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Synopsis

Physician must explain the planned treatment and any al-
ternative to the patient. We developed the surgical consent 
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The sociomedical environment is changing. In the traditional physician-patient relationship, the physician was 
authoritative and the patient was obedient. The contractual relationship featured patient consent to the physician’s 
decision. Today, the physician must explain fully the planned medical treatment, and any alternative, to the patient, 
who has the right to choose her treatment after considering the benefits and side-effects. The Korean Society 
of Gynecologic Oncology thus decided to standardize the surgical consent forms to meet the legal requirements 
of modern medicine, improve patient understanding of the surgical details, and protect medical staff from legal 
disputes. To determine the format and content, subcommittees for each cancer type collected and reviewed all 
relevant articles and the current consent forms of domestic medical institutions. After several meetings, 16 basic 
items to be included for each type of gynecologic cancer were selected. Also, to help patients understand the surgical 
details, figures were included. The revised forms were legally reviewed in terms of the appropriateness of the format 
and content. We also developed English versions to provide adequate information for foreign patients. We hope that 
these efforts will promote trust between patients and physicians, and contribute to effective treatment by laying a 
foundation of mutual respect.
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forms to meet the legal requirements, improve patient un-
derstanding of surgical details, and protect medical staff 
from legal disputes. We expect these promote trust between 
patient and physician and contribute to effective treatment.

Background

The sociomedical environment is progressing rapidly. Innova-
tive medical devices are under constant development and 
leadership is increasingly professional. In the past, the physi-
cian-patient relationship was based on patient trust that the 
physician would provide appropriate treatment; the patient 
complied with the physician’s will [1]. Often, the physician’s 
explanation of planned treatment was insufficient [2]. The 
patient often followed the physician’s instructions without 
understanding why this was necessary. Today, however, the 
physician-patient relationship is increasingly based on busi-
ness and law. Patients are more educated than before and 
of higher economic status. Medical institutions are large and 
specialized, national health insurance coverage is extensive, 
and civil consciousness has grown and become organized. 
Therefore, patients and their authorized persons (guardians) 
now demand a systematic and sufficient explanation of any 
planned treatment, including surgery. Also, dissatisfaction 
with treatment outcomes, or the development of unexpected 
complications, now triggers medical disputes and lawsuits [2].

The ‘informed consent’ first used legally in the United 
States in the 1950s refers to voluntary authorization after 
a patient or guardian receives adequate information and 
fully comprehends the (actual or suspected) diagnosis, the 
treatment risks, alternative treatments, and the medical or 
surgical details [3-5]. Unfortunately, however, the consent 
forms for gynecologic cancer surgery are not standardized, 
and vary widely by the level and interest of the institution 
and the responsible medical staff. Thus, patient expectations 
are not met and medical personnel are not legally protected. 
In addition, Korea has achieved robust economic growth, 
excellent medical personnel, advanced medical systems, and 
relatively low medical costs (compared to the United States 
and Europe). Before the coronavirus disease 2019 (COVID-19) 
pandemic, the annual proportion of foreign patients had 
increased rapidly [6]. However, some institutions lack English 
consent forms.

Thus, the Korean Society of Gynecologic Oncology (KSGO) 

decided to develop standard consent forms including surgi-
cal and alternative treatment options for gynecologic cancer 
surgery to meet the legal requirements of modern medicine, 
improve patient understanding of the surgical details, and 
protect medical staff from legal disputes. In addition, the 
KSGO developed English versions to provide adequate infor-
mation for foreign patients.

The components and the role of 
informed surgical consent from the 
viewpoint of Korean medical law

Physicians must provide thorough and accurate explanations 
of all treatment-related issues and obtain voluntary autho-
rization (consent) from patients. Each patient has a ‘right 
of self-determination’ when surgery is suggested after the 
physician has explained the surgery, the risks, and the side- 
and after-effects [4]. If written informed consent is absent, 
surgery may be illegal even in the absence of negligence. 
A signed consent form is inadequate if the patient did not 
receive a detailed and sufficient explanation from the physi-
cian. Therefore, it is important to fully understand and reflect 
the contents required by Korean medical law when develop-
ing a surgical consent form. In Korean medical law, physi-
cians, dentists, or oriental medical physicians must explain to 
the patients and obtain written informed consent when they 
undergo surgery, transfusion, or general anesthesia that may 
cause serious harm to their lives. In this case, it includes 1) 
the diagnosis that occurs or is likely to occur to the patient, 
2) the necessity, method and contents of the surgery, 3) the 
name of the physician, dentist, or oriental medical physician 
who explains or participates in the surgery, 4) the after-ef-
fects or side-effects typically expected to occur depending on 
the surgery, 5) the matters to be observed before and after 
the surgery [7]. This meets the legal requirements, improves 
patient compliance, prevents certain risks, adjusts patient 
expectations, and provides objective evidence if a legal issue 
arises. The explanation must be given by the physician, not 
nurses or clerical staff. Consent by a guardian is permitted 
only if the patient is unable to express an intention (perhaps 
because of unconsciousness or incompetence). The explana-
tion should be made in advance; the patient must have some 
time to think. The explanation should be tailored to the indi-
vidual intellectual level of the patient.
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Development of consent forms for 
gynecologic cancer surgery

1. Committee formation
An Audit Committee (Director: Jong-Min Lee, Secretary: 
Seung-Hyuk Shim) of gynecologic oncologists was formed by 
the KSGO (Chairman: Young Tae Kim, Secretary-General: Dae 
Woo Lee). The committee featured subcommittees working 
on the 3 major gynecologic cancers: cervical cancer (Ha Kyun 
Chang, Kyung Jin Eoh, Heon Jong Yoo), endometrial cancer 
(Maria Lee, Mi Kyung Kim, Min Kyu Kim), and ovarian cancer 
(Won Moo Lee, Kwang-Beom Lee, Kyeong A So).

2. Detailed process of developing the consent forms
Each subcommittee reviewed all relevant articles and all 
current, domestic informed consent forms. Formal letters 
requesting the current consent forms were sent to 64 medi-
cal institutions; 23 responded, and the forms were reviewed. 
The standard terms and conditions for informed consent 
(to surgery, a medical procedure, physical examination, an-
esthesia, and sedation) of the Korea Fair Trade Commission 
(amended, June 22, 2016) were reflected in the new consent 
forms [8]. After three face-to-face meetings (April 17, 2021, 

May 18, 2021, and June 29, 2021), 16 basic items for all 
gynecological cancer forms were selected. After a further 4 
face-to-face (August 3, 2021, September 1, 2021, October 
6, 2021, and November 3, 2021) and two remote meetings 
(August 13, 2021 and September 6, 2021), the 16 basic 
items were formalized as shown in Table 1.

To help patients understand the surgical details, figures 
were included in the consent form. Drafts of the form were 
revised 3 times by the committee members who focused on 
the content, the scientific evidence, readability, visibility, and 
the medical law. The final forms were legally reviewed by an 
expert. To gather the opinions of KSGO members, a public 
hearing was scheduled at the 27th KSGO Autumn Sympo-
sium in 2021. The questions posed and the responses of 
the committee are attached as Supplementary Table 1. The 
opinions gathered at the public hearing were reflected in the 
final consent forms after discussion at an Audit Committee 
meeting (Supplementary Figs. 1-3). The final consent forms 
were translated into English (Supplementary Figs. 4-6).

Content and characteristics of the 
surgical consent forms

1. Common characteristics

1) Patient general information
Patient identification number, full name, date of birth, age, 
and gender.

2) Surgery information
The diagnosis, the type, approaches, extent, and expected 
date of the surgery. The name and specialty of the operating 
surgeon.

3) Patient health status
Any history of disease/injury; allergy; idiosyncrasy; diabetes; 
hypertension/hypotension; drug abuse; airway disorder; 
smoking; bleeding disorder; cardiovascular, pulmonary, or 
renal disease; or other problems were included, as was any 
current medication. Test results and patient information were 
collected. The options were Yes/No/Unknown; the details of 
any ‘Yes’ answers were given.

Table 1. The basic items of the consent forms for gynecologic 
cancer surgery

Items

Patient general information

Surgery information

Patient health status

Purpose and benefits of the surgery

Risk factors threatening the safety of the surgery 

Alternative treatments 

Consequences of not having the surgery 

Surgical approaches and the possibility of change in the procedure

Extent of the surgery

Estimated duration of the surgery

Possibility of changing the physician (operating surgeon)

Risks, complications, and management after surgery

Precautions after surgery

Other matters requiring consent

Other comments or details

Confirmation and consent of the patient to the physician’s 
explanation
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4) Purpose and benefits of the surgery
The basic purpose and benefits of the surgery for each type 
of cancer were described (please refer to Supplementary Figs. 
1-6 for the surgical consent forms for each type of gyneco-
logic cancer). In addition, an explanation of possible person-
alized treatment guided by genetic testing was included.

5) Risk factors threatening the safety of the surgery
Known risk factors threatening the safety of the surgery, 
including age over 70 years, a prolonged operation time, an 
extensive surgery, limitation of physical activity, malnourish-
ment, or chronic disease (hypertension, diabetes, immuno-
logical disorders) were described.

6) Alternative treatments
The advantages/disadvantages of alternative treatments (ra-
diotherapy or chemotherapy) for each cancer type, and the 
possibility of alternative treatments depending on age and 
fertility-sparing, were described (please refer to Supplemen-
tary Figs. 1-6 for the surgical consent forms for each type of 
gynecologic cancer).

7) Consequences of not having the surgery
For each type of cancer, the risks of disease progression, 
poor quality of life, and death in the absence of surgery were 
described (please refer to Supplementary Figs. 1-6 for the 
surgical consent forms for each type of gynecologic cancer).

8)   Surgical approaches and the possibility of change 
in the procedure

General information on the surgical approaches (laparotomy 
or laparoscopic/robot-assisted surgery) used to treat each 
type of gynecologic cancer (with figures) was included (please 
refer to Supplementary Figs. 1-6 for the surgical consent 
forms for each type of gynecologic cancer). It was explained 
that if it was difficult to remove the lesion safely and com-
pletely because of advanced/extensive disease, an accompa-
nying gynecologic condition, or intra-abdominal adhesions 
attributable to previous surgery, the surgical approach might 
be changed to laparotomy although laparoscopic or robot-
assisted surgery had been planned.

9) Extent of the surgery
The extent of the surgery for each type of gynecologic can-
cer was explained (with figures) (please refer to Supplemen-

tary Figs. 1-6 for the surgical consent forms for each type of 
gynecologic cancer). It was explained that if metastasis to 
organs such as the gastrointestinal or urinary system was evi-
dent during surgery, or if other organs were injured, cooper-
ation with other departments of surgery would be required. 
Also, the extent of the surgery might change depending 
on the patient’s condition during surgery. If a change to the 
surgical approach or extent was urgently required, given that 
the patient could not be informed in advance, the reason for 
the change and the outcome would be explained to the pa-
tient or a guardian immediately after the operation.

10) Estimated duration of the surgery
The (approximate) estimated duration of the surgery for each 
cancer type was described (please refer to Supplementary 
Figs. 1-6 for the surgical consent forms for each type of gy-
necologic cancer).

11)   Possibility of changing the physician (operating 
surgeon)

It was explained that if a change in the physician (operating 
surgeon) was inevitable because of the patient’s condition 
or an institutional circumstance, the reason for the change 
should be explained to the patient or a guardian, and writ-
ten consent obtained before the operation. To prevent ar-
bitrary changes of physicians, accepted ‘inevitabilities’ were 
specified in detail (‘emergency patient treatment’; ‘personal 
reason [illness or childbirth]’). In addition, it was explained 
that if a change of surgeon was urgently required because 
of patient condition during the operation, given that consent 
could not be obtained, the reason for the change and the 
outcome would be explained to the patient or a guardian 
immediately after the surgery.

12)   Risks, complications and management after sur-
gery

Possible complications and their management after surgery 
were described for each type of gynecologic cancer (please 
refer to Supplementary Figs. 1-6 for the surgical consent 
forms for each type of gynecologic cancer). The explanations 
of the complex complications were itemized. These included 
adjacent organ injuries, bleeding, the possibility of reopera-
tion due to hematoma, reduced motor and sensory function, 
pain, thromboembolism, lower extremity edema and lym-
phoceles, urinary disorder, bowel obstruction, intestinal anas-
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tomotic disruption, surgical wound infection, other infec-
tions, fistula, and the complications from prolonged surgery. 
All were described in detail [9-14].

13) Precautions after surgery
For each cancer type, the general precautions required im-
mediately after surgery (coughing, deep breathing, and early 
ambulation) were described, as were other precautions re-
quired for 1 to 2 months after surgery in terms of bathing, 
exercise, and sexual intercourse. All conditions that should 
trigger a hospital visit were described (please refer to the 
Supplementary Figs.1-6 for the surgical consent forms for 
each type of gynecologic cancer).

14) Other matters requiring consent
Patients were asked to consent to anesthesia, blood transfu-
sion, marking the surgical site, frozen section and pathologi-
cal examination, the possibility of special examination, and 
the use of their biological material for research (Human-
Derived Materials Research).

15) Other comments or details
This emphasized that diagnosis and surgery-related questions 
and answers should be allowed to range freely.

16)   Confirmation and consent of the patient to the 
physician’s explanation

This made it clear that the physician must explain the ben-
efits and side-effects of the surgery, any possible change 
or addition to the extent of the surgery, and any possible 
change in surgical approach or the entire operation. The phy-
sician must explain that student doctors (medical students) 
attend (participate in) surgery for educational purposes, and 
the patient must agree to the presence of that person. If the 
final signature is that of a guardian rather than the patient, 
the reason must be specified.

2. Specifications by gynecologic cancer type

1) Cervical cancer
(1) The effects and disadvantages of radiotherapy as an al-
ternative to surgery were explained, and the possibility of 
adjuvant radiotherapy was explained to patients at high risk 
of recurrence after surgery. We also explained that chemo-
therapy could be concurrent in medically eligible patients; 

this increased the effectiveness of radiotherapy [15,16].
(2) In “Surgical approaches and the possibility of change in 

the procedure,” we reflected the results of a recent, interna-
tional, prospective clinical trial of surgical approaches for cer-
vical cancer patients: minimally invasive radical hysterectomy 
was associated with lower rates of disease-free survival and 
overall survival than abdominal radical hysterectomy in wom-
en with early-stage cervical cancer [17]. Therefore we wrote: 
“Laparoscopy or robot-assisted surgery may be performed 
by a skilled gynecologic cancer specialist in patients who can 
achieve oncological safety, based on the tumor size and the 
development of surgical skills to minimize intraperitoneal 
metastasis of cervical cancer. Laparoscopy or robot-assisted 
surgery must be performed after the patient and physician 
have fully discussed the advantages and disadvantages of the 
surgical approaches” [18,19].

(3) To reflect the recently developed surgical/anatomical 
concept precisely, and to ensure compatibility with the surgi-
cal manual of the Korean Gynecologic Oncology Group, the 
type of hysterectomy was based on the Querleu and Morrow 
classification [20,21]. We prepared figures to facilitate pa-
tient understanding. In addition, conization or radical trach-
electomy for early cancer patients who wished to preserve 
fertility were explained using figures.

2) Endometrial cancer
(1) We explained that standard treatment for patients who 
are operable and do not desire fertility preservation involves 
a staging operation including hysterectomy (removal of both 
ovaries and salpinges) [22].

(2) We explained that hormone therapy could be an option 
on a limited basis to preserve fertility, but only if the cancer 
was at an early stage and exhibited specific clinicopathologi-
cal characteristics [22]. Also, we explained that if a patient 
is in poor general condition or at a high risk of developing 
postoperative complications, other non-surgical treatment 
options can be attempted, including systemic chemotherapy 
and radiation therapy. However, as this is not a standard al-
ternative treatment to surgery, the prognosis may be worse 
than when receiving the standard treatment including sur-
gery.

(3) We explained that ovaries can be saved if the patient 
wants to preserve them considering their age and under-
stands certain risks for recurrence even in the early stage of 
endometrial cancer [23,24].
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(4) We explained that lymphadenectomy could feature: 1) 
complete lymph node dissection; 2) selective dissection of 
(only) grossly enlarged lymph nodes; or, 3) sentinel lymph 
node resection only [25-28].

5) We explained that maximal cytoreduction of any sus-
pect metastatic lesion should be performed when treating 
advanced-stage endometrial cancer [29].

3) Ovarian cancer
(1) The nomenclature of ovarian cancer surgery varies; one 
of exploratory laparotomy, cytoreductive surgery, a debulking 
operation, or staging operation has been described accord-
ing to the preference of the institute or physician. Thus, we 
allowed institutions to describe the nomenclature of the op-
eration at their discretion.

(2) In patients with ovarian cancer, the extent of the sur-
gery varies more than that for cervical or endometrial cancer. 
Therefore, we did not summarize this in the “Surgery infor-
mation” section for ovarian cancer (unlike the other cancers). 
Instead, we provide figures showing the possible metastatic 
lesions to help patients understand, and recommend to ex-
plain and check the scheduled surgery according to the pa-
tient’s disease status in “Extent of the surgery.”

(3) We explained that if complete resection was difficult 
because of extensive pleural effusion or ascites, or a me-
tastasis to the mesentery or liver parenchyma, neoadjuvant 
chemotherapy followed by interval debulking surgery was 
an alternative [30]. In addition, we explained that if a patient 
was inappropriate for surgery (because, for example, of a 
medical condition) palliative chemotherapy might relieve the 
symptoms but such treatment was not very effective [31].

Summary

In clinical practice, the relationship between the physician 
and the patient is changing from a traditionally submis-
sive relationship in which the patient obeys the physician’s 
authority to a mutual contractual relationship based on the 
physician’s explanation and the patient’s consent. The physi-
cian must explain the planned and alternative treatments 
fully, and the patient has the right to choose, after consid-
ering benefits and side-effects. Well-documented consent 
forms may have the advantages of providing feedback on 
whether treatment plan for the patients is well established 

and implemented in terms of adequateness and efficiency as 
well as the patient’s right of self-determination. The effort of 
the KSGO to develop consent forms for gynecologic cancer 
surgery is just part of the continuous work of experts to meet 
the ethical/legal demands of both physicians and patients in 
the era of modern medicine. The KSGO does not seek simply 
to strengthen the authority of physicians or to protect physi-
cians from medical disputes but, rather, to lead the way for 
the development of ethical awareness in experts who are 
responding to the changed spirit of the times, i.e., patient-
centered medical care. However, given the differences in 
medical systems and environments, the nature of informed 
surgical consent inevitably differs among institutions. There-
fore, the KSGO decided to allow all institutions to edit the 
forms; this will (we believe) enhance utilization. The existing 
forms explain only the most basic surgeries for the 3 major 
gynecologic cancers. In the future, informed consent forms 
for other treatment modalities, including chemotherapy and 
radiation therapy, and additional surgical methods required 
in various clinical situations, should be developed. It is hoped 
that the efforts of the KSGO will promote trust between pa-
tients and physicians and contribute to the treatment of gy-
necologic cancers by laying a foundation of mutual respect.
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