high. The Reference
Guide advises that:

“The standards expected of healthcare professionals by their regulatory

g?dies may at some times be higher than the minimum required by the law.”

Failure to obtain proper consent, where a patient subsequently suffers harm, can
lead to claims of negligence against both the individual and the organisation. It is
therefore important that all staff involved in seeking consent from patients
understand what is involved; who may seek consent, what ‘informed consent’
means, how to discuss consent with patients, and what needs to be recorded or
written in patient notes.

Special rules apply in the case of young people and children, and for adults or
children who lack capacity. These are discussed separately along with specialist
areas such as organ donation, hospital post mortems and screening.

It is the responsibility of staff involved in seeking patient consent to ensure they
understand the requirements of informed consent, and that the patient has been
given all assistance possible to help make his or her decision.

Responsibilities
Clinical staff

The health professional carrying out the investigation, treatment or procedure is
responsible for seeking consent as required. Consent for elective procedures
must be sought by those staff capable of performing the procedure concerned ie
a consultant, SpR or specialist nurse (except where it is appropriate for consent
to be delegated as set out in section 7).

Consultants, SpRs or educational supervisors

Consultants, SpRs or educational supervisors
are responsible for:
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assessing the competency of staff to whom consent may be delegated
(where the staff are not capable of performing the procedure concerned)

returning a copy of the completed consent competency training package
to:

o medical staffing, box 154 for junior doctors

o patient information team, box 132 for nurses

5.3 Clinical/ division directors

Clinical/ division directors are responsible for:

deciding whether it is appropriate for consent to be delegated in their
department

the delegation of any consent training within their departments to
appropriate staff groups

ensuring that their departmental entry on the consent competency
spreadsheet is accurate and that the details are confirmed annually upon
request from the patient information team

responding to any action highlighted by the consent audits and escalating
this if required

ensuring that the consent process in their division is in line with this policy

ensuring that procedure specific consent forms in their areas remain up to
date and valid.

discussing compliance figures for consent delegation training (provided by
medical staffing) at the directorate quality meetings and reported quarterly
at divisional performance quality meetings.

5.4 Medical staffing

Medical staffing are responsible for annotating the electronic staff register
with details of consent training for junior doctors as submitted to them in
consent competency training packages, and for following up any actions
arising out of the consent audits (in relation to lack of training records for
a department which would normally delegate consent or absence of an
entry regarding an individual's consent training).

Prepare compliance figures for consent delegation training for the clinical
directors for review at the directorate quality meetings and reported
quarterly at divisional performance quality meetings.

5.5 The programme manager for patient information

The programme manager for patient information is responsible for:

conducting the consent audit to monitor implementation of this policy and
accuracy of completion of consent forms
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e maintaining and updating the consent competency spreadsheet annually
e maintaining the consent delegation competency training packs on connect

e annotating MAPS with details of completed consent training for nursing
staff/ midwives as submitted to the patient information team in consent
competency training packages, and for following up any actions arising
out of the consent audit (in relation to lack of training records for a
department which would normally delegate consent or absence of an
entry regarding an individual's consent training)

e preparing results of the rolling consent audit programme which should be
discussed at the relevant directorate quality meetings with an overview
reported to the clinical audit committee, to be escalated to the quality
committee if concerns are raised.

5.6 The medical director

The medical director has the lead responsibility for the consent policy within the
Trust and is responsible for taking action in response to any matter arising out of
the consent audits as escalated to him by a divisional director.

6 Valid consent

Consent is a patient's agreement for a health professional to provide care,
treatment or physical investigation. Patients may indicate consent non- verbally,
orally or in writing.

Consent is valid if given voluntarily and by an appropriately informed person who
has the capacity to consent to the intervention in question.

A patient who does not understand what the intervention or procedure involves
cannot give consent.

Consent can take many different forms, ranging from the active request by a
patient of a particular treatment (which may or may not be appropriate or
available) to the passive acceptance of a health professional's advice.

In some cases, the health professional will suggest a particular form of treatment
or investigation and after discussion the patient may agree to accept it. In others,
there may be a number of ways of treating a condition, and the health
professional will help the patient to decide between them.

Some patients, especially those with chronic conditions, become very well
informed about their illness and may actively request particular treatments. In
many cases, 'seeking consent' is better described as 'joint decision-

making': the patient and health professional need to come to an agreement on
the best way forward, based on the patient's values and preferences and the
health professional's clinical knowledge.
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6.1 What does 'voluntarily' mean?

It has long been a principle of English common law that consent must be given
freely. This means without pressure or undue influence being brought to bear on
the patient. This pressure, or attempt to influence, could come from family
members, carers or other health professionals. Any attempt at coercion would
invalidate the consent.

The responsible health professional should satisfy him or herself that the
patient's decision is truly their own.

Trust staff should be aware of the Trust's safeqguarding adults policy which aims
to protect against abuse. Full details are included in the policy.

6.2 Who can give consent?

A person has the potential capacity to consent to an intervention if they are:
a) the patient
b) someone with parental responsibility for the patient

c) someone authorised to act on the patient's behalf such as an attorney
(appointed under a Lasting Power of Attorney or a court appointed deputy
— see section 10 and section 10.2 for consent relating to post mortem)

The Mental Capacity Act 2005 lays down clear guidelines for defining the
circumstances where a person may lack the capacity to consent. The question of
whether a person lacks capacity is both time and decision specific. This means it
is an assessment made at the time the decision needs to be made.

The Trust has implemented specific procedures and guidelines to be followed in
the event a patient lacks capacity to consent. Please refer to section 11 and see
also the Trust's form for adults who lack the capacity to consent to investigation

or treatment (form 4).

6.3 The provision of information

The provision of information is central to the consent process. Where relevant,
information about anaesthesia should be given alongside information about the
procedure.

Before patients can come to a decision about treatment, they need
comprehensible information about their condition and about possible treatments
or investigations and their alternatives, risks and benefits (including the risks and
benefits of doing nothing).

They also need to know whether additional procedures are likely to be
necessary as part of the procedure, for example a blood transfusion, or the
removal of particular tissue. Once a decision to have a particular treatment/
investigation has been made, patients need information about what will happen:
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where to go, how long they will be in hospital, how they will feel afterwards and
SO0 on.

Patients and those close to them will vary in how much information they want
from those who want as much detail as possible, including details of rare risks,
to those who ask health professionals to make decisions for them. There will
always be an element of clinical judgement in determining what information
should be given. However, the presumption must be that the patient wishes to
be well informed about the risks and benefits of the various options.

In considering what information to provide on risks, it is advisable to inform the
person of any 'significant, unavoidable or frequently occurring' risks, even if
small, any alternatives to the procedure as well as the risk(s) incurred by doing
nothing.

It is advisable that healthcare professionals give information about all significant
possible adverse outcomes and make a record of the information given in the
patient's notes.

The General Medical Council advises that medical discussions should focus on
the 'patient’s individual situation and risk to them' and sets out the importance of
providing the information in a balanced way, and checking the patient has
understood the information.

6.3.1 Documenting the discussion and provision of information to patients

The person obtaining consent should document the discussion and provision of
information to patients on the consent form.

In addition any written information provided including:

e what the treatment or procedure is likely to involve

¢ the risks and benefits of the procedure and any alternatives
must also be documented on the consent form to include the title, version
number, reference and date of the leaflet. Information leaflets provided to
patients as part of the consent process may be required in future for medico-

legal purposes; the Trust’s patient information policy sets out the archiving
process for patient information.

Where the patient makes clear (verbally or non-verbally) that they do not wish to
be given written information about the treatment proposed, this should be
documented on the consent form. It is important for the healthcare professional
to consider revisiting this decision as patients' wishes may change over time.

The patient can request a copy of their consent form, which must then be
provided for them (photocopied).
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Please also refer to section 14 below on the provision of information to patients
in other languages and formats, and for further sources of information which may
be helpful.

6.4 Open access clinics

Where patients access clinics directly, it should not be assumed that their
presence at the clinic implies consent to particular treatment. Please ensure that
patients have all the information they need before proceeding with an
investigation or treatment.

Before arrival at clinic, the patient's GP should have briefed the patient about
why they have been referred and their likely treatment so that the information
process starts before arrival at the hospital. In clinic, the health professional is
then expected to give more detail after diagnosis, in the form of a written
information sheet(s) or leaflet(s). The patient will have this information to take
away, read and understand at leisure and be able to ask further questions before
treatment. The patient may also be given a procedure specific consent form. The
information section of this document must be separated from the consent form
and given to the patient. The consent form remains with the health professional
to be scanned into the patient's notes in Epic (please refer to the scanning
process flowchart in appendix 4). The patient will then have adequate time to
make the decision.

6.5 Contacting health professionals outside of formal appointments

After an appointment with a health professional, patients will often think of further
guestions which they would like answered before they make their decision.
Where possible, it is much quicker and easier for the patient to contact the
healthcare team by phone than to make another appointment or to wait until the
date of an elective procedure (by which time it is too late for the information to
genuinely affect the patient's choice).

Consent forms include a section where contact details may be noted. Patient
information leaflets and patient letters should include contact details.

6.6 The need for written consent

Consent is often wrongly equated with a patient (or relative's in the case of
hospital post mortem) signature on a consent form. A signature on a form is not
proof of valid consent.

If a patient is rushed into signing a form on the basis of too little information the
consent may not be valid, despite the signature. Similarly, if a patient has given
valid verbal consent, the fact that they are physically unable to sign the form is
no bar to treatment.

It is good practice to seek written consent if any of the following circumstances
apply:
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6.7

e the treatment or procedure is complex or involves significant risks (the
term 'risk’ is used throughout to refer to any adverse outcome, including
those which some health professionals would describe as 'side-effects’ or
‘complications’)

e the procedure involves general/ regional anaesthesia or sedation
e providing clinical care is not the primary purpose of the procedure

e there may be significant consequences for the patient's employment,
social or personal life

e the treatment is part of a project or programme of ethically approved
research conducted by the Trust

If the patient has capacity, but has problems reading or writing, the principles of
informed consent still apply. Staff should attempt to obtain a unique identifying
mark or verbal consent from the patient and document this on the consent form.
It would be good practice for the mark to be witnessed by a person other than
the clinician seeking consent and for this to be recorded in the patient's case
notes.

It will not usually be necessary to document a patient's consent to routine and
low-risk procedures, such as providing personal care or taking a blood sample.
However, if you have any reason to believe that the consent may be disputed or
if the procedure is of particular concern to the patient (for example if they have
declined or become very distressed about similar care in the past), it would be
advisable to do so.

Withdrawal of consent

Patients with capacity may withdraw consent at any time, including after the
procedure has started (assuming it is safe and practical to do so). [See also
refusal of consent (section 12) and advance decisions to refuse treatment
(section 13).]

A patient may utter a cry of pain during a procedure which may be due to
discomfort rather than indicating a withdrawal of consent. It is for the practitioner
to establish the patient's wishes, assuming at all times it is safe and practical to
stop the procedure or treatment at that point. Once a procedure has started, the
practitioner should be careful to ensure that the patient has the capacity to
withdraw a previously given consent (eg the patient may still be affected by
anaesthesia).

The practitioner is entitled to continue the procedure if stopping would put the
patient's life at risk.

Cambridge University Hospitals NHS Foundation Trust Page 11 of 45

Consent for examination, treatment and post mortem
Version 12; Approved December 2019



Safety and quality support

7 Who should seek consent?
7.1 General principles

The health professional carrying out the procedure is ultimately responsible for
ensuring that the patient is genuinely consenting to what is being done: it is they
who will be held responsible in law if this is challenged later.

Where oral or non-verbal consent is being sought at the point the procedure will
be carried out, this will naturally be done by the responsible health professional.
However, teamwork is a crucial part of the way the NHS operates, and where
written consent is being sought it may be appropriate for other members of the
team to participate in the process of seeking consent.

In general, medical staff at SpR level and above are deemed capable of
performing procedures and therefore competent to seek patient consent. This
will also apply to some specialist nurses where they are taking consent form
procedures that they can perform. Junior doctors and most nursing staff will not
be considered competent to seek patient consent for procedures that they are
unable to perform unless they have first completed a formal delegated consent
training package relevant to the specialty they are working in with their
consultant and/ or SpR. Please note: This is only relevant to those departments
that delegate consent.

7.2 Delegation of consent for elective procedures

The Trust follows the principle that written consent for elective procedures will be
sought by staff that are capable of performing the procedure.

However, in some specialties consent is delegated to a staff member who is not
capable of performing the procedure. Senior staff who can perform the
procedures in question (consultant/ SpR/ educational supervisors) are
responsible for assessing the competency of delegated staff.

7.3 Consent delegation record

The patient information team will ask each clinical director to advise whether or
not consent is delegated in their area, and if so

e names and grades of staff who may conduct the training (eg consultants,
SpRs or educational supervisors)

e for which procedures
e specific grades of staff that consent will be delegated to

The staff groups nominated to conduct the training are responsible for assessing
the competency of delegated staff.

Responses will be entered onto the consent delegation spreadsheet and
monitored annually for accuracy by the patient information team.
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A copy of the updated record will be sent annually to medical staffing by the
patient information team.

7.4 Consent training

e Induction — all junior doctors and qualified nurses

Junior doctors (FY1, FY2s, CT1-2 and ST1-2) are provided with
e-learning modules on training tracker (as part of their corporate
induction) on the general principles of seeking consent.

Nursing staff/ midwives (all grades) will receive basic training on the
general principles of seeking consent on the qualified practitioners
orientation (QPO) programme as part of their induction.

e Specialty specific training — for those to whom consent is delegated

Staff to whom consent is delegated are required to undertake specialty
specific consent training. This training is provided by the nominated
individuals identified on the consent delegation spreadsheet through
completion of the relevant specialty consent competency training
package.

7.5 Consent competency training packages

Consent competency training packages are available on Connect for specialties
that delegate consent.

The consent competency training package covers both general consent issues
and specific information for the procedure(s) for which the delegate will be
obtaining consent including:

Department of Health and Trust requirements

the stages of seeking consent

who is responsible for seeking consent

where written consent may be required

the process for documenting consent

communication skills

the risks, benefits and alternatives relevant to the specific procedure

The 'general principles' form within the consent competency package will only
need to be completed by the staff member on their first placement within the
Trust. However, the specialty specific form must be completed on rotation to
each different specialty that delegate consent before the staff member can seek
consent. This may be appropriate as a new starter or when the trainer assesses
the individual as ready to be trained to take consent.

On completion of the consent competency training package, the staff member
providing the training should retain one copy, give the second copy to the
delegate and return the third copy either to:
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e medical staffing at Box 154 — for junior doctors — where details of the
training given will be entered onto the individual's record on the electronic
staff register, or

e patient information team at Box 132 - for nurses/ midwives —where a
consent competency will be entered onto the individual's record on MAPS

7.6 Process for following up those who have obtained consent for a procedure
without being assessed as competent to do so

Staff obtaining consent will be reviewed continually as part of the consent audit.
Where it is noted that consent has been taken by an individual who is not yet
capable of performing the procedure concerned the patient information team will
consult training tracker to ensure that individual has completed the general
consent module and also the electronic staff register (for junior doctors) and
MAPS (for nurses/ midwives) to check that the specialty specific consent training
competency has been completed.

Where no training records are available the following actions will be taken:

e Junior doctors: medical staffing will be informed; this will be followed up
by medical staffing with the relevant clinical director involved, and where
necessary will be escalated to the divisional director and then to the
deputy medical director who is responsible for overseeing consent

e Nurses: the programme manager for patient information will follow up
with the relevant clinical director and divisional lead nurse involved

8 How and when to seek consent: adults and children
8.1 The processes of consent: single and two or more stages

Where a patient formally gives their consent to a particular intervention, this
process of providing information, discussion and decision making is part of
'seeking consent'. This process may take place at one time, or over a series of
meetings and discussions, depending on the seriousness of what is proposed
and the urgency of the patient's condition.

8.1.1 Single stage process

In many cases, it will be appropriate for a health professional to initiate a
procedure immediately after discussing it with the patient. For example, during
an ongoing episode of care a physiotherapist may suggest a particular
manipulative technique and explain how it might help the patient's condition and
whether there are any significant risks. If the patient is willing for the technique to
be used, they will then give their consent and the procedure can go ahead
immediately. In many such cases, consent will be given orally but a written
record in clinical notes should still be made.
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If a proposed procedure carries significant risks, it will be appropriate to seek
written consent, and health professionals must take into consideration whether
the patient has had sufficient chance to absorb the information necessary for
them to make their decision. As long as it is clear that the patient understands
and consents, the health professional may then proceed.

8.1.2 Two or more stage process

In most cases where written consent is being sought, treatment options will
generally be discussed well in advance of the actual procedure being carried
out. This may be on just one occasion (either within primary care or in a hospital
outpatient clinic), or it might be over a whole series of consultations with a
number of different health professionals.

The consent process will therefore have at least two stages:

1. the provision of information, discussion of options and initial (oral)
decision, and

2. the confirmation that the patient still wants to go ahead

Patients receiving elective treatment or investigations for which written consent
is appropriate should be familiar with the contents of their consent form before
they arrive for the actual procedure.

They can be invited to sign the form confirming that they wish treatment to go
ahead at any appropriate point before the procedure: in outpatients, at a pre-
admission clinic, or when they arrive for treatment. The health professional
taking consent from the patient must complete all sections of the consent form
with the patient present; it should, under no circumstances, be completed prior to
the patient's appointment.

The patient can request a copy of the consent form, which can be photocopied
by a member of staff.

If a form is signed before the day of the patient's procedures/ treatment, a
member of the healthcare team must check with the patient on the day of the
procedure whether they have any further concerns, questions or whether their
condition has changed.

8.2 Confirmation of consent

If a consent form is signed at any time in advance of the day of the procedure (ie
more than 24 hours), a health professional involved in the patient's care on the
day of the procedure should check with the patient or their carer that they still
wish to proceed.

Surgical procedures:

If the consent form has already been scanned into the patient’s electronic
records in epic, completion of the WHO checklist on epic can be accepted as
confirmation that consent has been reconfirmed with the patient.
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8.3

Non-invasive procedures:

If the consent form has already been scanned into the patient’s electronic
records in epic, the health professional must print this from the system. They
should then sign the consent form to confirm that the patient still wishes to go
ahead and has had any further questions answered. The updated consent form
will then need to be scanned back into the patient’s electronic records in Epic.

Any member of the healthcare team can provide the confirmation signature as
long as they have access to appropriate colleagues to answer questions they
cannot handle themselves.

When confirming the patient's consent and understanding, it is advisable to use
a form of words which requires more than a yes/no answer from the patient; for
example beginning with “tell me what you're expecting to happen,” rather than “is
everything all right?”

While administrative arrangements will vary, it should always be remembered
that for consent to be valid, the patient must feel that it would have been
possible for them to refuse or change their mind. It will rarely be appropriate to
ask a patient to sign a consent form after they have begun to be prepared for
treatment (for example, by changing into a hospital gown), unless this is
unavoidable because of the urgency of the patient's condition.

Similarly, if new information becomes available regarding the proposed
treatment between the time when consent was sought and the date of the
procedure, a member of the healthcare team should inform the patient and
reconfirm consent. If the treatment is changed, a new consent form must be
completed.

Consent for anaesthesia

Where an anaesthetist is involved in a patient's care, it is their responsibility (not
that of a surgeon) to seek consent for anaesthesia, having discussed the
benefits and risks.

In elective treatment it is unacceptable for a patient not to have received
information about anaesthesia until their pre-operative visit from the
anaesthetist: at such a late stage the patient will not be in a position to genuinely
make a decision about whether or not to undergo anaesthesia.

Patients should therefore either receive a general leaflet about anaesthesia in
outpatients, or have the opportunity to discuss anaesthesia in a pre- assessment
clinic.

The anaesthetist should ensure that the discussion with the patient and their
consent is documented in the anaesthetic record, in the patient's medical
records or on the consent form.
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Where the clinician providing the care is personally responsible for anaesthesia
(eg where local anaesthesia or sedation is being used), then he or she will also
be responsible for ensuring that the patient has given consent to that form of
anaesthesia.

In addition, where general anaesthesia or sedation is being provided as part of
dental treatment, the General Dental Council currently holds dentists responsible
for ensuring that the patient has all the necessary information. In such cases, the
anaesthetist and dentist will therefore share that responsibility.

8.4 Seeking consent in an emergency

A healthcare professional's legal duty is to care for the patient and take
reasonable steps to prolong the patient's life, acting always in the patient's best
interests.

The Reference Guide advises that in an emergency, if a decision needs to be
made urgently and where there may be doubt as to the appropriateness of
treatment, "there should be a presumption in favour of life-sustaining treatment"”.

Clearly in emergencies, the two stages (discussion of options and confirmation
that the patient wishes to go ahead), will follow straight on from each other, and
in these situations healthcare professionals should use the patient's medical
records to document any discussion and the patient's consent.

The urgency of the patient's situation may limit the quantity of information that
they can be given, but should not affect its quality.

If there is any doubt as to which consent form should be used, use
Form 4 (for patients who lack the capacity to consent).

For cases of potential suicide, where the patient is unconscious, the Reference
Guide advises that the patient “should be given emergency treatment if any
doubt exists as to either their intentions or their capacity when they took the
decision to attempt suicide”.

8.5 Seeking consent from children and young persons

The legal position on consent varies according to the age of the young person.

85.1 Young persons

A young person, aged 16 to 17, is legally presumed to be capable of consenting
to their own medical treatment. As with adults, for the consent to be valid it must
be given voluntarily, by an appropriately informed young person capable of
consenting to that particular intervention. However, if a young person refuses
consent, depending on the circumstances, this refusal can be overridden by
either a person with parental responsibility or the court (see section 11).
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The test to establish whether or not a young person has capacity is the same for
adults. However, if the young person is overwhelmed by the implications of the
decision, the Mental Capacity Act does not apply to those aged under 18 and the
legality of the treatment will be assessed in accordance with common law
principles.

If the young person is capable of giving consent, it is good practice to involve the
young person's family in the decision making process. While it is not legally
necessary to do so it would be an unusual situation to proceed in the face of
parental opposition and in any such situation staff are advised to consult with
senior colleagues and/ or the assistant director of medico-legal and patient
experience on extension 2123.

8.5.2 Children aged less than 16:
Gillick Competence (also known as the Fraser Guidelines)

Children aged under 16 years of age may consent to a proposed medical
procedure or the storage and use of their tissue if they are competent to do so.
In the Gillick case, the court held that a child is considered to be competent to
give valid consent to a proposed intervention if they have sufficient intelligence
and understanding to enable them fully to understand what is involved. Seeking
consent from children is dealt with in the Department of Health's guide Seeking
consent: working with children.

It is also important to remember that the consent from the child or young person
must still be given voluntarily, and free of the influence or pressure from family
members or others. The healthcare professional must be satisfied the decision is
that of the child or young person concerned.

8.5.3 Treatment of young children who are not Gillick competent

Only people with parental responsibility are entitled to give consent on behalf of
their children. Staff must be aware that not all parents have parental
responsibility for their children. Details of those persons who have parental
responsibility are set out in appendix 1.

If there is any doubt about whether the person with the child has parental
responsibility for that child, it is important to establish this before consent can be
taken. The consent form asks the person signing the form, where that is not the
patient, to confirm that s/he is a person with parental responsibility for the patient
concerned. Under the Civil Partnerships Act 2004 civil partners are able to apply
for parental responsibility for their civil partner's child.

When babies or young children are being cared for in hospital, it is deemed
impracticable to seek parental consent on every occasion for every routine
intervention such as blood tests, urine tests or x-rays. However, you should
remember that, in law, such consent is required.

Where a child is admitted, you should therefore discuss with their parent(s), or
those with parental responsibility, what routine procedures will be necessary,
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and ensure that you have their consent for these interventions in advance. If
parent(s), or those with parental responsibility, specify that they wish to be asked
before particular procedures are initiated, you must do so, unless the delay
involved in contacting them would put the child's health at risk.

8.6 Consent to blood transfusion
According to SABTO recommendations, valid consent for blood transfusion
should be obtained and documented in the patient’s clinical record by the
healthcare professional
https://www.gov.uk/government/uploads/system/uploads/attachment data/file/21
6586/dh_130715.pdf)
Where possible, consent should be obtained as part of the main procedure or
patient’s treatment pathway (for example surgery or chemotherapy). Patients
must also receive the patient information leaflet for blood transfusion.

9 The process for recording consent:
generic consent forms

9.1 Use of consent forms
For significant procedures, it is essential for healthcare professionals to clearly
document a patient's agreement to the procedure, the discussions which led up
to that agreement and the written information that has been provided to the
patient. Ensure that writing is legible.

9.1.1 Completing the forms
The generic consent forms provide space for a health professional to record that
information has been given to patients including its title, version number,
production date and reference number. The healthcare professional providing
the information must be competent to do so either because they themselves
carry out the procedure, or because they have received specialist training in
advising patients about this procedure, have been assessed and are aware of
their own knowledge limitations. Please refer to section 6.3 for provision of
information and section 8.1.2 for further information.
If the patient signs the form in advance of the procedure (for example in
outpatients or at a pre-assessment clinic), a healthcare professional involved in
their care on the day should sign the form to confirm that the patient still wishes
to go ahead and has had any further questions answered.
Please refer to section 8.2 for further information.

9.1.2 'Procedure completed' stamps
Once the procedure has been completed, the front page of the consent form
should be stamped 'procedure completed' using the stamp available in clinical
areas. This will prevent any risk of the consent form being re-used.
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9.13

9.14

9.2

The team member will stamp in the area provided on the front of the consent
form and not over any handwritten information. Application of this stamp will be
audited in the consent audit.

Responsibility of the health professional

It is the health professional's responsibility to:

e ensure that when they require colleagues to seek consent on their behalf
they are confident that the colleague is competent to do so

e work within their own competence and not to agree to perform tasks
which exceed that competence

If any member of staff feels he or she is being pressurised to seek consent when
they do not feel competent to do so, they should contact the programme
manager for patient information on extension 254968.

Completed forms

Completed forms must be stored and prepared for scanning into Epic as detailed
in the flowchart in appendix 5 (to be added). Any changes to a form made after
the form has been signed by the patient should be initialled and dated by both
patient and health professional.

Generic consent forms

There are four versions of the standard generic consent form:

e Form 1 for adults and children (a person with parental responsibility must
sign where the child or young person cannot give consent for themselves)

e Form 2 for neurosurgery, spinal surgery and vitreoretinal surgery (relating
to 'high risk tissues' and containing additional mandatory questions about
CJD)

e Form 3 for patients who refuse to have a blood transfusion
(supplementary to consent form 1)

e Form 4 for adults who lack the capacity to consent for investigation or
treatment

Forms 1 and 2 and accompanying information laminates can be ordered via
Oracle.

Procedure specific consent forms also exist and can be developed. Please
contact patient information on extension 2032 for assistance. The process of
production, review, approval and publication of procedure specific consent forms
is within the 'patient information policy'.

Please refer to adults who lack capacity (section 11) for a detailed discussion
relating to form 4 and for further information.
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9.3
9.3.1

9.3.2

9.3.3

Particular consents contained within the generic forms

CJD: the question in generic Form 1 follows the national guidance issued
in July 2009

CJD is thought to be caused by the build up of an abnormal protein called a
'prion’. As there is no effective way to decontaminate surgical instruments used
on a patient with known or suspected CJD, or who may be ‘at risk' of CJD, there
is a possibility the prions may remain after normal decontamination. This is
particularly important for operations on the brain, spinal cord and back of the eye
as these parts of the body contain the largest amount of abnormal prion protein.

Therefore, for patients undergoing neurosurgery, spinal surgery or vitreoretinal
surgery there is a dedicated consent Form 2 which must be used. This form
contains additional mandatory questions which have been designed to cover all
the situations and different groups of people who may be at increased risk of
CJD.

What to do if a patient answers 'yes' to a CID question

If a patient answers 'yes' to any CJD question the responsible healthcare
professional treating the patient should immediately inform infection

control on extension 3497 (in hours via bleep number 152-198) or the on-call
medical microbiologist (out of hours via the hospital contact centre) and the
theatre co-ordinator at all times (24 hour bleep number 152-585).

When calling, the member of staff should ensure the patient's case notes are
available.

A positive answer about CJD does not preclude the patient's treatment but
may mean special precautions have to be taken with the instruments required.

Consent to involvement of students

Patients should be informed about the staff involved with their care. Where a
student proposes to conduct an examination which is not essential to the
patient's care but is solely for training purposes, it is essential to seek consent
for this process. If the procedure the student is carrying out is to further the
patient's care (such as taking a blood sample) it is also good practice to inform
the patient that the clinician is a student although it is not a legal requirement to
do so.

Human Tissue Act

The Human Tissue Act 2004 (‘the Act') and the Human Tissue (Quality and
Safety for Human Application) Regulations 2007 (‘the Regulations') set out a
legal framework for the storage and use of tissue from the living and for the
removal, storage and use of tissue and organs from the deceased. This includes
'residual’ tissue following clinical and diagnostic procedures.
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The Act established the Human Tissue Authority (HTA) as the regulatory body
for all matters concerning the removal, storage, use and disposal of human
tissue (excluding gametes and embryos) for scheduled purposes.

The Act, Regulations and the HTA'’s codes of practice contain consent
provisions on:

¢ the storage and use of relevant material from the living

e the storage and use of the deceased

e the removal, storage and use of ‘relevant material' (material other than
gametes which consists of or includes human cells) from the deceased

The Trust is licensed to cover specific activities relating to:

the storage and use of tissue for specific therapeutic uses
undertaking research on tissue

undertaking of post mortems

transplantation activities

Tissue (including blood) removed as part of a procedure or treatment can be
anonymised and used for teaching or quality control. Patients are advised as
part of the consent process and documentation that this may occur, however
they are not asked for permission.

The Trust requires that patients should be given the opportunity to refuse
permission for tissue taken from them during surgery or other procedures to be
used for research purposes. The tick boxes on the consent form allow the
patient to record their consent to tissue being taken for research. The patient is
informed that any tissue (including blood) removed as part of the procedure or
treatment may be stored and used for ethically approved research.

Explicit consent is not necessary for public health surveillance using the unlinked
anonymous method. The only unlinked anonymous surveillance undertaken at
the Trust relates to anonymous HIV and hepatitis surveillance. Written
information regarding this is available in clinic 1A.

Tissue samples may be used for quality assurance purposes without requiring
specific patient consent provided there is an active policy of informing patients of
such use. This is essential to ensure the high quality of service which all patients
have the right to expect. Wherever possible, samples of tissue used in this way
should be anonymised or pseudonymised.

For further information about obtaining ethical approval for a research project,
please refer to: http://www.cuh.org.uk/research-and-development/for-
researchers

For further information regarding consent and the use of human tissue, please
refer to the HTA code of practice for consent:
https://www.hta.gov.uk/sites/default/files/files/HTA%20Code%20A.pdf
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10 Specialist consents
10.1 Audio and visual recordings (including photography)

Consent should be obtained for any such recording, including photography, and
staff should explain to the patient the purpose and possible future use of the
material.

Reference should be made to the Trust's illustrative recordings of patients:
Confidentiality, consent, copyright and storage. Photographic and video
recordings made for clinical purposes form part of a patient's record. Health
professionals should always ensure that they make clear in advance, with
appropriate written consent, if any photographic or video recording will result
from a procedure.

Consented photographic and video recordings which are made for treating or
assessing a patient, ie for the patient's medical records, must not be used for
any purpose other than the patient's care or the audit of that care. If a member of
staff wishes to use such a recording for education, publication or research
purposes, s/he must seek further written consent, ensuring that the person
giving consent is fully aware of the possible uses of the material. In particular,
the patient must be made aware that it may not be possible to control future use
of the material, including the fact that it may not be possible to withdraw, once it
has been placed in the public domain.

If a member of staff wishes to make a photographic or video recording of a
patient specifically for education, publication or research purposes, s/he must
first seek the patient's written consent (or where appropriate that of a person with
parental responsibility) to make the recording, and then seek consent to use it.

If a consented recording is taken for teaching purposes and the patient decides
that they are not happy for any recording to be used, the consent level will
reduce to use in the patient's medical records only.

The consent form requires the patient to tick a box to agree to photography
taken for this purpose. Staff must ensure that the person giving consent is fully
aware of the possible uses of the material.

Retrospective consent can be obtained in cases where a recording is to be
made specifically for education, publication or research purposes but the patient
is temporarily unable to give or withhold consent because, for example, s/ he is
unconscious. In such cases, staff may make such a recording, but must seek
consent as soon as the patient regains capacity. The recording must not be used
until consent for its use has been received, and if the patient does not consent to
any form of use, the recording must be destroyed.

If the patient is likely to be permanently unable to give or withhold consent for a
recording to be made, consent should be sought from the next of kin. There
must not be any use of the recording which might be against the interests of the
patient.
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10.2 Post mortems

A hospital post mortem examination can be carried out with the prior consent of
the deceased person, the consent of their nominated representative or the
consent of a person in a qualifying relationship.

When undertaking a post mortem, discussions with the patient or relatives can
take place in hospital prior to that person's death. Relatives may know the
person's wishes in respect of, for example, donating organs for transplantation.
These discussions must be documented.

Families should be given the opportunity to understand why a post mortem is
indicated, the process involved and their rights in the decision making. The
decision should include:

1. a basic explanation of what happens in a post mortem examination
the benefits, possible outcome and possible alternatives
information about tests needed

how results of the investigation will be reported

a bk 0D

options for what will happen to the body or residual tissue

For further information, please refer to paragraph 39 of the code of practice for
post mortems:
http://www.hta.gov.uk/legislationpoliciesandcodesofpractice/codesofpractice/cod
e3post-mortem.cfm

10.2.1 Who can seek consent?

For post mortem, the person seeking consent for an adult will be one of the
bereavement care services team, adopting a team approach with the clinician
who had treated the patient. The person seeking consent for a baby or child will
be a clinician from either the obstetric or paediatric department. All persons
taking post mortem consent must be specifically trained in the HTA guidelines.

10.2.2 Consent to post mortem

Where an adult has, whilst alive and competent, given consent for post mortem
following their death, then that consent is sufficient for the activity to be lawful
and takes precedence over anyone else's wishes.

If the family or those close to the deceased person object to the post mortem
being carried out, for whatever purpose, when the deceased person (or his/ her
nominated representative — see below) has explicitly consented, clinicians
should seek to discuss the matter sensitively with them. They should be
encouraged to accept the deceased person's wishes and it should be made
clear that they do not have the legal right to veto or overrule those wishes.
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10.2.3 Tissue from the deceased — nominated representative

If a deceased adult has neither consented to nor specifically refused any
particular donation or the removal, storage or use of their body or tissue or
scheduled purposes, those close to them should be asked whether a nominated
representative was appointed to take those decisions. A nominated
representative is empowered to make that decision.

10.2.4 Tissue from the deceased — qualifying relationships

If the deceased person has not indicated their consent (or refusal) to post
mortem, removal, storage or use of their body or tissue for scheduled purposes,
nor appointed a hominated representative (or the nomination has been
disregarded), then the appropriate consent can be given by someone in a
‘qualifying relationship' to the deceased immediately before their death.

Those in a qualifying relationship to the deceased person are (in order of
priority):

a) spouse or partner (including civil or same sex partner)

b) parent or child (in this context a 'child' can be any age)

c) brother or sister

d) grandparent or grandchild

€) niece or nephew

f) stepfather or stepmother

g) half-brother or half-sister

h) friend of long standing

10.2.5 Tissue from the deceased — children

The position of a child who, before they died, was competent to reach a decision
and gave consent for one or more of the scheduled purposes to take place after
their death, is no different from that of an adult.

If a child did not make a decision, or was not competent to make a decision, the
Act makes clear that the appropriate consent will be that of a person with
parental responsibility for the child. The consent of only one person with parental
responsibility is necessary.

The Trust uses post mortem consent forms based on the model produced by the
HTA for adults. Separate consent forms exist for babies and children's post
mortems. These are based on the models produced by SANDS (Stillbirth and
Neonatal Death Charity). Consent forms are available, together with
accompanying post mortem information leaflets, from the bereavement care
team and/ or children's services. They are available to view on connect.

Contact the bereavement care services team for information on post mortems on
extension 3537.

Cambridge University Hospitals NHS Foundation Trust Page 25 of 45

Consent for examination, treatment and post mortem
Version 12; Approved December 2019



Safety and quality support

10.2.6

10.3

10.4

Right for the person consenting to the post mortem to change their mind

There is a short period in which the person qualified to give consent for post
mortem can change their mind or withdraw consent, even after they have signed
the form. The healthcare professional taking consent must complete the relevant
section on the post mortem consent form, providing a contact name, telephone
number and the date and time by which this should be communicated.

Organ donation

The Trust follows the
NHS United Kingdom Hospital Policy for Organ and Tissue Donation.

For further information or queries regarding organ donation, contact the donor
co-ordinators on 24 hour pager 08700555500 — pager humber DC 04.

The HTA has issued a
Code of Practice — Donation of organs, tissue and cells for transplantation.

Genetic screening

Screening (which may involve testing) healthy or asymptomatic people to detect
genetic predispositions or early signs of debilitating or life threatening conditions
can be an important tool in providing effective care.

Consent to genetic screening differs from the consent of an individual
undergoing treatment because there are potential implications of genetic
screening. Families are involved, and the term 'family’ covers extended sets of
relatives linked by blood or by marriage. Families may share genetic traits;
genetic screening may discover information about people that have never been
screened nor consented to screening. Also, a test result will give the individual
tested no certain prediction but a range of possibilities that may be quite wide.

Anyone considering whether to consent to screening must be able to make a
properly informed decision. As far as possible, it is important to ensure that
screening would not be contrary to the individual's interest. Particular attention
must be paid to ensuring that the information the person wants or ought to have
is identified and provided. The following should be carefully and clearly
explained:

the purpose of the screening

the condition to which the genetic screening may give rise:
o how serious is it?
o how variable is it in its effects?
o what are the therapeutic options?

the way in which the disorder is transmitted

the likelihood of positive/ negative findings and possibility of false positive/
negative results
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e the uncertainties and risks attached to the screening process

e any significant medical, social or financial implications of screening for the
particular condition or predisposition

o follow up plans, including availability of counselling and support services

e the procedures for informing individuals of the results, both positive and
negative, and what will be done with the samples

e information about the implications of screening positive individuals for
their future/ existing children and for other family members

e a warning for pregnant women that genetic screening may reveal
unexpected or awkward information

When screening children, or adults who are not able to decide for themselves,
reference should be made to the relevant previous sections. In appropriate
cases, account should be taken of the guidance issued by bodies such as the
Advisory Committee on Genetic Testing.

For further information or queries regarding consent to genetic screening,
contact medical genetics on extension 2446 or (from outside the Trust)
01223 216446.

10.5 Research

When carrying out or participating in research involving patients or volunteers, it
is particularly important to ensure that:

e the research is not contrary to the individual's interests

e participants understand that it is research and that the results are not

predictable

Research policies within the Trust are informed by the Department of Health's
Research Governance Framework for Health and Social Care, which sets out a
framework for the governance of research in health and social care.

10.6 Gametes

It is a legal requirement under the Human Fertilisation and Embryology Act
1990 (as amended by the Human Fertilisation and Embryology Act 2008) that
consent must be obtained in writing before a person's gametes can be used for
the treatment of others, or to create an embryo in vitro. Consent in writing is also
required for the storage of gametes. Information and an opportunity to receive
counselling must be provided before consent is given.

Where these requirements are not satisfied, it is unlawful to store or use the
person's gametes for these purposes.

For more guidance please consult the Reference Guide.
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11

111

11.2

Adults who lack capacity —
Mental Capacity Act 2005 ('MCA")

Introduction

Touching a patient without valid consent may constitute the civil or criminal
offence of battery. In most cases gaining valid consent is straightforward, as
most patients are clearly able to understand the information presented.

Under English law, no-one can consent on behalf of an adult who lacks capacity
unless:

(i) they have been authorised to do so under a Lasting Power of Attorney

(if) they have the authority to make treatment decisions as a court appointed
deputy

Subject to the above exceptions, other people including family members, carers
or members of the healthcare team cannot consent on behalf of such an adult.
The MCA does however contain provisions setting out when it is lawful to carry
out examinations or treatment on an adult who lacks capacity.

It is important that all clinicians have a clear understanding of the relevant issues
relating to capacity to consent to treatment and how to assess the patient's
capacity to make decisions, especially in respect of consent to treatment. If you
have any concerns about your ability to adequately assess capacity to consent
you must involve a senior colleague.

The Mental Capacity Act has five key principles:

1. Presumption of capacity to consent — every adult has the right to make
their own decisions.

2. Individuals must be supported to make their own decisions.

3. They have the right to make their own eccentric decisions or what may be
seen to be an unwise decision.

4. Anything done for/ on behalf of those lacking capacity must be in their
best interests.

5. Anything done for/ on behalf of those lacking capacity must be the least
restrictive of their basic rights and freedoms.

The scope of the MCA includes all decisions ranging from mental capacity to
make day to day decisions to more serious decisions about where to live,
whether to have an operation, financial matters, and wills.

Definition of capacity

The MCA defines a person who lacks capacity as:
"a person who is unable to make a decision for themselves because of an
impairment or disturbance in the functioning of their mind or brain."
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It does not matter if the impairment or disturbance is permanent or temporary.
There is a two stage test to assess capacity:

(i) is there a disturbance of, or impairment in, the functioning of the person's
mind or brain and

(i) if so, is the disturbance or impairment sufficient that the person lacks the
capacity to make that particular decision?

It is important to note that this is therefore a time and decision specific
assessment. It is this particular decision and not decisions in general.

A person is unable to make a decision if they cannot demonstrate one or more of
the following:

e the ability to understand information

e the ability to retain that information

e the ability to use or weight the information
e the ability to communicate a decision

The health professional must consider whether the patient is able to:

e understand in simple terms what the treatment is, its purpose and nature
and why it is being proposed

e understand the principal benefits, risks and alternatives of the treatment
being proposed

e understand in broad terms what will be the consequences of not receiving
the treatment

e retain the information for long enough to make an effective decision
e make a free choice (ie free from pressure)

e communicate their decision (and if not, whether they can be helped to do
S0)

It is important that assessments of capacity are recorded in the medical notes
and form 4 is completed. The identity of the clinician making the assessment
must be recorded. In more complex cases, the assessment should be made by
one of the more senior doctors in the team, bearing in mind the possible legal
consequences. Guidance on assessing capacity is given in chapter 4 of the
MCA Code of Practice.

In assessing a patient's capacity, clinicians must use the Trust's consent form 4,
which is combined with the mental capacity assessment form.

11.3 Patients who lack capacity
If a patient appears to lack capacity to consent to treatment, first consider
whether anything can be done to improve the situation.
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114

For example, for patients with learning disabilities, the presentation of pictorial
materials and repeating the explanations are often useful. If patients are
receiving sedation, this may need to be reviewed or reduced. Consider involving
specialist colleagues, such as learning disability teams or speech and language
therapists, unless the urgency of the situation prevents this.

For patients who do not speak English as a first language, an interpreter may be
needed. Sometimes it will be a question of waiting and giving the patient
sufficient time to consider. Other members of the clinical team may contribute by
helping the patient to absorb the information and reflect upon it.

In either of the above situations, consider whether the Trust's hospital
communication book may help with pictures and translations of some key
hospital situations.

For patients where a procedure is carried out without consent because of
incapacity, consent form 4 should be completed.

In the absence of capacity and in the absence of any earlier valid advance
direction from the patient, there is a duty of care to take such action as is
immediately necessary to preserve life or prevent deterioration, so long as such
action is judged by the clinician to be in the best interests of the patient.

In the case of a proposed sterilisation operation for an individual who lacks the
capacity to make a decision about this procedure, applications should first be
sought from the Family Division of the High Court. Contact the assistant director
of medico-legal and patient experience on extension 2123 for advice and to
arrange for application.

Lasting Power of Attorney (LPA)

An adult over 18 years of age may appoint an attorney to look after their health
and welfare decisions. Known as a 'personal welfare LPA', it authorises the
attorney to make decisions, according to the terms laid down, as valid as if they
were made by the person themselves.

There are prescribed forms and criteria which such appointments must meet.
These are laid down by the Office of the Public Guardian.

Staff should ask to receive a copy of the LPA to understand the extent of the
appointment. More information is available from the Office of the Public
Guardian.

Staff should also be aware that a patient may appoint more than one attorney to
act on his or her behalf. Unless the patient has specified otherwise, any such
attorneys should act jointly. For specific guidance please seek advice from the
assistant director of medico-legal and patient experience on extension 2123.
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11.5

11.6

11.6.1

Court appointed deputies

Where a person lacks capacity the Court of Protection can make an order
making a decision on their behalf. If for some reason this is not possible, the
court may appoint a deputy to make a decision on behalf of the person who
lacks capacity. Any decision made must be in the patient's best interests.

Any such appointment would only be made in difficult cases where there was no
other way of settling the matter in the best interests of the person who lacks
capacity. (It could therefore be helpful to know if there has been a history of
family disputes.)

If a court appointed deputy has been appointed, it is the deputy and not
the healthcare professional who makes the treatment decision. However, a
deputy cannot counter the decision made by an attorney appointed under an
LPA made before the person lacks capacity.

A deputy cannot refuse consent to the provision of life saving treatment (this
decision can only be made by the Court). It is also important to note that the
deputy can only act in accordance with the terms of his or her appointment. If
these were not considered sufficient, application must be made back to the
court.

Staff should ask to see a copy of the appointment setting out the terms for which
the deputy has been appointed.

For further information, please seek advice from the assistant director of medico-
legal and patient experience on extension 2123.

Independent mental capacity advocates (IMCAS)

Where a person lacks capacity, an NHS body is proposing 'serious medical
treatment' (see below) and the patient has no-one to speak for them other than
paid care staff, the MCA has imposed a duty on the NHS body to appoint an
IMCA.

Serious medical treatment

The definition of ‘serious medical treatment’ is set out in detail at section 10.42 of
the MCA Code of Practice and is defined as:

"Treatment which involves giving new treatment, stopping treatment which
has already started, or withholding treatment which could be offered in
circumstances where:
e if a single treatment is proposed there is a fine balance between the
likely benefits and the burdens to the patient and the risks involved
e a decision between the choice of treatments is finely balanced, or
e what is proposed is likely to have serious consequences for the
patient.”
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'Serious consequences' are those which could have a serious impact on this
particular patient, either due to the treatment or its wider implications. It would be
difficult to specify all procedures which would fall into this category; some are
listed in the Code of Practice. Ultimately, whether a treatment falls within this
definition will depend on the particular circumstances and consequences for the
patient concerned.

While an IMCA is to be consulted on what is best for the patient, there is no
need for the IMCA to sign the consent form. IMCASs are not decision makers but
are there to support and represent the patient in accordance with the MCA.

11.6.2 Other areas where IMCAs can help

If decisions are being made relating to adult protection or a care/
accommodation review, statutory organisations may refer to IMCA (there is no
duty) if they feel it would be of benefit to the person to have an IMCA to
represent them.

The MCA gives IMCAs a right to access information about the patient, providing
it is considered relevant information by the person holding the record.

Referrals for an IMCA are made to Voiceability who has been commissioned by
Cambridgeshire Local Authority to provide this service. The service is available
weekdays 09:00-17:00.

For a referral to Voiceability, staff should contact the assistant director of
medico-legal and patient experience on extension 2123.

IMCA referral line: 0845 6500081
email:imca@voiceability.org; www.voiceability.org

11.7 Involvement of family and others

The MCA states that healthcare professionals must, as far as is possible, consult
other people if it is appropriate to do so, and take any such persons' views into
account as to what would be in the best interests of the patient.

There is space on consent form 4 for family members to sign to evidence that
they have been consulted. If they choose not to do so, or are not available in
person and hence are consulted over the telephone, it is recommended that this
is recorded in the patient's notes, and noted on the form. It is not compulsory for
family members or other persons to sign the form.

Clinicians should demonstrate in their record keeping that the final decision
made has been based on all available evidence and has taken into account any
conflicting views.
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11.8

12

12.1

What if there is a problem?

For any problems arising in connection with any of the issues contained in this
aspect of the policy, please contact the assistant director of medico- legal and
patient experience on extension 2123.

Refusal of consent

If the process of seeking consent is to be a meaningful one, refusal must be one
of the patient's options. An adult patient with capacity is entitled to refuse any
treatment, except in circumstances governed by the Mental Health Act 1983.
The situation for children is more complex: see the Department of Health's
‘Seeking consent: working with children’ for more detail. The following
paragraphs apply primarily to adults.

If, after discussion of possible treatment options, a patient refuses all treatment,
this fact should be clearly documented in their notes. If the patient has already
signed a consent form, but then changes their mind, you (and where possible
the patient) should note their withdrawal on the form.

Where a patient has refused a particular intervention, you must ensure that you
continue to provide any other appropriate care to which they have consented.
You should also ensure that the patient realises they are free to change their
mind and accept treatment if they later wish to do so. Where delay may affect
their treatment choices, they should be advised accordingly.

If a patient consents to a particular procedure but refuses certain aspects of the
intervention, you must explain to the patient the possible consequences of their
partial refusal. If you genuinely believe that the procedure cannot be safely
carried out under the patient's stipulated conditions, you are not obliged to
perform it. You must, however, continue to provide any other appropriate care.
Where another health professional believes that the treatment can be safely
carried out under the conditions specified by the patient, you must on request be
prepared to transfer the patient's care to that health professional.

Refusal of treatment by a child or young person

If a young person or Gillick competent child refuses potentially life-saving
treatment or treatment which would prevent severe permanent injury, it is
possible such refusal could be overruled.

While court decisions made before the Human Rights Act 1998 (HRA) suggest
that a parent can consent on behalf of their child, where the child refuses any
such treatment this has not been tested post the HRA. It would therefore be
prudent to seek immediate advice in such a case. For advice please contact the
assistant director of medico-legal and patient experience on extension 2123.

If a life saving emergency arose where consultation with either a parent or the
court was impossible, the courts have advised that doubt should be exercised in
favour of the preservation of life.
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12.2

13

Change of mind to a post mortem

Please refer to the section on post mortems above (section 10.2).

Advance decisions to refuse treatment

Advance decisions were previously known as ‘living wills’ or ‘advance directives’.
If a person has made a valid and applicable advance decision to refuse
treatment, this has the same force as a contemporaneous decision to refuse
treatment.

While this has been the rule of ‘common law’, this principle now has statutory
effect following enactment of the MCA. For full details please refer to the Trust's
advance statements, advance decisions, and Lasting Powers of Attorney in
relation to future medical treatment policy. Details are also set out in chapter 9 of
the MCA Code of Practice but in summary the key elements are:

e the person must be 18 or over

the person must have capacity to make the decision
e it must be clear which treatment(s) is/are being refused

e if this concerns life saving treatment, the advance decision must be in
writing (either written by someone else or recorded in healthcare notes),
signed and witnessed and must state clearly it applies even if life is at risk

e the advance decision can be withdrawn at any time by a person with
capacity

Except in circumstances governed by the Mental Health Act 1983, healthcare
professionals must follow a valid and applicable advance decision, even if it will
lead to death. If they do not, the Reference Guide advises that they could face
criminal prosecution or liability. If a healthcare professional disagrees in principle
with a decision to refuse life-saving treatment, care should be transferred to
another healthcare professional.

The Reference Guide advises that where a doctor is unable to carry out the
wishes of a patient, their duty is to find another doctor who will do so .
Clinicians are also advised to follow the advice of their professional
organisations (such as the British Medical Association). For a more detailed
explanation and guidance on how to proceed, staff must refer to the full policy as
indicated above.

It is imperative that health professionals follow the MCA Code of Practice. If
there is genuine doubt or disagreement about an advance decision's existence,
validity or applicability, reference should be made to the Court of Protection. For
advice on this, please contact the assistant director of medico-legal and patient
experience on extension 2123.
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14 Further information, other languages and formats
14.1 Patient safety contacts

e assistant director of medico-legal and patient experience on
extension 2123

e head of patient safety on extension 2112

e on-call manager (via hospital contact centre)

14.2 Patient advice and liaison service (PALS)

PALS (extension 2756 or 57257) aims to provide help, advice, support and
information and listen to your suggestions and concerns.

Information about PALS can be found at www.cuh.org.uk/pals.

14.2.1 Other services within the information centre

e Citizens Advice Bureau — general practical advice on any benefit,
housing, employment rights, family matters or debt problems.

e Disability Cambridgeshire — specialist information and advice service for
disabled people and carers:
o disabled benefits
community care
leisure
transport
access

o O O O

14.3 Patient information

Please refer to the patient information policy for guidance on developing patient
information produced by the Trust or contact patient information on extension
2032 for advice. The Media Studio is available on extension 2417.

Patient information and consent forms can be accessed via the internet by
patients and members of the public:

http://www.cuh.org.uk/addenbrookes-hospital/for-patients/patient-information-
and-consent-forms

If members of the public do not have internet access at home, there are public
Internet access stations in various areas of the hospital for their use.

The visual impairment officer in ophthalmology can also give advice where
patients cannot access printed information easily.
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14.4 Information in other languages

The Trust is committed to ensuring that patients whose first language is not
English receive the information they need and are able to communicate
appropriately with healthcare staff. (Please see section 11.3 above on the use of
the hospital's communication book with previously translated common
sentences). It is not appropriate to use children to interpret for family members
who do not speak English.

Staff must ensure that, where possible, patients who do not clearly understand
English are given the services of a reliable interpreter. The interpreter must sign
the relevant section of the consent form to say they have interpreted the
information to the patient to the best of their ability and in a way in which they
believe has been understood.

The Trust has organised telephone interpreting services through LanguageLine.
If LanguageLine is used and the interpreter is not present, please obtain a verbal
confirmation and record this on the consent form. The interpreter must
understand and respect the need for confidentiality. Face to face interpreters are
available from CINTRA (Cambridge Interpreting and Translation Agency).

The standard Department of Health consent forms are also available in a
number of different languages (see http://www.dh.gov.uk). However, these will
not mirror Trust produced consent forms.

Please consider whether patients need information in an audio or large print
format in which case contact the patient information team for assistance.

14.5 Department of Health

In addition to the Reference Guide, the MCA Code of Practice and the Office of
the Public Guardian, the Department of Health has a great deal of useful
information on its website. Health professionals must also be aware of any
guidance on consent issued by their own regulatory bodies.

14.6 Human Tissue Authority (HTA)

The HTA has produced both a code of practice on consent and post mortem
examination; see: http://www.hta.gov.uk/quidance/codes of practice.cfm.
The HTA has also produced a code of practice for research.

The tissue bank manager is available on extension 6099 for advice on consent
issues relating to the use of tissue from the living or deceased for research or
other scheduled purposes. The Cambridge Local Research Ethics Committee
can be contacted through their administrator on extension 3983.
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15 Monitoring compliance with and the effectiveness of this
document

Compliance with this policy will be monitored via the consent audit. The audit will
focus on the consent process set out in this policy; in particular:

e process for obtaining consent

e process for providing patients with information to support their decision
making, including risks, benefits and, where appropriate, alternatives

e process for documenting the discussion and provision of information to
patients

e process for recording consent

e process for delivering procedure specific training on consent for staff to
whom the consent process is delegated and who are not capable of
performing the procedure

e process for following up those who have obtained consent for a procedure
without being authorised to do so

The consent audit will be undertaken by the programme manager for
patient information, using the audit tools at appendices 2-3 and will involve:

e review of approximately 50-60 randomly selected patient notes for each
audit for a range of elective procedures undertaken during the preceding
three months

e a patient survey sent to those patients (aged over 18) whose notes were
reviewed during the audit. The patient survey asks patients for their
perceptions of the consent process including provision of written
information about their procedure — see appendix 3

e review of the consent delegation spreadsheet and consent competency
training records

The programme manager for patient information will prepare a short audit report
with the results and recommendations after each audit and distribute to:

e the deputy medical directors
e all divisional and clinical directors
e the Trust's compliance manager

Actions will be monitored at the divisional quality meetings, monthly quality days
where necessary escalated to the Quality Committee.
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16 References

Human Tissue Authority website, post mortem information.

. Department of Health Reference guide to consent for examination or
treatment (Second edition August 2009) (‘the Reference Guide'),
paragraph 30 on page 15

3. Reference Guide, page 8
Reference Guide, paragraph 11 on page 7

17 Associated documents

e Mandatory training policy

e Patient information policy

e lllustrative recordings of patients: Confidentiality, consent, copyright and
storage

e Safequarding adults policy

See also:

Consent competency training packages for delegated consent
Consent to photography or video recording form

Hospital communication book

Form for adults who lack the capacity to consent to investigation or
treatment (form 4)

e Generic consent forms
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Appendix 1: People with parental responsibility

The following have parental responsibility:
e the child's mother
e the child's father, if he was married to the mother at the time of the birth

e unmarried fathers will depend on whether or not the child was born before
or after 1 December 2003:

o For children born before 1 December 2003, unmarried fathers will
have parental responsibility if they:

= marry the mother of their child or obtain a parental
responsibility order from the court

= register a parental responsibility order with the court or by
an application to the court

o For children born after 1 December 2003, unmarried fathers will
have parental responsibility if they:

= register the birth jointly with the mother (automatic parental
responsibility)

= re-register the birth if they are the natural father

= marry the mother of the child or obtain a parental
responsibility order from the court

= register with the court for parental responsibility
e the child's legally appointed guardian
e a person in whose favour the court has made a residence order

e alocal authority designated in a care order or with an emergency
protection order

e More than one person may have parental responsibility at the same time.

e Foster parents do not automatically have parental responsibility unless
they fall within a category as above.

e If a child is adopted, both parents have parental responsibility.
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Appendix 2: Consent audit tool part A (review of health records)

Procedure: Date of Procedure:
Specialty: Ward:
Date scanned into epic: Scanned into epic where?

Addressograph printed and stuck onto form?

Type of consent form used:

Procedure Specific (p-s) Generic Consent form not
(Title and CF no in footer): (Title and CF no, date of production in | found |:|
footer):

If generic form used, was a p-s form available at the time? Yes [ ] No []

“Statement of Health Professional”:

1.’Procedure completed’ stamp on front of consent form?

ves LINo [

2.Special requirements
(eg other language or communication method):

Yes No Not completed

3. Patient’s side completed (left/right or n/a)?

Yes No

4.Risks and benefits recorded?

Yes No

5.Evidence of information leaflet being given to patient?
Yes No Information declined

6.Details of information leaflet given (version/reference/date):

7.Analgesia used recorded?
Yes No

8.Name and grade of health professional signing:

9.Name printed?

Yes No

10.Date stated?

Yes No If yes, please state date:

11.Time recorded?(Introduced to form1 October 2010)
Yes No

‘Statement of patient’:

12.Has the tick box relating to CJD been completed?
Yes No

13.Has the tick box relating to the use of photography, audio or visual recording
been completed?

Section a: Yes No

Section b: Yes No

14.Has the tick box relating to medical training been completed?
Yes No
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15. Has the tick box relating to tissue been completed? Section

a: Yes No

Section b: Yes No

16. Patient/ Person with parental responsibility’s signature?
Yes No

17. Patient’s/ Person with parental responsibility’s name printed?
Yes No

18. Date stated?
Yes No If yes, please state date:

19. Witness’s signature?
Yes No N/A If yes complete 20 and21. If no complete 22.

20. Witness’s name printed?

Yes No
21.Date of withess signing?
Yes No If yes, please state date:

22.Confirmation of consent completed?
Yes No If yes complete 23, 24 and 25. If no, complete 26.

23.Name and grade of health professional confirming consent:

24. Health professional’s name printed?

Yes No

25.Date stated?

Yes No If yes, please state date:
26.Interpreter section completed?

Yes No

27.Consent withdrawn signature:

Yes No If yes, please state date withdrawn:

To be filled in later by patient information/ consent team:

Was consent taken by a person capable of performing procedure?
(Consultant/SpR/Senior CFellow = yes, another other grade —no)Yes [_| No [_]
If delegated, was person trained? Yes[ | No[ ]
(Check with medical staffing for doctors/MAPS for nurses)

Any epic related comments?
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Appendix 3: Consent audit tool part B (patient questionnaire)

2013/14 Patient consent survey
Thank you very much for agreeing to complete this questionnaire.

e Please write in black ink.
e Please do not write your name or address on the questionnaire.
e If you have any questions, please contact the patient information team on:

[
J Telephone: 01223 216032

or email: patient.information@addenbrookes.nhs.uk.

Your participation in the questionnaire is voluntary and all answers will be treated in
confidence. You must be aged over 18 years to complete the questionnaire. Please note
that by completing this questionnaire you agree that the information provided can be used
anonymously in a report on consent written for hospital use.

We have identified from our records that you had an operation or treatment which required
written consent in the last five months. Please can you answer the following questions
based on the consent you gave for this recent procedure/ treatment?

Please tick whether you agree or disagree with the following statements
Strongly | Agree | Disagree | Strongly
agree disagree

1. The consent form was important
to me.

2. The consent form made it
clear what was going to

3. The consent form made me
aware of the risks of the

4. The consent form made me
aware of the benefits of the

5. The alternatives to the proposed
treatment or operation were
discussed with me.

6. The consent form allowed me
to make my wishes known.

7. The consent form was easy
to understand.

8. The consent form prevents mix-
ups during the operation.
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Medical directorate

Strongly | Agree | Disagree | Strongly
agree disagree

9. The consent form was just another
piece of paper.

10 I just signed the consent form so |
could have the operation.

11. Signing the consent form was
mainly to protect the hospital.

12. The consent form gave
doctors control over what
happened.

13. Signing the consent form was a
waste of time.

14. | had enough time to think about
whether | wanted to go ahead with the
treatment/ operation.

15.How long before your operation/ treatment were you asked to sign the consent form?
More than one month before o Less than one month before o

On the day of the treatment o Other O
16.Did you receive written information about your procedure? Yes /No
17.Did you understand the information? Yes /No

If your answer is No, was the problem: (please tick)
Too much jargono  Too longo  Too complicated o Othero
(please give detailS).......coviieiiiii e

18.Did you receive the information in a format suitable to your needs? Yes /No

19.Were you asked to confirm that you still wanted to go ahead with the
procedure on the day? Yes /No

20.Was it useful tore-confirm the consent on the day of the procedure? Yes /No

We would appreciate your views on the consent process (please continue on a separate
sheet if necessary):
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Appendix 4: Scanning process

Referral Process
From 01/04/2015

To ensure appointments are made and scanned information is available a.s.a.p. after receipt, please follow this process.

WHITE BOXES BLUE BOXES

4 A 4
Referrals for specialties actioned by Referrals for specialties actioned by
Out-patient Appointment Centre Secretaries / Clerks.
\ 4 \ 4

Specialty Secretary / Clerk:

Secretaries mark up referral :-
(top right hand side corner)

(top right hand side corner)

1. Register or check Registration.
2. Record on Referral Screen (see Recording
Referrals tip sheet on My e-Hospital)

1. Document type = Referral

2. Specialty = that appointment will be booked under.
3. If triaged = state appointment type - soon / routine
4. Urgent referral = URGENT REFERRAL / FAST TRACK.

5. Date = date referral received.

\ 4
¢ Mark up referral:
Place paper referral and associated documents
needed for the same appointment in white box. 1. Document type = referral.
Mark label on outside of box with specialty and 2. Specialty = that appointment will be booked
extension number for any urgent queries. undei
Take to Outpatient Appointment Centre DAILY. 3. If triaged = state appointment type - soon /
routine.

4. If appointment booked = appointment
booked and date of appointment.

5. Urgent referral = URGENT REFERRAL
6. Date = date referral received.

Outpatient Appointment Centre (OPAC)
(Their process)
1. Record on Referral Screen.
2. Paper referral sent to scanning.
3. Send for electronic triage. If already triaged,
book appointment.

Place paper referral and associated documents
needed for the same appointment in blue box.
Mark label on outside of box with Specialty and
extension number for urgent queries.
Take to blue box drop off point for scanning.

'

1. Boxes collected from drop off areas.
2. Paper referrals to Scanning.
3. Referrals scanned.

Original referral
shredded (to
confidential waste
48 hrs after scanning)

Medical Records:

BLUE AND WHITE BOXES MUST ONLY BE USED FOR PAPER REFERRALS MARKED UP AS ABOVE.

TO ENSURE A SWIFT TURNAROUND AND TO AVOID WASTING TIME SORTING THROUGH VARIOUS DOCUMENT TYPES NO PAPER DOCUMENTS,
OTHER THAN REFERRALS, AND ASSOCIATED DOCUMENTS NEEDED FOR THE SAME APPOINTMENT SHOULD BE PUT IN THE BOXES.

URGENT REFERRALS, PLEASE PHONE THE SCANNING TEAM ON EXT. 56522 / 6802 AND THE CENTRAL BOOKING OFFICE ON EXT: 59773 AS RELEVANT.
FOR ANY OTHER ISSUES PLEASE CONTACT EXT: 6613 / 56274. SCANNING

FOR ANY OTHER ISSUES PLEASE CONTACT EXT: 59773 OUTPATIENT APPOINTMENT CENTRE

SCANNING/OUTPATIENT APPOINTMENT CENTRE - DO NOT FAX PAPER COPIES OF REFERRALS TO CLINIC - THEY MUST BE SCANNED INTO EPIC.
OVERLEAF:

RED BOXES: FOR ALL OTHER DOCUMENTS EXCEPT THOSE CREATED DURING AN ADMISSION OR CLINIC APPOINTMENT.

FOR DOCUMENTS CREATED DURING ADMISSION OR CLINIC APPOINTMENT PLACE IN THE ‘DOCUMENTS TO BE SCANNED’ PLASTIC SLEEVE.
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Safety and quality support

Medical directorate

All Documents Excluding Referrals

///—\
( RED BOXES
N

\ 4

All documents received
by secretaries, excluding
referrals (see referral
flowchart overleaf)

This does not include
loose filing created before
26/10/2015

\ 4
Mark up documents:

1. Patient MRN

2. Patient name
3.Specialty / Subspecialty
relevant to document

4. Document type, e.g.
Consent form, external
correspondence, etc.

5. Date put in box

\ 4

Take to drop off point
and collect empty
red box.

Note

v

Remember to mark the box
with specialty & extension
number — otherwise if there
are any queries and no
contact delays = delay.

/ “DOCUMENTS TO BE
{ SCANNED’ 1\
\_ PLASTICSLEEVES /

\ 4

All documents created during an
admission or clinic / unit appointment,
to be inserted in the ‘Documents to be

scanned’ plastic sleeve, either at the
front of the patient case notes if they
are being used
Or
Inserted into a plastic sleeve with the
patients addressograph attached to the
top right hand corner.

\ 4

All documents to be marked up:

1. Patient MRN

2. Patient name

3. Specialty patient attended

4. Document type, e.g. external
correspondence, consent form, etc.
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Place notes / plastic
sleeves in usual area for
collection.
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