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Informed consent is the cornerstone of the ethical practice of procedures and treatments in medicine. The pur-

pose of this document from the American Society for Gastrointestinal Endoscopy (ASGE) Standards of Practice
Committee is to provide an update on best practice of the informed consent process and other issues around
informed consent and shared decision-making for endoscopic procedures. The principles of informed consent
are based on longstanding legal doctrine. Several new concepts and clinical trials addressing the best practice
of informed consent will help guide practitioners of the burgeoning field of GI endoscopic procedures. After a
literature review and an iterative discussion and voting process by the ASGE Standards of Practice Committee,
this document was produced to update our guidance on informed consent for the practicing endoscopist.
Because this document was designed by considering the laws and broad practice of endoscopy in the United
States, legal requirements may differ by state and region, and it is the responsibility of the endoscopist, practice
managers, and other healthcare organizations to be aware of local laws. Our recommendations are designed to
improve the informed consent experience for both physicians and patients as they work together to diagnose
and treat GI diseases with endoscopy. (Gastrointest Endosc 2022;95:207-15.)
(footnotes appear on last page of article)
This guideline document was prepared by the Stan-
dards of Practice Committee of the American Society for
Gastrointestinal Endoscopy using the best available scien-
tific evidence and considering a multitude of variables
including, but not limited to, adverse events, patients’
values, and cost implications. The purpose of these guide-
lines is to provide the best practice recommendations,
which may help standardize patient care, improve pa-
tient outcomes, and reduce variability in practice. We
recognize that clinical decision-making is complex.
Guidelines, therefore, are not a substitute for a clinician’s
judgment. Such judgements may, at times, seem contra-
dictory to our guidance because of many factors that
are impossible to fully consider by guideline developers.
Any clinical decisions should be based on the clinician’s
experience, local expertise, resource availability, and pa-
tient values and preferences. This document is not a rule
and should not be construed as establishing a legal stan-
dard of care or as encouraging, advocating for,
mandating, or discouraging any particular treatment.
Our guidelines should not be used in support of medical
complaints, legal proceedings, and/or litigation, as they
were not designed for this purpose.

Informed consent is the basis of practice of any medical
treatment or procedure, including GI endoscopy. Informed
consent is rooted in the ethical principles of self-
determination and autonomy. All 50 states require, through
state statute or court decisions, that providers obtain legally
adequate informed consent from patients before performing
any endoscopic procedure.1 From amedicolegal perspective,
courts may find physician liability based on the failure to
obtain informed consent.2 Additionally, properly obtaining
informed consent can guard against legal claims for medical
battery and negligence.3
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TABLE 1. Summary and strength of recommendations

Recommendation Strength of recommendation

Endoscopists and practitioners should learn the applicable standard of informed
consent in the state(s) where they practice.

Strong recommendation,
low quality of evidence

Informed consent may be obtained by any member of the GI team (including nurse, advanced
practice provider, or trainee) who are thoroughly knowledgeable of and able to communicate
the indication(s), risks, benefits, and alternatives of that procedure.

Strong recommendation,
low quality of evidence

Routine informed consent should be performed and documented before the performance
of a procedure, including in direct-access endoscopy practice.

Conditional recommendation,
low quality of evidence

When available, video and other electronic supplemental educational materials can be
used to supplement informed consent.

Strong recommendation,
moderate quality of evidence

A discussion of non–FDA–approved and off-label techniques and devices should be included in
the informed consent process.

Conditional recommendation,
low quality of evidence

In an emergency situation, effort should be made (and documented) to obtain written
consent before a procedure as the situation allows.

Strong recommendation,
high quality of evidence

In pediatric patients undergoing GI procedures we recommend age-appropriate consent and
assent processes that are developmentally appropriate for patients and their families

Strong recommendation,
low quality of evidence

ASGE guideline on informed consent for GI endoscopic procedures
Adequate informed consent primarily involves a discus-
sion between the physician and patient aimed at educating
the patient regarding the indication for and potential benefits
to gain from performing the proposed procedure, the poten-
tial risks of the proposed procedure and of foregoing the pro-
cedure, and the alternatives to the proposed procedure.
After completion of this discussion, the patient legally ac-
knowledges this dialogue and his or her consent to proceed
with the treatment or procedure by signing a consent form.

This document attempts to provide guidance for several
important situations that may be encountered in legal con-
sent for the practicing endoscopist. Several novel concepts
and clinical trials have been performed to enhance how we
may think about, obtain, and provide informed consent for
the growing range of GI endoscopic procedures. Although
no single absolute method is prescribed, this guideline
aims to present to endoscopists a reasonable and effective
approach for obtaining informed consent. Further
controlled clinical studies may be needed to clarify aspects
of these statements, and revision may be necessary as new
data appear. Additionally, real-time clinical considerations
may require variation from these recommendations. This
review updates the 2007 American Society for Gastrointes-
tinal Endoscopy (ASGE) guideline on informed consent for
GI endoscopy.4
COMPREHENSIVE LITERATURE SEARCH

A comprehensive search of the medical literature was
performed using the strategy described in Appendix 1
(available online at www.giejournal.org). In collaboration
with an information specialist, MEDLINE and Embase were
searched from inception through February 2020. Search
terms included “informed consent,” “gastrointestinal
endoscopy,” “endoscopy,” “endoscopic procedures,” and
“procedures.” The search was supplemented by accessing
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the “related articles” feature of PubMed, with articles
identified on MEDLINE and Embase as the references.

In total, 720 pertinent studies published in English were
reviewed, and 102 were selected for data review through a
2-member selection process using Covidence (Melbourne,
Australia). Studies were included if they discussed issues
pertaining to informed consent in endoscopy. Studies
were excluded if the topic did not address endoscopic pro-
cedures. Additionally, meeting abstracts and case reviews
were excluded.

Our final guideline statements are based on our critical
review of the available data and expert consensus. The
strength of a recommendation was based on the ASGE
Standards of Practice Committee panel vote. The level of
evidence was determined according to standard GRADE
(Grading of Recommendation Assessment, Development
and Evaluation) terminology adopted by the ASGE Stan-
dards of Practice (SOP) Committee, which is based on
various factors including quality of evidence among other
considerations (Table 1).5 Due to the nature of this
document, the GRADE methodology was not used in
developing the recommendations.
DEFINITION OF INFORMED CONSENT

Consent is a voluntary agreement by a person with the
capacity to make an informed choice about a proposed
action upon them by another person.6 Informed
consent carries a legal mandate to disclose information
about a proposed procedure that must enable the
individual to understand, consider, and voluntarily
authorize that procedure. The disclosure requirements
as defined legally are of 2 types and differ based on the
measure used to determine the scope of the disclosure.
The first standard of disclosure is the “professional
disclosure” or “physician-based” standard, which
www.giejournal.org
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requires that a medical team disclose to the patient an
amount of information that a reasonable, similarly
situated physician would provide.7-10 The second disclo-
sure standard is the “reasonable patient” standard. Under
this standard, the medical team must provide information
that a reasonable lay person would consider material and
significant in consenting to a proposed procedure. States
are almost evenly split as to which standard is followed,
with the most recent trend moving toward adoption of
the reasonable patient standard.9 Regardless of the legal
standard of disclosure, the informed consent process is
ideally a patient-centered discussion of a proposed treat-
ment that includes the medical provider’s expertise and
the patient’s individual values to decide on a diagnostic
or therapeutic plan of action, also called shared
decision-making.

Recommendation: Endoscopists and practi-
tioners should learn the applicable standard of
informed consent in the state(s) where they
practice.

(Strong recommendation, low quality of evidence)
www.giejournal.org
PERSONNEL TO OBTAIN INFORMED CONSENT

Historically, it has been considered ideal that informed
consent should be obtained by the clinician performing
the procedure; however, this has become controversial
in modern team-based medical practice.10 There are, as
explored in Use of Electronic Resources for Consent,
below, many ways to successfully fulfill the legal and
ethical mandate of informed consent. An increasing
clerical burden on medical professionals has resulted in
the increasing use of physician extenders including
physician assistants and nurse practitioners as well as
situations where trainees including residents and fellows
are involved in procedural workflow. These professionals
often possess the skills and credentials necessary to
supply patients with the information and support that is
required to make an informed decision regarding a
proposed treatment, including procedural treatments.
The ethical mandate of high-quality informed consent
may be fulfilled regardless of who among the treating
care team obtains the consent. As such, consideration
must be given to other members of the team for their
role in providing informed consent.

Several studies have addressed trainee performance of
informed consent in endoscopic and surgical proced-
ures.11-15 These data suggest that with proper education,
individuals who do not yet independently perform various
procedures are able to become proficient in provision of
high-quality informed consent for procedural therapy.
The legal statutory language regarding this issue of who
may obtain consent varies from state to state and is often
not specific in nature but includes the following exam-
ples.10 Some states specifically note that a “physician
assistant” (Oregon) or “healthcare provider licensed to
provide health care in the state” (Texas) may obtain
consent. Others are more strict, dictating that a “physician”
(Pennsylvania), “the person providing the professional
treatment” (New York), or “any physician who treats a
patient” (Wisconsin) should inform the consent process.

To satisfy both theworkflowof amodernmedical team and
the patient’s right to a complete and high-quality informed
consent process, the following recommendation is made
based on expert committee consensus, with the limitation
that local and state mandate may restrict or allow otherwise:
V

Recommendation: Informed consent may be
obtained by any member of the GI team
(including nurse, advanced practice provider,
or trainee) who are thoroughly knowledgeable
of and able to communicate the indication(s),
risks, benefits, and alternatives of that
procedure.

(Strong recommendation, low quality of evidence)
INFORMATION TO BE INCLUDED

As previously mentioned, informed consent requires
disclosure of key pieces of information:
1. Review of the patient’s relevant medical conditions and

results (if not already done previously).
2. A description of the procedure to be performed,

including any diagnostic or therapeutic interventions
that may reasonably be anticipated to occur during
the procedure (ie, tissue biopsy sampling, polypectomy,
dilation).

3. Potential benefits of the procedure (ie, why it is being
proposed).

4. Potential risks and adverse events (AEs) associated
with this procedure, including an estimate of the fre-
quency and severity of the most common and most se-
vere AEs.

5. A discussion of the alternatives to the procedure,
including the option to not do the procedure.

6. Potential harms of not proceeding with the proposed
procedure.

7. A discussion regarding the potential needs for intuba-
tion, resuscitation, hospitalization, and blood transfu-
sion; documenting a patient’s preference.
The consenting provider should be certain to explain

the procedure to the patient, including what will occur
before, during, and after the procedure. Not every possible
AE can reasonably be disclosed. Rather, the substantive
risks that would influence a reasonable person when mak-
ing a choice are required, including the probability and
severity of possible outcomes. In general, the more com-
mon AEs and most serious AEs should be discussed.
Reasonable alternatives to the proposed procedure should
be presented, including those that may be more or less
olume 95, No. 2 : 2022 GASTROINTESTINAL ENDOSCOPY 209
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hazardous. Finally, the provider should inform the patient
of the possible outcomes if the patient declines the pro-
posed procedure. Appendix 2 (available online at www.
giejournal.org) shows an example statement of consent
for medical treatment.
DOCUMENTATION, TIMING, AND SETTING OF
INFORMED CONSENT

With the mandate on hospitals to move toward portable
electronic medical record systems, electronic aids to the
written consent process are increasingly available.
Although electronic medical records have been shown to
reduce endoscopy staff satisfaction and increase clerical
burden, patient safety may be improved by some compo-
nents, including preprocedure reminders regarding col-
lecting informed consent.16,17

In some circumstances, a provider may be required to
obtain informed consent through the means of a tele-
phone or other virtual discussion with the patient or their
proxy rather than during an in-person discussion. In such
cases, all the usual components of informed consent
need to be discussed. Adequate time should be given to
answer questions, and documentation of the conversation
in the medical record is expected before initiation of the
proposed procedure.

A challenge somewhat unique to GI endoscopy is that of
direct access procedures, whereby patients may be
referred for a procedure the same day they will be meeting
the endoscopist performing their procedure.18 Open-
access endoscopy can detract from the preprocedure edu-
cation and informed consent that would occur in the office
setting before a patient prepares and presents for the pro-
cedure.19 Although informed consent for GI endoscopy
may sometimes necessarily be obtained the day of the
procedure or even in the procedure room itself, the
previously described aspects of informed consent are still
required, and the patient should be given time to ask
questions before the procedure. Given the interest of
patients and providers alike in continuing to use direct-
access procedures while also providing excellent patient-
centered care, the provision of various preprocedure edu-
cation materials has been studied.

Additionally, medical care and consultation are increas-
ingly provided electronically.20-23 Several studies have as-
sessed quality improvement measures aimed at
improving the informed consent process for patients pre-
senting for consultation and same-day procedures. A pro-
spective trial comparing patient recall of the consent
process for sedated endoscopic procedures either 10 to
60 minutes before the procedure or 40 to 72 hours before
the procedure showed no difference in recall at discharge
from the endoscopy unit and again 2 to 3 days later.24

That said, patient recall and satisfaction with the
traditional written or oral informed consent process
210 GASTROINTESTINAL ENDOSCOPY Volume 95, No. 2 : 2022
generally remains poor even among healthy volunteer
subjects.25

Recommendation: Routine informed consent
should be performed and documented before
the performance of a procedure, including in
direct access endoscopy practice.

(Conditional recommendation, low quality of
evidence)
USE OF ELECTRONIC RESOURCES FOR
CONSENT

A large systematic review and meta-analysis of 29 ran-
domized controlled trials using video, computer program,
electronic presentation, compact disc, or website to sup-
plement medical informed consent demonstrated signifi-
cantly improved recall of informed consent detail.26 No
consistent effects were seen on patient satisfaction or
anxiety with these supplements to the informed consent
process. Similarly, a systematic review including 8 studies
of informed consent before trauma surgery reported
significantly improved patient recall, comprehension, and
satisfaction when verbal consent was supplemented by
additional written or video education about their
proposed procedure.27 Finally, a randomized prospective
trail comparing traditional informed consent versus an
electronic interactive learning module in 101 parents of
children undergoing diagnostic upper endoscopy
revealed that informed consent as measured by their
instrument was more often achieved using the electronic
resource. At the same time, satisfaction, anxiety, or the
number of questions asked by parents was not
impacted.28 Therefore, when available, video and other
electronic supplemental educational materials can be
used to supplement informed consent.

USE OF OFF-LABEL OR DEVICES AND
TECHNIQUES NOT APPROVED BY THE U.S.
FOOD AND DRUG ADMINISTRATION

With rapidly changing technology and techniques, the
practice of endoscopy often involves the use of tools and
instruments in an off-label or investigational fashion. Off-
label use of a device “when the intent is the practice of
medicine” typically does not require Institutional Review
Board review or an Investigational Device Exemption.29

According to this guidance from the U.S. Food and Drug
Administration (FDA), a physician is tasked with the
responsibility to be “well-informed about the product, to
base its use on firm scientific rationale and on sound
medical evidence and to maintain records of the
product’s use and effects” (page 1).29

Although many endoscopic devices are FDA approved
for a single application, clinical use for other indications
www.giejournal.org
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for the benefit of patients may precede further FDA indica-
tions for such use. For example, lumen-apposing metal
stents are FDA approved for pseudocyst drainage; howev-
er, in practice, they are often used for therapy of walled-off
necrosis, gallbladder drainage, gastrojejunostomy creation,
and luminal stricture therapy.30 The literature specifically
relating to the ethics and consent process for off-label
use of devices and techniques is scarce. This is also true
for use of devices not approved by the FDA. Scoring tools
are available to assist physicians in the ethical consider-
ation of a specific device.31 That said, it is the
responsibility of the physician to consider the balance of
risk and benefit of the proposed off-label use of a device,
including their own experience, training, and abilities.

Many commonly used and FDA-cleared endoscopic de-
vices are neither studied nor FDA cleared for use in chil-
dren. Although off-label use in pediatric endoscopy is the
accepted standard in this population, in some circum-
stances, among all age groups, documentation that ac-
knowledges off-label use of devices as a part of consent
can be considered.32 Discussion of risk with off-label use
of devices and techniques is often challenging because of
the limited data available regarding AE rates during many
off-label interventions, compared with those during off-
label pharmaceutical use, which are better described.33
www.giejournal.org
Recommendation: A discussion of non–FDA–
approved and off-label techniques and devices
should be included in the informed consent
process.

(Conditional recommendation, low quality of
evidence)
EXCEPTIONS TO INFORMED CONSENT

Informed consent in emergency situations
Medical situations necessitating emergency interven-

tions occur commonly in endoscopic practice, ranging
from GI hemorrhage, perforation, cholangitis, bowel
obstruction, or foreign body and food impactions. In
some situations, including life-threatening emergencies,
full compliance with written consent may be impossible.
Furthermore, the quality of the informed consent process
is impacted by each unique emergency medical situation. A
systematic review and meta-analysis of the informed con-
sent process for emergency surgery including 11 observa-
tional studies concluded that patient recall and
satisfaction are poorer in emergent than in elective situa-
tions.34 Highlighted factors likely to interfere with the
consent process were pain, analgesic medications, and
fatigue. Furthermore, patient capacity to consent may be
impacted by the medical emergency making verbal
consent with the patient inadequate. Given these data
suggesting that patients consenting for emergency
procedures experience dissatisfaction with the consent
process and that a standard written consent form
increases compliance with informed consent in
emergency procedures, it is imperative that every
reasonable attempt should be made to provide a patient
or his or her proxy a complete and thorough written
informed consent when the situation permits. The
following recommendation is therefore made based on
expert committee consensus:

Recommendation: In an emergency situation,
effort should be made (and documented) to
obtain written or verbal consent before a proced-
ure as the situation allows.

(Strong recommendation, high quality of evidence)
Therapeutic privilege
Therapeutic privilege is the intentional withholding of

information that a physician believes would undermine
the goals of informed consent or harm the patient.35

This exception to informed consent is unlikely to be
often invoked in the practice of GI endoscopy.

Waiver
Waiver of informed consent is a choice a patient makes

to forego the informed consent process.36 In this
circumstance, the endoscopist must ensure the patient
understands his or her right to informed consent and
that he or she voluntarily relinquishes that right. A
written acknowledgement of the waiver signed by the
patient should be documented.

Legal mandate
In exceedingly rare circumstances, a judge’s order or

statute may supplant the process of informed consent. Un-
der such a legal mandate, the patient and/or public’s wel-
fare supersedes the right to informed consent.

Informed consent for pediatric patients
Informed consent can be given by patients with the

legal right, with qualifications varying by state, and
appropriate decisional capacity.37 In most cases, parents
or surrogates can provide informed decision-making
with the assent of the underaged pediatric patient. Chil-
dren who are developmentally “able” to assent (ie, to
agree to a proposed intervention) can provide this,
knowing that assent should include the following: help-
ing the patient achieve a developmentally appropriate
awareness of the nature of his or her condition, explain-
ing to the patient what he or she can expect with tests
and treatments, make a clinical assessment of the pa-
tient’s understanding of the situation, and finally to so-
licit an expression of the patient’s willingness to accept
the proposed care.38 The American Academy of
Pediatrics has recommended that “physicians involve
pediatric patients in their health care decision-making
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by providing information on their illness and options for
diagnosis and treatment in a developmentally appro-
priate manner and seeking assent to medical care when-
ever appropriate” (page e6).38

The concept of shared decision-making in pediatrics
takes this 1 step further to involve patients and their par-
ents or guardians in medical decision-making as it relates
to patient preferences and treatment goals. In a meta-
analysis, various techniques using shared decision-making
were shown to improve knowledge and decisional conflict
without a clear impact on outcomes.39 It is recommended
that adolescents should be included in decisions about
their care, and the endoscopist should assess patient
understanding and gauge the patient’s willingness for the
proposed procedure.38

As in adults, understanding of the consent process is
highly variable and may be poor in some circumstances.
In a series of 88 pediatric patients undergoing informed con-
sent for endoscopy, only 2 youth and 12 parents demon-
strated comprehensive understanding of key informed
consent elements.40 Understanding by the pediatric
patients varied by age, but the parental understanding
varied by the physician obtaining consent, highlighting the
important role our discussions play.

Legal age of consent varies by state and circumstances.41

Specific categories allow for minor consent including
cases of emergency, emancipated minor, and mature
minor exceptions. Different requirements also exist for
informed consent in pregnant minors. Most states
recognize a mature minor exception, and allow consent
to evaluation and treatment without parental consent
for services including mental health, drug and alcohol
addiction, reproductive health, and sexually transmitted
disease related issues. As such, pregnant minors may
generally consent to any medical treatment without
parental involvement. This has unique relevance for
endoscopists, given the increased mortality rates of
gallstone pancreatitis in pregnancy, reported up to
37%.41 Finally, an emergency situation in a minor,
under the federal Emergency Medical Treatment and
Active Labor Act, preempts conflicting or inconsistent
state laws, essentially rendering the problem of
obtaining consent for the emergency treatment of
minors a nonissue at participating hospitals.41,42

Thus, as discussed earlier in this document, electronic
resources should be considered when possible as supple-
ments to informed consent.28 In a questionnaire-based pe-
diatric study, 89% of respondents remembered receiving
an explanation from the doctor performing the procedure,
and 94% believed the information received was adequate.
The authors also reported 30% of families were unhappy
with the time spent in the GI unit, 8% received inadequate
discharge information, and 39% of children did not attend
school the following day. These quality determinants may
offer some opportunities in the process of the procedure
as it relates to consent.43
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Recommendation: In pediatric patients under-
going GI procedures we recommend age-
appropriate consent and assent processes that
are developmentally appropriate for patients and
their families.

(Strong recommendation, low quality of evidence)

Other issues
Incompetent or incapacitated patients. A patient’s

cognitive facilities may impact the quality of informed con-
sent. As such, patients who have either temporary or dura-
ble impairment of their ability to understand and execute
an informed consent require an alternative route for
informed consent, which generally means obtaining
informed consent from a patient’s proxy, depending on
state and local law.

Withdrawal of consent. An unsedated patient may
withdraw his or her consent for a proposed therapy at
any time. More controversial and applicable to the endo-
scopist is the situation of a sedated patient who declines
or requests to prematurely terminate a procedure that is
underway.44 In these situations, case-by-case decision-mak-
ing on the part of the endoscopist with the input of the
supporting nursing staff is prudent.

Refusal. As discussed previously, informed refusal oc-
curs when a patient refuses a proposed therapy after fully
performing the informed consent process.45 In this
situation, the informed consent discussion, the patient’s
capacity, and his or her understanding of the risks of
declining the therapy should be documented.

Limited English proficiency. Federal antidiscrimina-
tion law requires that healthcare facilities receiving federal
funding provide professional interpreter services for non–
and limited English-speaking patients.46 Fortunately,
increasing access to over the phone and virtual interpreter
services have made this mandate more readily achievable.

TRAINEES, IMAGES, AND VIDEO IN
ENDOSCOPIC PROCEDURES

Although the legal mandate remains murky, disclosure
of the participation of a trainee in a patient’s procedure
or of the potential use of patient data (images or video)
for educational purposes is considered best practice and
should be a universal part of informed consent when
applicable.47

CONCLUSIONS

Achieving high-quality informed consent is complex but
remains the foundation of ethical medical practice and is
especially important in the endoscopic field given its pro-
cedural emphasis. Aside from the legal mandate of
informed consent and resulting legal risk for providers
when it is not performed adequately, patient
www.giejournal.org
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understanding and satisfaction is improved when high-
quality informed consent is achieved.

The recommendations in this guideline are designed to
help improve the informed consent process and experi-
ence for both physicians and patients as they work
together to diagnose and treat GI diseases with endoscopy.
Because this document was designed considering the laws
and broad practice of endoscopy in the United States, legal
requirements and precedents may differ by state, region,
and hospital; therefore, it is the responsibility of the indi-
vidual endoscopist to be aware of his or her local laws
and regulations.
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DISCLAIMER: The information provided in this guidance document does
not, and is not intended to, constitute legal advice; instead, all information,
content, and addendums are for general informational purposes only. The
information contained herein may not constitute the most up-to-date
legal or other information.

Readers of this guidance document should contact their legal counsel to
obtain advice with respect to any particular legal matter, including but not
limited to patient informed consent. No reader of this guidance document
should act or refrain from acting on the basis of information contained
herein without first seeking legal advice from counsel in the relevant juris-
diction. Only your individual counsel can provide assurances that the infor-
mation contained hereindand your interpretation of itdis applicable or
appropriate to your particular situation. Use of, and access to, this
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utors, contributing law firms, or committee members and their
respective employers.
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APPENDIX 1

Search strategy
Search date: February 17, 2020
Databases searched: MEDLINE, Embase
Limits: English
Excluded: Letters, comments, editorials, notes, case re-

ports, congresses/conference abstracts
Ovid MEDLINE(R), Embase

# Searches Results
2
15.e
1 GASTROINTESTINAL ENDOSCOPY Volume 95, No
1
 exp Endoscopy, Gastrointestinal/ use ppez or
exp Endoscopes, Gastrointestinal/ use ppez
90,042
2
 exp digestive tract endoscopy/ use emczd or
exp digestive endoscope/ use emczd
221,830
3
 (Endoscop* or duodenoscop* or colonoscop* or
enteroscop* or esophagoscop* or gastroscop* or
proctoscop* or rectoscop* or sigmoidoscop* or
esophagogastroduodenoscop*).ti,ab,kf,kw.
613,340
4
 or/1-3
 716,351

5
 exp Informed Consent/
 146,113

6
 consent.ti,kf,kw.
 33,510

7
 5 or 6
 152,893

8
 4 and 7
 2720

9
 limit 8 to english language
 2578

10
 limit 9 to (case reports or comment or congress or

editorial or letter or conference abstract or note)
[Limit not valid in Ovid MEDLINE(R),Ovid MEDLINE(R)
Daily Update,Ovid MEDLINE(R) In-Process,Ovid
MEDLINE(R) Publisher, Embase; records were retained]
1555
11
 Case Report/
 4,624,123

12
 9 not (10 or 11)
 871

13
 remove duplicates from 12
 720
. 2 : 2022 www.giejournal.or
g
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APPENDIX 2

Example statement of consent for medical
treatment

Under [STATE] law my treating physician must
inform me about the risks and benefits of the pro-
posed treatment(s) and the availability of reasonable
alternate medical modes of treatment, including the
risks and benefits of the alternate modes of treatments.
“Modes of treatment” means treatment, including diag-
nostic procedures, generally considered by the medical
profession to be within the scope of current, accept-
able standards of care.

My physician’s duty to inform me about the proposed
treatment and alternate modes of treatment and their risks
and benefits does not require disclosure of (1) detailed
technical information that in all probability I would not un-
derstand, (2) risks apparent or known to me, (3) extremely
remote possibilities that might falsely or detrimentally
alarm me, (4) information in emergencies where failure
to provide treatment would be more harmful to me than
treatment, (5) information in cases where I am incapable
of consenting, and/or (6) information about alternate med-
ical modes of treatment for any condition the physician has
not included in his or her diagnosis at the time the physi-
cian informs me.

My physician has recommended that the treatment and/
or procedure noted below be performed. The recommen-
ded treatment and/or procedure and reasonable alternate
medical modes of treatment and their risks and benefits
have been explained to me. The risks of the recommended
treatment and/or procedure have also been explained to
www.giejournal.org Vo
me and are also noted on this form. Any questions I
have regarding the medical treatment and/or procedure,
why it is necessary, its benefits and risks have been
answered to my satisfaction. Therefore I, the undersigned,
as the patient, do hereby voluntarily consent to and autho-
rize medical care and treatment by [PRACTICE], through
its individual physicians, employees, and/or agents. This
care and treatment encompasses all diagnostic and thera-
peutic treatments considered necessary or advisable in
the judgment of the physician and provided by
[PRACTICE].

Treatment/procedure to be performed: _____________
Potential significant risk(s): _______________________
I am aware that the practice of medicine is not an exact

science and I acknowledge that no guarantees have been
made to me as to the result of treatments, procedures,
or examinations performed by the physician or
[PRACTICE].

I have read this form, or had it read to me, and I certify
that I fully understand and accept its contents.

Patient’s signature __________ Date ______________
Patient’s name (printed) _____________________
Patient, __________________, is a minor, or is unable to

sign above because ______________________.
______________________ _______________________

Person giving consent Relation to patient

This template statement of consent for medical treat-
ment is provided for illustrative purposes only and may
not satisfy the legal requirements of your jurisdiction. You
should consult an independent attorney of your choosing
to ensure your written authorization for medical consent
satisfies the legal requirements where you practice.32
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