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MAIN STATEMENTS

All endoscopic procedures are invasive and carry risk. Ac-
cordingly, all endoscopists should involve the patient in
the decision-making process about the most appropriate
endoscopic procedure for that individual, in keeping with a
patient’s right to self-determination and autonomy. Recog-
nition of this has led to detailed guidelines on informed
consent for endoscopy in some countries, but in many no
such guidance exists; this may lead to variations in care
and exposure to risk of litigation. In this document, the Eu-
ropean Society of Gastrointestinal Endoscopy (ESGE) sets
out a series of statements that cover best practice in in-
formed consent for endoscopy. These statements should
be seen as a minimum standard of practice, but practition-
ers must be aware of and adhere to the law in their own
country.

1 Patients should give informed consent for all gastrointes-
tinal endoscopic procedures for which they have capacity
to do so.

2 The healthcare professional seeking consent for an endo-
scopic procedure should ensure that the patient has the
capacity to consent to that procedure.

3 For patients who lack capacity, healthcare personnel
should at all times try to engage with people close to the
patient, such as family, friends, or caregivers, to achieve
consensus on the appropriateness of performing the proce-
dure.

4 Where a patient lacks capacity to provide informed con-
sent, the best interest decision should be clearly documen-
ted in the medical record. This should include information
about the capacity assessment, reason(s) that the decision
cannot be delayed for capacity recovery (or if recovery is
not expected), who has been consulted, and where relevant
the form of authority for the decision.

5 There should be a systematic and transparent disclosure
of the expected benefits and harms that may reasonably af-
fect patient choice on whether or not to undergo any diag-
nostic or interventional endoscopic procedure. Information
about possible alternatives, as well as the consequences of
doing nothing, should also be provided when relevant.

6 The information provided on the benefit and harms of an
endoscopic procedure should be adapted to the procedure
and patient-specific risk factors, and the preferences of the
patient should be central to the consent process.

7 The consent discussion should be undertaken by an
individual who is familiar with the procedure and its risks,
and is able to discuss these in the context of the individual
patient.

8 Patients should confirm consent to an endoscopic proce-
dure in a private, unrushed, and non-coercive environment.

9 If a patient requests that an endoscopic procedure be
discontinued, the procedure should be paused and the
patient's capacity for decision making assessed. If a com-
petent patient continues to object to the procedure, or if a
conclusive determination of capacity is not feasible, the
examination should be terminated as soon as it is safe to
do so.

10 Informed consent should be sufficiently detailed to cov-
er all findings that can be reasonably anticipated during an
endoscopic examination. The scope of this consent should
not be expanded, nor a patient's implicit consent for addi-
tional interventions assumed, unless failure to proceed
with such interventions would result in immediate and pre-
dictable harm to the patient.

Introduction
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SCOPE AND PURPOSE

This Position Statement from the European Society of
Gastrointestinal Endoscopy reviews the current legisla-
ture and quidelines related to informed consent in
gastrointestinal endoscopy. It stresses the need to obtain
individualized informed consent from patients under-
going endoscopy and aims to provide a framework to
support clinicians seeking consent for endoscopy in
most common clinical scenarios.

The role of endoscopy in the diagnosis and management of gas-
trointestinal (Gl) diseases is a rapidly changing field. Patients
require prompt access to diagnostic endoscopy to exclude neo-
plasia, yet an increasing number of less invasive alternative
diagnostic options exist. On the other hand, with improved
techniques, training, and equipment, advanced interventional
endoscopy is now commonplace, but carries with it significant-
ly increased risks of adverse events, along with alternative
treatment options.
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ABBREVIATIONS

DAE direct access endoscopy

EMR  endoscopic mucosal resection

ERCP  endoscopic retrograde cholangiopancreato-

graphy
ESD endoscopic submucosal dissection
ESGE  European Society of Gastrointestinal Endoscopy
EUS endoscopic ultrasound
Gl gastrointestinal
LEE live endoscopy event
NHS National Health Service
PIL patient information leaflet

SDA shared decision aid

As the field of Gl endoscopy has advanced, so has an appre-
ciation of the patient’s right to self-determination. We live in an
age where patient autonomy is taken very seriously. Patients
are no longer viewed as uninformed or incapable of under-
standing medical matters. Despite technical advances, medical
treatment is uncertain of success and involves a balance of risk
to benefit. Informed consent is the mechanism by which a
patient is able to choose the medical treatment they receive,
as it is they who will live with the consequences.

An adult person of sound mind is therefore entitled to de-
cide which, if any, of the available forms of treatment to under-
go, and their consent must be obtained before treatment is un-
dertaken. Patients are no longer treated as placing themselves
in the hands of their doctors (and then being prone to sue them
in the event of a disappointing outcome) but are treated, so far
as possible, as adults who are capable of understanding that
medical treatment is uncertain of success and may involve
risks, accepting responsibility for the taking of risks affecting
their own lives, and living with the consequences of their
choices [1].

In 2002, a European Society of Gastrointestinal Endoscopy
(ESGE) survey demonstrated significant variation and deficien-
cies in the process of informed consent for endoscopy in Euro-
pean Member Societies [2]. This was followed by a workshop in
the same year that yielded 10 recommendations on informed
consent for digestive endoscopy [3]. A subsequent workshop
in 2006 provided further recommendations in relation to con-
sent for elderly patients who lack capacity and for the adminis-
tration of sedation [4].

In recent years, recognition of the importance of informed
consent and new legislation has led to further detailed guide-
lines [5-7], but in many countries no such guidance exists and
individual practitioners are left to determine what is best prac-
tice [8]. This may lead to variations in care and exposure to risk
of litigation. Good consent practice, on the other hand, leads to
more satisfied patients and greater efficiency owing to im-
proved appropriateness of procedure selection and reduced
complaints.

In this Position Statement, ESGE sets out a series of state-
ments that cover best practice in informed consent for Gl
endoscopy. It is recognized that opinions, attitudes, and legal

frameworks differ between countries; however, endoscopy of
all sorts is an invasive procedure that has inherent risk. ESGE
recognizes this and seeks to stress the importance of informed
consent for all endoscopic procedures. This Position Statement
cannot cover the differing legislations within each ESGE Mem-
ber Society. Instead, we set out a series of statements that
should be seen as a minimum standard, but practitioners must
be aware of and adhere to the law in their own country.

Methods

ESGE commissioned this Position Statement in accordance with
the current ESGE Publication policy [9]. The ESGE Guideline
Committee chair (K.T.) assigned the topic to the Position State-
ment leader (S.E.), who developed the task force. Applications
to contribute to the task force were also sought from ESGE
Member Societies. In addition, specific legal (A.A.) and metho-
dological (F.F.) advice was invited. The Position Statement
leader (S.E.) worked with task force leaders (C.H., K.M., and
T.C.T.) to lead predefined sections of work.

A survey of two representative members from each of the
ESGE Member Societies was undertaken in 2022 to understand
legislation and key issues that would inform the development
of this Position Statement [8]. This demonstrated regional vari-
ation in practice in a number of key areas, including confirma-
tion of consent, assessment of capacity, and management of
patients who lack capacity; there was a lack of local guidance
in the majority of countries (56 %).

Following this, a series of Key Questions were developed and
discussed at an initial online meeting (November 2022). Ques-
tions were amended and allocated to a task force member.
Initial statements were submitted by task force leaders for a
second online meeting (January 2023). Further individual dis-
cussions and meetings occurred with a final online meeting in
April 2023, at which the statements and the text of this Position
Statement were agreed.

Owing to the paucity of high quality evidence, this is a Posi-
tion Statement not a Guideline. In accordance with the limita-
tions to the GRADE approach, in this circumstance, ESGE has
provided good practice statements that are not weighted
according to their strength, rather than recommendations [10].

Each statement was reviewed through a series of meetings.
Where there was disagreement amongst the task force, the
statement was amended prior to repeat discussion and ratifica-
tion at the final meeting. Only statements for which there was
100 % agreement are included.

Consistency of terminology around informed consent is im-
portant and recognizes that a patient should give consent of
their own free will and that it is their right to change that deci-
sion at any point. Therefore, in this document, we have used
the terminology described by Burr et al. [7]. We have avoided
the term “taking” consent; instead, we refer to either “obtain-
ing” or “seeking” consent through a process that concludes
with the patient “giving” consent voluntarily. “Confirmation”
of consent can occur at any point in the pathway after the
patient has given their consent, as can withdrawal of consent.
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1 General principles and assessment of
capacity

1.1 General principles

STATEMENTS

Patients should give informed consent for all gastrointes-
tinal endoscopic procedures for which they have capacity
to do so.

The consent process and discussions should be documen-
ted in the patient’s medical record.

Endoscopy units should have a written policy for obtain-
ing and documenting informed consent that should ac-
cord with local regulations and the relevant national legal
framework.

There is a vast array of Gl endoscopic procedures, varying in
complexity, but all are invasive and potentially uncomfortable.
Adverse events are recognized for all procedures, the risk of
which depends on patient, procedural, and endoscopist fac-
tors, but do not necessarily imply negligence or error [11]. Fur-
ther, there are invariably alternative approaches, including the
option of doing nothing. Therefore, informed consent should
be given by a patient for every endoscopic procedure.

To give informed consent, the patient must be provided with
information about the indication and potential benefits of the
proposed procedure, as well as the risks and alternatives, in-
cluding the option of not proceeding. Consent is only valid if
the patient receives sufficient information to understand, con-
sider, and voluntarily authorize the procedure [6]. This should
occur through a process of dialogue between clinical staff and
patients in a shared decision-making model [12].

Legislation about informed consent differs from one country
to another, with some jurisdictions requiring that the consent
decision be documented in writing, with the patient signing a
consent form, whereas in others, verbal consent is considered
satisfactory, dependent on the complexity of the procedure.

It should be noted that, whilst a signature on a consent form
constitutes evidence that a process has occurred, it should not
be relied upon to confirm that the process was adequate. Re-
gardless of the process that is undertaken for seeking confirma-
tion of the patient’s consent, in order to defend against claims
that information was not given or was inadequate, it is impor-
tant that there are contemporaneous notes of the discussion
and all of the risks considered are recorded in the patient’s
medical records in a way that allows future scrutiny (summariz-
ed in » Fig.1). Consent does not however need to be a time-
consuming process, although the time allocated to the discus-
sion will depend on the complexity of the decision or whether
the patient has had the procedure previously [12]. Nonetheless,
repetition of an endoscopic procedure (e.g. a surveillance
examination) does not mean that the process of informed con-

sent can be avoided and indeed the risk-benefit equation may
have changed with, for example, the patient’s advancing age.

Methods used to minimize discomfort in endoscopy range
from topical pharyngeal anesthesia, nitrous oxide gas, moder-
ate sedation with opiates and/or benzodiazepines, and deep
sedation with propofol or general anesthesia. The sedation
may be delivered by the endoscopist, sedation practitioners,
or anesthetists. The benefits and risks of each approach vary
according to the complexity of the procedure being undertak-
en and the patient’s co-morbidities. Patients may however have
strong preferences with respect to the option of sedation or
anesthesia, so patient expectations, along with the available
options, benefits, risks, and limitations, as well as alternatives
for sedation, should be discussed and documented as part of
the consent process [13, 14].

Whether a second consent form is required for sedation and/
or anesthesia will depend on local legislation. ESGE recom-
mends that informed consent for non-anesthesiologist admin-
istration of propofol may be incorporated into the main body of
the endoscopy consent form, and UK guidelines for general
anesthesia state that a separate form is not required where
anesthesia is used to facilitate another treatment [14-16].
However, practitioners should be aware of the local legislation
and use a separate form if required.

It is evident from the above that an individual consent pro-
cess will vary according to the nature of the procedure being
undertaken, the circumstances of the referral, procedure book-
ing processes, as well as local practice and legislation. Each unit
should therefore develop a standardized policy describing how
to obtain and document informed consent for every endo-
scopic procedure, which must be in accordance with the regu-
lations of their facility and the national legal framework.

1.2 Assessment of capacity

STATEMENTS

The healthcare professional seeking consent for an endo-
scopic procedure should ensure that the patient has the
capacity to consent to that procedure.

The healthcare professional should be familiar with the
relevant legislation in their country in the assessment of
capacity and can use available tools to assist in this
assessment.

Although the law on mental capacity varies between coun-
tries in Europe, in principle it requires a presumption that all
adult patients have the capacity to make decisions about their
treatment and medical care, unless there is significant evidence
to suggest otherwise [5, 17-20]. A person lacks capacity if their
mind is impaired or disturbed in some way, which means they
are unable to make a decision at that time. Examples include:
mental health conditions, such as schizophrenia or bipolar dis-
order; dementia; learning disabilities; brain damage, such as
from a stroke or other brain injury; physical or mental condi-
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Review of indication. Is procedure appropriate?

Assess risk factors

= General risks of procedure

= Patient

= General co-morbidities

= Patient-specific procedure risk factors

Does patient have capacity to consent?

Yes

Information provision
= Standard leaflets, digital platforms
= Supplemented by verbal information

Consent discussion
Individualized to patient risk and preferences

No

Best interests discussion
= Consult
= Friends/family/caregivers/next of kin
= Legally appointed representative (where appropriate)
= Consider arranging an independent advocate if there
are no other representatives

Time for reflection and questioning

Confirmation of consent
= Non-coercive and unrushed environment
= Documentation of process and confirmation in records

Confirmation of agreement of best interests
Documentation in medical records

Proceed

» Fig.1 Suggested flowchart of the process for obtaining informed consent in the elective setting.

tions that cause confusion, drowsiness, or a loss of conscious-
ness; and intoxication caused by drug or alcohol misuse.
Someone with such an impairment is thought to be unable
to make a decision if they cannot understand information
about the procedure or intervention, remember that informa-
tion, weigh up that information as part of the process of mak-
ing the decision, or communicate their decision by talking,
using sign language, or any other means. It should be noted
however that the criteria by which capacity is determined var-
ies in different countries and endoscopists should be aware of
the laws and definitions that apply to their practice locally.
There are some principles to consider when assessing a
patient’s capacity to provide consent [20,21].
= As capacity can change over time, it should be assessed at
the time that consent is required.
= Capacity is “decision specific,” meaning someone can lack
capacity to make complex decisions (for example to decide
on financial issues) but still have the capacity to make simple
decisions about healthcare. The assessment of capacity to
provide informed consent therefore best involves someone
who has understanding and/or experience of the procedure
but it may require the involvement of a multidisciplinary
team to come to a consensus decision.

= Itis important to make adjustments to help the patient
make their own decisions where possible. This may include
altering the location or time of the discussion; the way in
which information is explained or presented, so that it is
easier for them to understand (for example by using visual
aids); using different methods of communication, such as
nonverbal communication; and involving a family member,
caregiver, or advocate. Consideration should be given to
whether the patient’s capacity may improve if the decision
can be safely delayed.

= A person should not be treated as lacking the capacity to
make a decision just because they make a decision you or
others may deem “unwise."

= Treatment and care that is provided to someone who lacks
capacity should be the treatment or care that is least re-
strictive of their basic rights, freedoms, and future options.
It includes considering whether there is a need to act or
make a decision at all.

= Any decision or action taken on behalf of a patient who lacks
capacity must be in the best interests of that person.

= A patient who lacks capacity can express their preferences
for care and treatment in advance. Such an advanced direc-
tive, if legally valid, must be honored.
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Mental capacity can be assessed using a two-stage test of capa-

city [21].

1. Does the person have an impairment of their mind or brain,
whether it is a result of an illness, or external factors such as
alcohol or drug use?

2. Does the impairment mean the person is unable to make a
specific decision when they need to? Patients can lack capa-
city to make some decisions but have capacity to make
others, and mental capacity can also fluctuate with time.

There are numerous online toolkits available to help assess
capacity, but clinicians should ensure that these toolkits are rel-
evant to their country of practice®. In most cases, capacity as-
sessment is very straightforward but, when it is not, advice
should be sought from other professionals, such as another
endoscopist, a psychiatrist, pediatrician, or elderly care physi-
cian, and legal advice may on occasion be required.

1.3 Decision making on behalf of patients who lack
capacity

STATEMENTS

For patients who lack capacity and have appointed a
representative, or a legal representative has been
appointed by the relevant authorities, this representative
shall be engaged in shared decision making and informed
consent on behalf of the patient.

For patients who lack capacity, healthcare personnel
should at all times try to engage with people close to the
patient, such as family, friends, or caregivers, to achieve
consensus on the appropriateness of performing the pro-
cedure.

Where a patient lacks capacity to provide informed con-
sent, the best interest decision should be clearly docu-
mented in the medical record. This should include infor-
mation about the capacity assessment, reason(s) that
the decision cannot be delayed for capacity recovery (or
if recovery is not expected), who has been consulted,
and, where relevant, the form of authority for the deci-
sion.

Allindividuals have the right to appoint a representative who
shall be consulted on their behalf to engage in shared decision
making for their medical care (legal representative or power of
attorney [POA]). Where such a representative has been appro-
priately appointed according to local legislation, healthcare
personnel must make every effort to consult with that person
and engage them in shared decision making. Likewise, if a
patient has a representative appointed by the relevant legal
authority, that person must be consulted. However, even

Examples include http://www.bma.org.uk/advice-and-support/ethics/
adults-who-lack-capacity/mental-capacity-act-toolkit and www.gmc-uk.
org/ethical-guidance/ethical-hub/mental-capacity

when there is a nominated deputy, that person should only
make decisions where the individual lacks capacity for that
specific decision.

Regardless of whether or not there is a legally appointed
representative, healthcare personnel should attempt to engage
with other individuals who are close to the patient. This may in-
clude next of kin, family, partner, close friends, or caregivers. In
all circumstances, the goal is to achieve consensus that repre-
sents the best interests and wishes of the patient.

Some jurisdictions have proposed a hierarchy of eligible per-
sons who should be considered as the patient’s representative
in a situation where there is no legally appointed representa-
tive, whereas in many countries, if there is no appointed repre-
sentative, the decision maker is the doctor caring for the
patient [22]. Accordingly, it is important that healthcare per-
sonnel have knowledge of the relevant legislation in their juris-
diction about assessment of capacity, patient representatives,
and legal directives, and ensure that decisions are always taken
with the patient’s best interests in mind.

In situations that involve complex or high risk invasive treat-
ments where a patient lacks capacity and there is no legal rep-
resentative, it may be appropriate to appoint an independent
advocate to support decision making. Where consensus cannot
be achieved by consultation with family, friends, caregivers,
and independent advocates, it may be necessary to seek fur-
ther advice from legal professionals.

Where a decision has been taken on behalf of a patient who
lacks capacity, it is essential that the decision-making process is
documented in the medical records. Many countries or organi-
zations employ a dedicated consent form to record this discus-
sion in a systematic way. Given the legal implications, such an
approach is encouraged, but any documentation pertaining to
a best interest decision for a patient who lacks capacity should
include at a minimum:
= the capacity assessment
= reasons why delaying to allow capacity to recover is not

possible (e.g. the patient is not likely to regain capacity and/

or the treatment cannot wait until that time)

= the individuals who were consulted in reaching the decision
and how the decision was reached including, where appro-
priate, multidisciplinary team discussions

= where a person is acting as a legal representative, written
confirmation of that person’s authority to make the deci-
sion.
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2 Information provision and the consent
discussion

2.1 Providing information to the patient

STATEMENT

There should be a systematic and transparent disclosure
of the expected benefits and harms that may reasonably
affect patient choice on whether or not to undergo any
diagnostic or interventional endoscopic procedure. Infor-
mation about possible alternatives, as well as the conse-
quences of doing nothing, should also be provided when
relevant.

Clinical decisions are based on a balance of the benefit out-
weighing the potential harms of any intervention. This results
in strong recommendations where there is clear dominance of
benefit over harm, or vice versa, and in weak recommendations
when the balance is less clear. This approach should form the
basis of the dialogue between the endoscopist and patient dur-
ing informed consent.

Information on benefits and harm may be acquired from the
published literature for many endoscopic interventions and,
where available, this information should be provided systemati-
cally to a patient where it reasonably applies to them. In order
to facilitate shared decision making, these benefits and harms
should be transparently explained and, where possible, quanti-
fied numerically in a form that the patient can best understand.

Information should clarify the balance between the recom-
mended intervention and possible alternatives, including doing
nothing, such that it should be clear to the patient why a physi-
cian would recommend a specific intervention over the alterna-
tives.

In dialogue with the patient, the person seeking consent
must strive for balance between giving excessive detail and
oversimplifying, in order to inform thoroughly while avoiding
cognitive overload. This may be aided by information leaflets,
visual or electronic aids, and shared decision-making tools
[23]. Key moments of the procedure, certain technical details,
whether a trainee will be involved, and statistics reflecting likely
procedural outcomes should be presented clearly. Information
related to procedure preparation, such as withholding anti-
coagulants or bowel preparation, and any risks related to these
steps should be included in the information.

Defining what is a relevant risk of harm or what constitutes
reasonable disclosure can vary, so it is recommended that all
physicians keep up to date with the legal requirements of
informed consent and what are considered to be reasonable
expectations in this field, because court rulings can dramatic-
ally alter practice [1,24,25].

Informed consent is not just a legal formality and should be
understood as a process aimed at offering the patient truthful,
pertinent, up-to-date, and scientifically sound information re-
garding the proposed procedure to allow them to reach a deci-
sion. Because there is an inherent asymmetry in the informed

consent process, the endoscopist should be sensitive to each
patient’s context and use the conversation as an aid for shared
decision making [23,26]. It should be stressed that withholding
information from a patient is not permissible, except in excep-
tional cases where a physician considers that sharing particular
information may lead the patient to serious harm. When faced
with such exceptional circumstances, it is recommended that
legal advice is sought [12].

Special consideration should be given to procedures that are
not yet widely accessible, fully standardized, or mainstream, as
is the case for more advanced and emerging interventional
endoscopy. In such cases, the physician should offer full disclo-
sure regarding the reason for the procedure being considered
(e.g. its particular advantages, suitability, and the lack of sup-
erior alternatives), its technical aspects, and discuss the limited
available data on its safety or success. Disclosing previous per-
formance or audited data of the center or the endoscopist in
the proposed management plan is advisable and best practice,
where available.

2.2 Individualization of the consent process

STATEMENT

The information provided on the benefit and harms of an
endoscopic procedure should be adapted to the proce-
dure and patient-specific risk factors, and the preferences
of the patient should be central to the consent process.

The fact that any medical recommendation is based on a bal-
ance between the chance of benefit on the one hand and the
risk of an adverse outcome on the other does not mean that
the patient must accept it. Patients have the right to refuse a
proposed intervention, irrespective of the strength of recom-
mendation, even if this seems irrational. The priorities of the
individual patient may differ from those of the endoscopist
and it is therefore the duty of the endoscopist to try to under-
stand these patient priorities and adapt the decision-making
process to them.

The risk of a given procedure will vary between individual
patients. This may relate to the patient’s co-morbidities (e.qg.
cardiac disease, anticoagulant therapy) that increase the risk
of an adverse event occurring (e.g. bleeding) or increase the
risk of severe consequences should an adverse event happen.

In addition, the chance of benefit and the risk of adverse
events for a specific procedure in an individual patient will vary
according to their background and the purpose of the proce-
dure. For example, specific risk factors for post-endoscopic
retrograde cholangiopancreatography (ERCP) pancreatitis
among individual patients have been defined and should be in-
corporated into a discussion with the patient [27]. It is essential
that this individual variation in the chance of benefit and risk of
adverse events is reflected in the consent process and discus-
sion [7].

Historically, consent for medical interventions followed a
paternalistic style, where the physician would determine the
course of investigation and treatment, based upon the
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patient’s clinical interests. This approach has changed to a
patient-centered model, where an open discussion is held be-
tween the patient and the clinician. As established in the
Montgomery ruling in the UK (2015) [1], the doctor is under a
duty to take reasonable care to ensure that the patient is aware
of any material risks involved in any recommended treatment,
and of any reasonable alternative or variant treatments. The
test of materiality is “whether, in the circumstances of the
particular case, a reasonable person in the patient’s position
would be likely to attach significance to the risk, or the doctor
is or should reasonably be aware that the particular patient
would be likely to attach significance to it” [1].
The UK General Medical Council (GMC) guidance on consent
(2020) suggests that the dialogue leading to decision making is
an essential part of the consent process [12]. This step allows
the clinician to give patients the information they want or
need to come to a decision. This includes the delivery of infor-
mation on the proposed procedure, any alternatives, and the
desired outcomes, as well as the risks of harm and any uncer-
tainties.
It is not appropriate to share every potential risk of harm,
complication, or side effect, but the GMC recommends includ-
ing information on the following.
= Expected harms, including common side effects and what to
do if they occur.
= Recognized risks of harm that the clinician believes anyone
in the patient’s position would want to know.

= Any risk of serious harm, however unlikely it is to occur.

= The effect of the patient’s individual clinical circumstances
on the probability of a benefit or harm occurring. A distinc-
tion should therefore be made between procedure-specific
and patient-specific risk factors. The effect of the patient’s
individual clinical and personal circumstances, compared
with the population level risk, should be taken into account
and communicated with the patient.

= Risks of harm and potential benefits that the patient would
consider significant for any reason. These should be estab-
lished through the dialogue leading to decision making,
when patients are encouraged to express what matters to
them about their health. The discussion should, in turn,
reveal which risks they would and would not be prepared to
take in order to achieve a desired outcome, and how the
likelihood of a particular outcome might influence their
choice.

Importantly, the patient’s preferences must be kept central to
the decision-making process. This should occur through ex-
ploring the patient’s needs, values, and priorities, hence avoid-
ing any assumptions. Such a process should allow the physician
to provide the relevant information and support the patient in
making their decision.

2.3 Form and timing of information provision

STATEMENTS

For common endoscopic procedures, patients should re-
ceive written information in plain language that they can
understand prior to the procedure. Such information may
be supported by the use of electronic aids, where possi-
ble.

Written information leaflets should form the minimum
level of information provision and these should be sup-
plemented by verbal information and an opportunity for
discussion to support an individualized approach in all
cases.

Where written information leaflets are not available or do
not cover the proposed procedure, dedicated time
should be given to support a verbal discussion in advance
of performing the procedure.

Written information should be provided to the patient
prior to the procedure with sufficient time for them to
read and consider the information and to ask questions if
desired. The time allocated to the provision of informa-
tion and consent discussion should be commensurate
with the procedure complexity and invasiveness.

There are multiple means and opportunities for providing
information to patients in respect of planned endoscopic
procedures. The choice will depend on the complexity of the
procedure, its urgency, the patient’s previous experience of
endoscopic procedures, and their preferences.

For the majority of common endoscopic procedures (both
diagnostic and therapeutic), standardized written patient infor-
mation leaflets (PILs) are available and it is recommended that
these are provided to patients. Leaflets should avoid medical
jargon, use simplified terminology, and be available in the
languages common to the area where they are in use.

However, it should be noted that standardized leaflets do
not cover the variation of benefit and risk related to individuals,
nor deal with patient preferences, so they should be seen as a
minimum dataset. Verbal information should be provided for
every procedure and patients should have the opportunity for
further dialogue in a timely and unrushed manner, if they desire
it. Where benefits are more nuanced, for example for surveil-
lance procedures, time should be set aside to describe the bal-
ance of risk to benefit to the patient. In these closely balanced
situations, shared decision aids (SDAs) could be of benefit [28].
There are a number of online examples of SDAs and resources
that can assist clinicians in these circumstances™ *.

** Examples include: https://choosingwisely.co.uk/shared-decision-
making-resources/
https://www.england.nhs.uk/publication/decision-support-tools-making-
a-decision-about-a-health-condition/
https://www.nice.org.uk/guidance/ng197/resources/shared-decision-
making-learning-package-9142488109
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Given the expanding and ever-changing nature of endos-
copy, not every procedure can be covered by PILs. Where stan-
dardized leaflets are not available, time should be set aside to
discuss the procedure with the patient well in advance and it is
good practice to copy clinic notes to the patient so they have a
record of that discussion. Independent interpreters (either
present or via online resources) should be used to facilitate
consent discussions where there are language barriers.

Other opportunities to provide information include digital
tools such as online videos and interactive multimedia web
applications. Systematic reviews of digital technologies for in-
formed consent have found that they can improve recall, espe-
cially if adjusted for reading age [29, 30].

eConsent platforms have been in use for some time in clini-
cal research, but are less common in clinical practice. These
systems employ an online platform that provides digital infor-
mation, following which the patient provides an electronic sig-
nature documenting that they agree to proceed [7]. Whilst this
offers some advantages, particularly for high volume proce-
dures, caution is required. Firstly, no platform has been valid-
ated for use in a clinical context. Secondly, there needs to be
verification that the person signing the form online is the
same person undergoing the procedure. Thirdly, it is important
that any use of digital information does not discriminate
against those people who do not have access to such informa-
tion.

A Joint Statement from the UK National Health Service (NHS)
Health Research Authority stresses that eConsent does not
absolve clinicians of the responsibility to communicate ade-
quately with participants and concludes that, in clinical trials
of investigational medicinal products, an interview (however
conducted) is mandatory [31]. Similar principles are recom-
mended in clinical practice. It is possible that, in future, artifi-
cial intelligence platforms will offer opportunities to enhance
the consent process (for example by adapting language to
health literacy or educational attainment), but these are not
yet available and care will need to be taken to ensure any new
developments are properly evaluated and comply with the prin-
ciples laid out in this Position Statement.

In all circumstances, a patient should have sufficient time to
evaluate and absorb the information that has been provided
and seek further clarification prior to undergoing the proce-
dure. The time required will depend on the procedure charac-
teristics and complexity, and its clinical urgency. Whilst local
practice varies, every effort should be made to provide patients
with time to reflect and question the clinician proposing the
procedure.

Outpatients attending diagnostic procedures should be
provided with information in the days before attending for the
procedure. For complex interventional procedures with higher
risk and more alternatives, we recommend dedicating ade-
quate time-slots in the weeks or days before the procedure to
consult with the patient, permitting the time and space for
questions and understanding. For patients in hospital, such dis-
cussions should occur on the ward before the patient attends
the endoscopy unit for the procedure.

2.4 Confirmation of consent

STATEMENTS

The consent discussion should be undertaken by an indi-
vidual who is familiar with the procedure and its risks, and
is able to discuss these in the context of the individual
patient.

Patients should confirm consent to an endoscopic proce-
dure in a private, unrushed, and non-coercive environ-
ment.

The consent process begins at the time of referral, at which
point the referring clinician should discuss their recommend-
ation with the patient. The process concludes with the patient
confirming their agreement to proceed.

Regardless of whether a signature is required, there should
be a consultation with the patient that is conducted by an ade-
quately trained individual. In all circumstances, the person con-
ducting the consultation should have sufficient knowledge of
the procedure to offer an individualized discussion with the
patient. Where the procedure is complex or higher risk, it is
likely that the person having the discussion will be trained to
perform the procedure itself. In other circumstances, where
the procedure is more common and lower risk (e.g. diagnostic
procedures), this responsibility can be delegated to someone
who does not perform the procedure themselves (e.g. an
endoscopy nurse). However, in all cases, it is the endoscopist
who is responsible for ensuring that the requirements of the
consent process have been adequately met.

For any endoscopic procedure, the patient should confirm
their agreement to proceed in advance. Confirmation of con-
sent and, where required, signing of the consent form in the
endoscopy room immediately before the procedure should be
avoided. Instead, the patient should be given an appropriate
amount of time and an acceptable, unrushed, non-coercive,
and private environment in which to reach their decision and
confirm it to the endoscopist before they proceed. In rare
circumstances (e.g. because of infection control concerns),
the patient must be brought directly into the endoscopy room.
In this situation, the endoscopist must be confident that every
step has been taken to provide the patient with adequate infor-
mation before they have entered the room.
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3 Specific circumstances
3.1 Direct access endoscopy

STATEMENT

Informed consent in direct access endoscopy (DAE) is a
multistep process consisting of providing the patient
with comprehensive procedure information prior to the
date of the intervention and establishing a process by
which questions and concerns can be identified and
addressed to the patient's satisfaction prior to or on the
day of the endoscopic procedure. The ultimate respon-
sibility for ensuring the adequacy of informed consent in
DAE lies with the endoscopist.

Direct access (or open access) endoscopy (DAE) describes a
process by which patients are scheduled for an endoscopic pro-
cedure without first being seen by an endoscopist for a consul-
tation, avoiding the costs and time delays associated with pre-
procedure visits. DAE is most commonly used for diagnostic
procedures, including for screening colonoscopies.

There are unique challenges related to obtaining informed
consent in DAE [32]. The patient needs to receive adequate
information about the procedure, its risks, benefits, and the al-
ternatives ahead of the time of the intervention to avoid the
risk of being coerced into proceeding after having already taken
bowel preparation or having completed pre-procedure steps,
such as placement of an intravenous line. The information
provided to the patient needs to be comprehensive and include
important planning aspects, such as the need to modify anti-
coagulant and other medication use in the days prior to the
procedure.

Accordingly, it is important that the referral for the proce-
dure contains sufficient medical information, including the
patient’s co-morbidities and medication, to ensure that the
indication is correct and to allow safe patient triage. The refer-
ral should also confirm that the patient has agreed to a direct
access approach and has capacity to consent for the procedure.

Standard PILs can be provided ahead of the procedure, sup-
ported by online or video resources where appropriate [29, 30,
33]. Where this information has been provided in advance,
patients should still have the opportunity to make a consult-
ation appointment with an adequately trained individual prior
to the date of their procedure, in the event of any remaining
questions or concerns.

Just as for conventional endoscopic scheduling, the final
step in the consent process for DAE procedures is confirmation
of consent. While legislative requirements vary for each coun-
try, the endoscopist is ultimately responsible for ensuring the
adequacy of the informed consent process and the patient’s
suitability for the intervention, while at the same time addres-
sing any questions or concerns for those patients who may still
feel incompletely informed. Sufficient time should be allocated
to DAE appointments to allow such dialogue to occur in an
unrushed way.

3.2 Informed consent in the emergency setting

STATEMENTS
In an emergency, endoscopists should make all reason-
able efforts to obtain informed consent.

When consent cannot be obtained because of the
circumstances or the nature of the emergency and if
immediate endoscopic intervention is required, proce-
dures considered necessary and in the patient’s best
interests should be undertaken, and the rationale for
proceeding without formal consent should be clearly
documented in the patient’s medical record.

In Gl endoscopy, obtaining valid informed consent is par-
ticularly challenging in situations that require urgent interven-
tions, for example Gl hemorrhage, perforation, or foreign body
impaction. Patient distress caused by acute symptoms, analge-
sic medication, or fatigue may make it difficult for patients and
their families to comprehend the vast amount of information
necessary to provide valid consent [34].

Therefore, for life-threatening medical conditions that re-
quire immediate intervention, the provision of comprehensive
pre-procedure patient education and the obtaining of consent
may not always be possible. Time constraints due to the emer-
gent nature of the illness, as well as variations in awareness and
consciousness level, may further hinder the patient’s capacity
to provide consent.

Research into this topic has been limited and has focused
mainly on emergency surgery. A recent systematic review and
meta-analysis of 11 observational studies evaluating the in-
formed consent process for patients undergoing emergent vs.
elective surgery showed that both patient recall and satisfac-
tion were significantly lower among those undergoing emer-
gent compared with elective interventions (50.6% vs. 72.0%
for recall, 69.5% vs. 82.9% for satisfaction) [35-38].

Despite these limitations, it is of paramount importance that
physicians attempt to deliver to their patients the usual de-
tailed overview of the procedure, any treatments, and their po-
tential adverse events, as much as emergency circumstances
allow. If informed consent cannot be obtained, patients may re-
ceive treatment without formal consent in an emergency,
provided that the expected benefits outweigh potential harms
and that the medical intervention is deemed necessary to save
the patient’s life or prevent further deterioration of their clini-
cal state.
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3.3 Refusal of consent and waiver of consent
discussion

STATEMENT
If a competent patient makes a voluntary decision to
refuse treatment, this decision must be respected, and
the related assessments and discussions appropriately
documented.

Informed consent and its counterpart, informed refusal, are
recognized as the core of a patient's individual autonomy and
competent adults maintain the right to refuse medical treat-
ment at any time of their evaluation, even if deemed irrational
by the physician [39,40].

When a patient refuses endoscopy, providers should initially
assess the clinician-patient communication route, ensuring
that all necessary information has been properly outlined in a
way that is appropriate for the patient's level of education and
health literacy [41]. Proper communication remains the most
important step in the entire consent process and can be
hampered for a variety of reasons (e.g. physical and emotional
distress or financial concerns) [42]. In this context, the role of
friends or family may be vital, assisting the patient to fully com-
prehend the risks and benefits associated with different
treatment modalities. Additionally, offering the patient a
consultation with another endoscopist may be beneficial.
Nonetheless, competent patients may still refuse medical care,
but psychiatric consultation may be useful in select cases to
evaluate capacity more formally.

Informed refusal of an intended endoscopic procedure
should be appropriately documented, incorporating the follow-
ing elements: assessment of the patient’s decisional capacity;
information delivered about the proposed intervention, ex-
pected outcome, risks of refusal, and reasonable alternatives;
the individual’s voluntary choice; discharge instructions given;
and the opportunity for them to change their mind in the
future [43]. Such detailed documentation of medical advice re-
fusal may offer protection against future litigation but remains
suboptimal in everyday clinical practice [44,45]. It should be
understood that informed refusal of treatment does not pre-
clude the patient from seeking evaluation and treatment for
the same clinical condition in the future.

At times, endoscopists may be confronted with a patient
who does not refuse the procedure itself, but requests that the
provider “just go ahead” with a procedure, without first con-
ducting a more detailed informed consent discussion, a situa-
tion sometimes labelled as “waiver of informed consent” [6].
Such a request might be made because a patient may feel that
listening to all the potential risks and downsides of an interven-
tion might cause additional undue stress.

While provisions exist for waiving consent in certain clinical
research settings [46], a request to “waive consent” for an
endoscopic procedure needs to be carefully considered. A pro-
cedural consent discussion may be abbreviated but still needs
to convey the basic aspects of the planned procedure and seda-

tion process. The provider should also carefully explore the
reasons why the patient does not want to receive additional in-
formation to determine whether underlying concerns or fears
can be addressed. The request by the patient to voluntarily
relinquish the right to a more detailed discussion should then
be appropriately documented in the patient's medical record.
The consent itself for the physician to proceed with the inter-
vention will still need to be provided and documented in the
standard fashion.

3.4 Withdrawal of consent

STATEMENTS

If a patient requests that an endoscopic procedure be
discontinued, the procedure should be paused and the
patient’s capacity for decision making assessed. If a com-
petent patient continues to object to the procedure or a
conclusive determination of capacity is not feasible, the
examination should be terminated as soon as it is safe to
do so.

The policy on withdrawal of consent should be included in
the endoscopy unit’s main policy document.

Informed consent is a dynamic process, not a one-time
irreversible event. A competent patient may provide and with-
draw consent at any point in time [47,48]. A difficult and po-
tentially contentious situation can arise when patients under
moderate sedation indicate that they want their procedure
stopped, for example because of distress and discomfort. If
this occurs, the endoscopist should pause the procedure and
assess whether the patient is fully aware of their surroundings
and the context of the request [5]. The rest of the healthcare
team should be empowered to suggest this if necessary. If the
patient’s concerns and symptoms can be addressed to their
satisfaction, for example by administering additional analgesia,
the endoscopist may be able to resume the procedure.

Special consideration needs to be given to instances where
termination of an ongoing intervention may cause immediate
harm to the patient (for example, in the event of trying to con-
trol ongoing bleeding). Under such extraordinary circum-
stances, the endoscopy team members may need to restrain a
patient and reassess sedation to allow safe continuation of the
procedure until a life-threatening or harmful situation has been
brought under control. It will usually be helpful to discuss deci-
sions about continuing or discontinuing the procedure with the
other health professionals caring for the patient to ensure that
all members of the team are in agreement and understand the
rationale for the decision.

In all other circumstances, if a competent patient continues
to indicate their wish that the procedure be terminated or a
clear-cut determination of the patient's capacity is not possi-
ble, the endoscopist needs to err on the side of caution and
terminate the procedure. Persisting with an intervention de-
spite the patient’s objection violates the principles of patient
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autonomy and decision-making capacity and could be consid-
ered battery, a potentially criminal offense. Circumstances
that result in the withdrawal of consent should be noted in the
endoscopy report. The policy in relation to withdrawal of con-
sent should be included in the endoscopy unit’s main policy
document.

3.5 Unexpected findings and different therapeutic
options during endoscopy - “expanding” informed
consent

STATEMENT

Informed consent should be sufficiently detailed to cover
all findings and interventions that can be reasonably
anticipated during an endoscopic procedure. The scope
of this consent should not be expanded, nor a patient’s
implicit consent for additional interventions assumed,
unless failure to proceed with such interventions would
result in immediate and predictable harm to the patient.

On occasion, an endoscopic examination may yield an unex-
pected finding (e.g. a large polyp or a stricture) which, in the
opinion of the endoscopist, would benefit from an additional
intervention. For example, during the course of a diagnostic co-
lonoscopy an unexpected large polyp may require endoscopic
mucosal resection (EMR), or an intestinal stricture may require
dilation to allow the intent of the procedure to be completed.
The question then arises as to whether the patient would have
wanted the endoscopist to simply proceed with the additional
intervention during the same procedure or whether a repeat
consent discussion should occur first.

The legal concept of “implied consent” describes a type of
consent that is not expressly given but is inferred from the
circumstances. In essence, the provider needs to determine
whether the patient and any reasonable person under similar
circumstances would want the additional intervention per-
formed during the index procedure rather than it being
delayed. Implied consent may often be assumed in the case of
an emergency, especially if the resultant clinical situation is
potentially life-threatening (for example, a massive Gl bleed or
an urgently required closure of a perforation). However, for a
non-emergent situation the benefits and downsides of pro-
ceeding without explicit consent need to be carefully weighed,
especially if such an intervention carries substantial risks. While
the patient’s preferences might be guessed at, they can rarely
be fully known. If in doubt, clinicians should err on the side of
caution, terminate the procedure, and allow the patient to
regain consciousness to discuss the new circumstances before
proceeding with a separate procedure after explicit consent
has been obtained [5, 6].

This situation is particularly relevant when considering thera-
peutic procedures where a goal may be achieved by different
means. Examples include ERCP in biliary obstruction, where it
may be felt necessary to switch to endoscopic ultrasound
(EUS)-guided biliary drainage, or where a lesion cannot be re-

moved by EMR and it is necessary to step up to endoscopic sub-
mucosal dissection (ESD). These circumstances result in a
change of risk profile. Where it can be anticipated that this
may occur, the endoscopist should ensure this possibility has
been discussed with the patient in advance. If they have not
done so, they need to consider carefully whether the risk profile
described to the patient in the consent discussion covers the
new intervention. Where it does not, with the exception of
emergencies described above, it will be more appropriate to
discontinue and have further discussions with the patient.

The need to invoke implied consent can be minimized by
diligent pre-procedure planning and an initial informed consent
discussion that is sufficiently broad and detailed to anticipate
and include all eventualities and possible findings.

3.6 Informed consent for live endoscopy
procedures

STATEMENT

For video transmission of endoscopic procedures as part
of a live endoscopy event (LEE), additional separate
written consent should be obtained from the patient.

Patients undergoing an endoscopic procedure during video-
conferencing (e.g. as part of a live endoscopy event [LEE])
should be approached according to established recommenda-
tions provided by the ESGE [49]. In addition to the standard
informed consent process, patients who have agreed to be
included in an LEE should receive and sign an additional sepa-
rate consent form documenting the unique elements related
to participating in the event.

Specifically, patients should be informed of the purpose of
the event and the intended audience, as well as its voluntary
nature and their option to refuse or withdraw their consent
without suffering any disadvantage to their care. Patients
should also be informed of ownership/copyright of the record-
ing, its permanent nature once the broadcast has occurred, and
that xevery attempt will be made to avoid inadvertent disclo-
sure of protected health information and ensure the patient's
anonymity during the event [50].

3.7 Consent in pediatric patients

STATEMENT

In pediatric patients undergoing Gl endoscopic proce-
dures, informed consent and assent processes should be
conducted in a manner that is developmentally approp-
riate and consistent with local law.

Adult gastroenterologists are sometimes asked to perform
procedures on pediatric patients, for example if a specialized
intervention is required that is rarely performed on minors and
a pediatric endoscopist with proficiency in this intervention is
therefore not available. In this situation, the endoscopist per-
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forming the procedure should work closely with their pediatric
counterparts to make sure that all relevant information about
the procedure, its risks, benefits, and alternatives are conveyed
to the patient and their parents (or surrogates) in a manner that
is constructive and appropriate to the age of the patient. As
with procedures in adult patients, the ultimate responsibility
for obtaining informed consent lies with the endoscopist per-
forming the procedure [6].

Informed consent for endoscopy can only be given by a per-
son of legal capacity and for pediatric patients is therefore gen-
erally provided by their parents or their surrogates. The age of
majority is the age at which a child becomes an adult and
acquires full legal capacity. The age of majority is 18 in many
countries, but national legal regulations differ in regard to the
question of when a child has the full right to give their autono-
mous consent [8,51]. Additionally, in some countries, a child
may gain full legal capacity before reaching the age of majority,
for example if they become a parent or marry at an earlier age
[52]. Referring to the United Nations Convention on Children’s
Rights, courts in the UK have held that children under the age
of 16 may have the competence to consent to a medical inter-
vention if they have sufficient maturity and intelligence to un-
derstand the nature and implications of that treatment [5,53].
Endoscopists who are asked to perform procedures on children
should therefore have a detailed understanding of their local
laws and obtain the necessary input from pediatric colleagues
and legal counsel.

Pediatric assent, a unique component of the care of children,
describes the process by which an adolescent patient is includ-
ed in the consent discussion and decision making [54]. In-
formed assent means a child's agreement to a medical proce-
dure in circumstances where they are not legally authorized or
lack sufficient understanding to give consent competently. The
American Academy of Pediatrics' policy statement entitled “In-
formed consent in decision-making in pediatric practice” advo-
cates that “patients should participate in decision-making
commensurate with their development” and that “they should
provide assent to care whenever reasonable” [55]. Therefore,
doctors should carefully listen to the opinion and wishes of chil-
dren who are not able to give full consent and should strive to
obtain their assent [51].

Although assent is not legally binding and the ultimate
consent still needs to be provided by the patient’s parents (or
surrogates), it is imperative in pediatrics that the patient be in-
volved in the consent process. For example, in pediatric gastro-
enterology, the adolescent may not want an elective endoscopy
to be performed [52]. If such an endoscopy were to be
performed against the adolescent’s wishes, even in the setting
of consent provided by a parent, this could potentially be con-
sidered battery and is neither ethically nor legally recommen-
ded [56]. Under such circumstances, it would be wise to seek
legal counsel.

As with all circumstances related to informed consent, any
consent and assent discussion related to a pediatric patient
and their family should be carefully documented in the patient
record.

Conclusions

As the complexity of endoscopic procedures expands, so has
our appreciation of patient autonomy, which should be central
to any decision to proceed with an invasive procedure. Before
any endoscopic procedure is undertaken, it should be preceded
by a shared decision-making process characterized by dialogue
and information provision that includes individualization of
patient-specific risk factors, their preferences, and possible
alternatives. The components of this process, along with a
number of other scenarios, have been summarized in this docu-
ment. Adherence to the principles and statements laid out here
will enhance patient care and protect individuals and organiza-
tions from future litigation.

Disclaimer

ESGE Position Statements represent a consensus of best prac-
tice based on the available evidence at the time of preparation.
This is NOT a guideline but a proposal for best practice in ob-
taining informed consent for endoscopy. The statements may
not apply in all situations and should be interpreted in the light
of specific clinical situations. This ESGE Position Statement is in-
tended to be an educational device to provide information that
may assist endoscopists in providing care to patients. The re-
commendations are not rules and should not be construed as
establishing a legal standard of care or as encouraging, advo-
cating, requiring, or discouraging any particular treatment.
The legal disclaimer for ESGE guidelines applies to the present
position statement.
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