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Obtaining medical consent preoperatively is one of the key steps in preparing for sur-

to good medical practice guidelines, doctors are required to have the knowledge
and skills to treat patients as well as inform them, respect their wishes, and estab-
lish trust between themselves and their patients. Valid consent includes elements of
competence, disclosure, understanding, and voluntariness. Documentation of these
elements is also very important. The International Federation of Gynecology and
Obstetrics (FIGO) Education Communication and Advocacy Consortium (ECAC) has
realized that the quality of consent varies considerably across the world and has de-
veloped simple guidelines regarding consent and procedure-specific checklists for the

most common obstetric and gynecological procedures.
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1 | INTRODUCTION

Obtaining medical consent preoperatively is one of the key steps in
preparing for surgery. As part of good medical practice guidance,
doctors are required to have the knowledge and skills to treat pa-
tients as well as inform them, respect their wishes, and establish
trust between themselves and their patients. Once these grounds
are established, it is necessary to obtain informed consent prior to
surgery. Obtaining valid informed consent is not only a signature on
a form before the surgery, but a process whereby the patient is thor-
oughly informed about the procedure by their surgeon: about the
benefits, risks, and alternatives, discussing the patient's concerns
and wishes, and the patient providing informed and deliberate con-
sent for the proposed treatment.’?

Obtaining medical consent is part of informed decision making
with the patient that requires sufficient time, information, and clar-
ity. Which surgery is needed to treat a disease and how that surgery
is performed does not differ from one center to another. Therefore,
the preoperative discussion between the surgeon and the patient
should also not differ.

The International Federation of Gynecology and Obstetrics
(FIGO) is dedicated to the improvement of women's health and
rights and to the reduction of disparities in health care available
to women and newborns, as well as to advancing the science and
practice of obstetrics and gynecology. FIGO Education Commu-
nication and Advocacy Consortium (ECAC) has realized that the
quality of consent varies considerably throughout the world.
Therefore, FIGO ECAC decided to develop simple guidance re-
garding consent and procedure-specific checklists for the most
common obstetric and gynecological procedures together with
the World Association of Trainees in Obstetrics and Gynecology
(WATOG).

To standardize medical care, it is important to understand what
constitutes good consent, and FIGO has endorsed this guidance for
the most common obstetric and gynecological procedures.

2 | WHAT IS GOOD CONSENT?

Elements of valid consent include:*~%°

e competence/capacity
e disclosure
e understanding

e voluntariness.

2.1 | Capacity/competence

It must be demonstrated that the patient has the ability to under-
stand the information provided, analyze/process that information,
and make a decision that is in her best interest, based on the pro-
vided information.

Patients must have attained the legal age of competency and
possess the mental capacity to give informed consent.

In the case of a minor, or when it has been established that a pa-
tient does not possess the mental capacity to give informed consent
due to a serious condition or if unconscious or comatose, consent
can be given by a surrogate or substitute decision maker, usually a
parent, spouse, or offspring.

The patient must have the capacity to make a healthcare deci-

sion. It is important to ensure that:

e they understand that they are ill and require treatment

o they understand their treatment options and the general risks and
benefits of each

e they have the capacity to make sense of the information pre-
sented and can process it rationally to reach a decision that fur-
thers their healthcare goals

e they have the capacity to communicate their wishes.

Incapacitated patients do not lose their right of consent. Instead,
it is transferred to an authorized surrogate decision maker to exer-
cise on their behalf.

Coercion can arise from individuals who may not be present in
the room, but who have a relationship of power over the patient. If
we have reason to suspect this, we can ask a general question, such
as “Do you feel safe and free to give consent? Are you feeling pres-

sure from anyone to have this operation?”.

2.2 | Disclosure

Patients should be provided with accurate, necessary, and relevant
information to enable them make an informed and autonomous de-
cision, taking into account their concerns and wishes. Information
should be provided in clear, unambiguous, and simple language that
is easily understood by the patient. In case of language differences
or barriers, a professional medical interpreter/translation service
should be employed.

Information provided should include the diagnosis, the name

and description of the proposed procedure/intervention, the
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intended benefits of the procedure, the possible complications/
risks, any extra procedures that may become necessary during
the procedure, alternative treatments (including no treatment and
non-operative care in case of consent for surgery)—including the
benefits and risks of the alternatives, and the options and risks of
anesthesia.

Even though it is often impracticable to discuss every poten-
tial risk or complication with the patient, the most likely and/or
serious risks must be explained. To make a rational healthcare
decision, reasonable people need to know their choices and the
general benefits and harms of each choice. Physicians should
communicate the risks of treatment to the extent that they are
common or serious. Risks should be expressed as percentages (e.g.
10%) or frequencies (e.g. 10 in every 100 people). The latter with
a corresponding verbal descriptor better conveys information on
risk, such as “very common” corresponds to 1/1-1/10, and “very
rare” is less than 1/10000. The patient should be allowed to dis-
cuss the mode of anesthesia and its risks in detail with the anes-

thetist before the planned procedure.

2.3 | Understanding

Comprehension of the information provided must be confirmed by
asking the patient to recap or summarize what has been disclosed to
her, and to allow sufficient time to ask questions and clarifications.
After a recap of disclosed information by the patient, any identified
gaps in the patient's understanding must be addressed by repeating
the misunderstood parts of the information.

2.4 | Voluntariness

Patients should be allowed to use the information disclosed to inten-
tionally and voluntarily make a decision, without coercion or induce-
ment. The consent process should not be a one-off event occurring
immediately before the planned procedure. It should ideally, except
in emergencies, involve multiple sessions and encounters, so that
the patient has ample time to further discuss and reflect on the dis-
closed information before making a decision. Until the planned pro-
cedure has commenced, the patient reserves the right to withdraw
her consent and this should be respected.

The patient must consent freely:

e Patients should not be coerced into accepting treatment by a
physician.

e Making a strong treatment recommendation is persuasion, not
coercion. Coercion is the use of threats that a reasonable person

would not be expected to resist.

It is appropriate to document a refusal of surgery when that

choice carries considerable risk.

FIGO

3 | DOCUMENTATION

All of the above discussions should be fully documented in the pa-
tient's records. The patient's consent is completed by the patient
signing a “consent form”, which is included in her medical records.
This form is often standardized in a hospital or region, and it is usu-
ally generic and not specific to obstetrics and gynecology. Hence,
it is necessary to augment it with any additional relevant informa-
tion. The consent form should be countersigned by the personnel
administering and witnessing the consent process. If the patient has
objected to the use of a particular instrument or any procedures
aside from the one planned, this should be documented in the signed
consent form.

4 | CHALLENGES AND SITUATIONS
DOCTORS SHOULD AVOID WHEN
OBTAINING INFORMED CONSENT

Surgery produces anxiety in patients, and some display this stress
more than others. Hearing their surgeon iterate a long list of things
that can go wrong is frightening. Another challenge is the language
barrier when a friend or family member translates the surgeon's ex-
planations into brief sentences, with the patient receiving a fraction
of the information provided. A hospital interpreter can be a valuable
resource.

Informed consent requires surgeons to make reasonable at-
tempts to answer the patient's questions. With all the information
available on the Internet, patients may wish to engage in an inten-
sive, detailed discussion, and the surgeon must be patient while
facilitating their understanding of the wealth of data they have
acquired.*?

Proper documentation is the only objective measurement of
what the information was communicated to the patient and pro-
vides legal protection for the surgeon. The following is an example
of proper documentation of an informed consent discussion:?

The patient was advised that laparoscopic hysterec-
tomy was indicated to prevent further episodes of
bleeding due to fibroids. The nature of the surgery and
the risk of conversion to open laparotomy for unex-
pected bleeding, infection, or injury to an organ during
the operation was discussed with the patient and her
husband. We talked about the postoperative course
and potential complications, including wound infection
and herniation. | advised them of common risks for all
surgery, such as pneumonia and venous thrombosis.
She understood and wished to proceed with surgery.

The planned date of surgery is after 2weeks.

The dialogue and documentation of informed consent for surgery

have evolved from a brief chat and a quick signature into a major and
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sometimes complex component of surgical practice. We can antici-
pate more changes in the future in response to patient expectations
regarding communication and information.

The challenge now is that there is so much information to convey,
it is easy to miss an item or overlook one area or complication, and
this may lead to inadequate or incomplete consent. FIGO has devel-
oped a standardized checklist that acts as an aide memoire to assist
the consent process and to improve the documentation ultimately

leading to better patient care and transfer of information.

5 | CONSENT CHECKLISTS

Downloadable and printable FIGO consent checklists for common
obstetric and gynecological procedures are included below, and also
as supplementary material to this article. Individual forms can be
downloaded from the ‘Additional information’ section at the foot of
this online article, and are free to use and reproduce.

A checklist of consent guidelines was established as follows:

Checklist headings

e Procedure name

e Intended benefits

e Alternatives considered

e Risks

e Frequent

e Serious but rare

e Possible additional procedures
e Name, signatures, and date

Consent checklists for the following procedures can be found

below:

e Diagnostic hysteroscopy

e Operative hysteroscopy

e Diagnostic laparoscopy

e Operative laparoscopy - removal of endometrioma
e Total laparoscopic hysterectomy

e Total abdominal hysterectomy

e Vaginal hysterectomy and vaginal repair
e Open/abdominal myomectomy

e Elective cesarean delivery

o Cesarean delivery for placenta previa

e Vaginal twin delivery

e Operative vaginal delivery

e Vaginal breech delivery.
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DIAGNOSTIC HYSTEROSCOPY

A hysteroscopy is the examination of the inside of the vagina,
cervix, and uterus under general anesthesia using a narrow tele-

scope with a light and camera at the end.

Intended benefits

e To identify the cause of symptoms, infertility, anomalies, bleed-
ing, abnormal smear, biopsy, etc. As this is a diagnostic proce-
dure, it will not alter symptoms unless additional procedures are

anticipated.

Alternative measures

e Ultrasound, transvaginal ultrasound, MRI, hysterosalpingography,

etc.

Frequent risks

e Bleeding (0.25%), infection (0.18%-10.5%), pain (34.8%)

e Failure of performance or completion (12.0%).

Serious risks

e Cervical tears with ripening of cervix (1.4%), without (11.4%)

e Uterine perforation (0.12%-3.0%)

e Uterine hemorrhage (0.61%)

e Pelvic infection (0.6%-0.9%)

e Hyperosmolar syndrome due to extravasation of the product
used for the expansion of the uterine cavity (0.2%)

o Failure to control heavy bleeding, resulting in the need for further

treatment (very rare).
Possible additional procedures
e Laparoscopy and/or laparotomy in case of suspected damage,

perforation, bleeding, etc.
e Antibiotics to reduce infections

Patient ID

e Analgesia to reduce pain

e Blood transfusion (rare).

| hereby confirm that | have been fully informed about this pro-

cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

¢ Name and signature (Medical Officer) and date

FURTHER READING

1. American College of Obstetricians and Gynecologists. Committee
Opinion. The use of hysteroscopy for the diagnosis and treatment
of intrauterine pathology. Accessed September 7, 2023. https://
www.acog.org/clinical/clinical-guidance/committee-opinion/artic
les/2020/03/the-use-of-hysteroscopy-for-the-diagnosis-and-treat
ment-of-intrauterine-pathology

2. Vitale SG, Della Corte L, Ciebiera M, et al. Hysteroscopic endo-
metrial ablation: from indications to instrumentation and tech-
niques—A call to action. Diagnostics (Basel). 2023;13(3):339.
doi:10.3390/diagnostics13030339

3. Bradley LD. Overview of Hysteroscopy. UpToDate. Waltham,
MA: UpToDate Inc. Accessed April 14, 2023. http://www.uptod
ate.com/online/content/topic.do?topicKey=gyn_surg/13448
&view=print

4. ACOG Committee Opinion No. 800: the use of hysteroscopy for
the diagnosis and treatment of intrauterine pathology. Obstet
Gynecol. 2020;135(3):e138-e148.
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OPERATIVE HYSTEROSCOPY

An operative hysteroscopy is a technique for the treatment
of certain processes affecting the uterus, such as abnormal uter-
ine bleeding or others. A hysteroscope (a thin camera) is inserted
into the vagina and through the cervix to examine the inside of the
uterus. The uterus is filled with fluid to make it possible to see in-
side and perform surgery. The surgeon will remove a structure that
may be causing symptoms or perform a biopsy to aid the diagnostic

process.

Intended benefits

e To obtain a biopsy

e To treat symptoms by removing structures in the endometrial
cavity, e.g. polyp(s), fibroid(s), septum, adhesion(s), and retained
products of conception

e To carry out endometrial ablation (an operation used to treat
heavy periods, using a device to apply heat to the womb lining)

e To carry out tubal occlusion for sterilization (a procedure where a

micro-insert is placed into each of the fallopian tubes).

Alternative measures

e Conservative management (management of heavy menstrual
bleeding or other conditions without an invasive procedure).

Frequent risks

Bleeding (0.25%)
e Infection (0.18%-1.05%)
Pain (34.8%)

e Failure of performance or completion (12%).

Serious risks

e Cervical tears with cervix ripening (1.4%), without (11.4%)
e Uterine perforation (0.12%-3%)

Patient ID

e Uterine hemorrhage (0.61%)

e Pelvic infection (0.6%-0.9%)

e Hyperosmolar syndrome due to extravasation of the product
used for the expansion of the uterine cavity (0.20%)

e Failure to control heavy bleeding, resulting in the need for further
treatment (very rare).

Possible additional procedures

e Blood transfusion

e |n the event of perforation, a laparotomy or laparoscopy can be
performed

e |n cases of failure to control bleeding, a hysterectomy can be per-

formed (rare).

| hereby confirm that | have been fully informed about this pro-

cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

¢ Name and signature (Medical Officer) and date

FURTHER READING

1. ACOG committee opinion no. 800: the use of hysteroscopy for the
diagnosis and treatment of intrauterine pathology. Obstet Gynecol.
2020;135(3):e138-e148.

2. Salazar CA, Isaacson KB. Office operative hysteroscopy: an update.
J Minim Invasive Gynecol. 2018;25(2):199-208.

3. Cholkeri-Singh A, Sasaki KJ. Hysteroscopy safety. Curr Opin Obstet
Gynecol. 2016;28(4):250-254.

4. Umranikar S, Clark TJ, Saridogan E, et al. British Society for
Gynecological Endoscopy /European Society for Gynecological
Endoscopy (BSGE/ESGE) Guideline Development Group
for Management of Fluid Distension Media in Operative
Hysteroscopy. BSGE/ESGE guideline on management of fluid
distension media in operative hysteroscopy. Gynecol Surg.
2016;13:289-303.
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DIAGNOSTIC LAPAROSCOPY

Diagnostic laparoscopy involves the insertion of a laparoscope
via a sub-umbilical incision. The pelvis is temporarily inflated with
gas. The pelvis is imaged through the laparoscope. The procedure
may require a suprapubic incision. Discussion and consent is re-
quired for any additional anticipated procedures, e.g. hydrotubation
(trans-cervical flushing of fluid through the fallopian tubes), biopsy,

aspiration of a cyst, treating endometriosis, or division of adhesions.
Intended benefits

e To find the cause of symptoms—the procedure is diagnostic and
will not treat symptoms unless required.

Alternative measures

e Conservative management (if possible without an invasive

procedure).

Frequent risks
Note: All risks are increased in those who are obese (BMI >30
kg/mz), have had previous abdominal surgery, or have pre-existing

medical conditions.

e Failure to identify disease
e Bruising
e Pain or discomfort across the shoulders due to the collection of

gas used during the operation to distend your abdomen.
Serious risks

e Injury to adjacent organs or blood vessels in the pelvis, such as the
bladder, bowel, or womb (0.3%)

Patient ID

o Infection requiring antibiotics

e Failure to gain entry to the abdominal cavity

e Uterine perforation

e The overall risk of complications is 2/1000 (0.02%)

e 1in 12000 women (0.008%) die as a result of complications.

Possible additional procedures

e Proceeding from laparoscopy to laparotomy

e Repairs of any injured organs

e Blood transfusion if profuse bleeding occurs

e More extensive surgery to treat an injury; this may require making
a cut to open the abdomen, known as a laparotomy. This may be
necessary at the time of the operation, or may require a second

operation at a later date.

| hereby confirm that | have been fully informed about this pro-
cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1. Royal College of Obstetricians and Gynecologists. Diagnostic lapa-
roscopy. Consent advice no.2. 2017.

2. European Society of Gynecological Endoscopy (ESGE). Checklist
Laparoscopy.
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OPERATIVE LAPAROSCOPY—REMOVAL OF ENDOMETRIOMA

An operative laparoscopy involves the insertion of a laparoscope
through a sub-umbilical incision, and abdominal incisions for trocars.
The pelvis is temporarily inflated with gas. The endometrioma is re-
moved using different techniques (stripping, coagulating, laser va-
porization, etc.).

Intended benefits

e Elimination of endometriotic tissue

e To carry out adhesiolysis (division of adhesions)

e To collect tissue for histological assessment

e To preserve the maximum amount of normal ovarian tissue

e To improve pain.

Alternative measures

e Adequate analgesia
e Hormonal treatment.

Frequent risks

e Wound bruising and shoulder-tip pain (9.0%)

e Wound gaping or wound infection (1.3%)

e Unintentional removal or destruction of ovarian follicles (80.3%)
e Potential reduction in ovarian reserve (61%)

e Loss of ovaries (80.3%).
Serious risks
e Damage to the bowel, bladder, uterus, or major blood vessels,

which would require immediate repair by laparoscopy or laparot-

omy (uncommon, 2 in 1000)

Patient ID

e Failure to gain entry to the abdominal cavity and to complete the
intended procedure

e Hernia at the site of entry (uncommon, 1 in 100)

e Death as a result of complications (3-8 in 100000).

Possible additional procedures

e Laparotomy

e Repair of damage to the bowel, bladder, uterus, or blood vessels
e Blood transfusion

e Two- or three-step approach for large endometriomas.

| hereby confirm that | have been fully informed about this pro-
cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1. Dunselman GA, Vermeulen N, Becker C, et al. Nelen W; European
Society of Human Reproduction and Embryology. ESHRE guide-
line: management of women with endometriosis. Hum Reprod.
2014;29(3):400-412. doi:10.1093/humrep/det457

2. Jayaprakasan K, Becker C, Mittal M, Royal College of Obstetricians
and Gynecologists. The effect of surgery for endometriomas on
fertility. Scientific impact paper no. 55. BJOG. 2017;125:e19-e28.
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TOTAL LAPAROSCOPIC HYSTERECTOMY
A total laparoscopic hysterectomy is the removal of the uterus
with or without the cervix. It is a total hysterectomy, where both the

uterus and cervix (neck of the womb) are removed.
Intended benefits

e Menstruation will be stopped by total hysterectomy. However,
the effect on pelvic pain and premenstrual symptoms is not guar-
anteed, and the likelihood of this effect should be discussed.

Alternative measures

e Vaginal hysterectomy or laparoscopically assisted vaginal
hysterectomy

e Subtotal hysterectomy, where just the uterus is removed and the
cervix is not

e Total abdominal hysterectomy.
Frequent risks

e Bruising, shoulder-tip pain, wound gaping, wound infection, infec-
tious complications (9.0%)

e Delayed wound healing, keloid formation, ovarian failure, burning
sensation of the scar, urinary tract infection, frequency of urina-

tion, ileus (temporary lack of movement of the intestines) (1.3%)
Serious risks

e Damage to the bowel (0.4%), bladder (0.38%), ureters (0.32%),
rectum (0.06%), uterus, or major blood vessels which that would
require immediate repair by laparoscopy or laparotomy (open sur-
gery is uncommon)

e Removal of one or both ovaries for unsuspected disease

e Failure to gain entry to the abdominal cavity and to complete the
intended procedure

e Hernia at site of entry (uncommon)

e Blood transfusion (3.4%)

e Thromboembolic (blood clot) complications (pulmonary embo-

lism, venous thrombosis) (rare or very rare, 0.1%-1.2%)

FIGO

Patient ID

e Death—women undergoing laparoscopy may die as a result of
complications (very rare, 0.07%)
e Pelvic abscess/infection, bleeding, wound dehiscence (1.35%)

e Neuropathy (nerve damage) (0.2%-2%).
Possible additional procedures

e Cystoscopy (endoscopy of the bladder) (48%)
e Appendectomy (31%)

e Lymph node dissection (7%)

e Omentectomy (8%).

| hereby confirm that | have been fully informed about this pro-
cedure. | understand and | am aware of all the risks and benefits.

¢ Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1. Royal College of Obstetricians and Gynecologists. Abdominal hys-
terectomy for benign conditions. Consent advice no.4. 2009.

2. Royal College of Obstetricians and Gynecologists. Diagnostic
Laparoscopy. Consent advice no.2. 2017.

3. American College of Obstetricians and Gynecologists. Committee
opinion. Choosing the route of hysterectomy for benign disease.
2017.

4. Donnez O, Jadoul P, Squifflet J, Donnez J. A series of 3190
laparoscopic hysterectomies for benign disease from 1990
to 2006: evaluation of complications compared with vagi-
nal and abdominal procedures. BJOG. 2009;116(4):492-500.
doi:10.1111/j.1471-0528.2008.01966.x

5. O'Hanlan KA, Dibble SL, Garnier AC, Reuland ML. Total laparo-
scopic hysterectomy: technique and complications of 830 cases.
JSLS. 2007;11(1):45-53.

6. Ngan TYT, Zakhari A, Czuzoj-Shulman N, Tulandi T, Abenhaim HA.
Laparoscopic and robotic-assisted hysterectomy for uterine leiomy-
omas: a comparison of complications and costs. J Obstet Gynaecol
Can. 2018;40(4):432-439. doi:10.1016/j.jogc.2017.08.005

7. Augusto KL, Brilhante AVM, Modesto GCD, et al. Costs and mortal-
ity rates of surgical approaches to hysterectomy in Brazil. Rev Saude
Publica. 2018;52:25. doi:10.11606/51518-8787.2018052000129

85U8017 SUOWIWIOD BA1E8.1D) 8|l dde 8y Aq peusenob a2 sajole YO 8SN J0 S8|nJ 10} ARIq1T 8ULUO AB|IM UO (SUONIPUCD-PUB-SWRIALIS"AB | 1M Ale.q Ul [Uo//:Sthiy) SUORIPUOD pue SW | 8L 88S *[£202/TT/vz] Uo ARiqiaulluo Ao|im ‘se1seAln tojouse L 8 A iiBes inquess| Ad +2TST 0B(1/200T 0T/10p/wod Ae |mAReiqipuljuo ukBaoy/sdny wo.y pepeojumoq ‘s ‘€202 '6/v€6.8T


https://doi.org//10.1111/j.1471-0528.2008.01966.x
https://doi.org//10.1016/j.jogc.2017.08.005
https://doi.org//10.11606/S1518-8787.2018052000129

TOPCU ET AL.

(A FIGO

[ e
International Federation of
S Gynecology and Obstetrics

the Global Voice for Women’s Health

TOTAL ABDOMINAL HYSTERECTOMY
Hysterectomy is the removal of the uterus. A transverse incision
is made at the lower abdomen (suprapubic/midline) and the uterus

and cervix are removed.

Intended benefits

e Hysterectomy is frequently performed to treat benign uterine pa-
thology; however, it may be an option in the case of cervix dyspla-
sia and in some stages of cervical cancer

e To control abnormal uterine bleeding.

Alternative measures

e Medical treatment, ultrasound, conservative surgery, e.g. abla-

tion, vaginal hysterectomy, laparoscopic hysterectomy

Frequent risks

Factors that contribute to a higher risk are: age over 40years,
systemic arterial hypertension, diabetes mellitus, asthma, allergies,
obesity, malnutrition, anemia, and heart, lung, neurological, hemato-

logical, or varicose diseases.

e Intra- or post-operative bleeding that requires blood transfusion
(<10%)

e Formation of keloid scars and/or burning sensation of the scar
(<10%)

e Surgical wound infections, pelvic abscess, and wound dehiscence
(<5%)

e Bruising over the wound, pelvis, or vaginal vault (<5%)

e Removal of one or both ovaries for unsuspected disease (<5%)

e Urinary tract infection (<5%)

o After hysterectomy there will be no menstrual bleeding, and it is

not possible to get pregnant.

Serious risks

e Injuries to nearby organs, such as the bladder, ureters, and bowel,
for which repair will be needed (<1%)

e V\esicovaginal and intestinal fistulae (abnormal connections be-
tween the bladder and vagina or intestine and vagina) (<1%)

e Eventrations and postoperative eviscerations, descent or pro-
lapse of the vaginal cuff (<1%)

e Venous thromboembolism can still occur, even with prophylaxis

e Death should be considered a major complication of the sur-
gical procedure—the main causes are pulmonary embolism,
venous thrombosis, and cardiac disease (rare, 32 in 100000
cases).

Patient ID

Possible additional procedures

e Blood transfusion

e Removal of one or both ovaries in case of ovarian pathology (hys-
terectomy with bilateral salpingo-oophorectomy)

e |nsome cases, it is not possible to remove the entire uterus, there-
fore a subtotal abdominal hysterectomy should be performed (re-

moval of the uterus without the cervix).

| hereby confirm that | have been fully informed about this pro-

cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

¢ Name and signature (Medical Officer) and date

FURTHER READING

1. American College of Obstetricians and Gynecologists. Choosing
the route of Hysterectomy for benign disease. Committee
Opinion. Washington, DC: American College of Obstetricians and
Gynecologists 2019.

2. The Royal Australian and New Zealand College of Obstetricians and
Gynecologists. Hysterectomy pamphlet. 2018. https://ranzcog.edu.
au/wp-content/uploads/2022/06/Hysterectomy-pamphlet.pdf

3. Rattanakanokchai S, Kietpeerakool C, Srisomboon J, Jampathong
N, Pattanittum P, Lumbiganon P. Perioperative complications of
hysterectomy after a previous cesarean section: a systematic re-
view and meta-analysis. Clin Epidemiol. 2019 Dec 31;11:1089-1098.
doi:10.2147/CLEP.S235429

4. Ramdhan RC, Loukas M, Tubbs RS. Anatomical complications of hyster-
ectomy: a review. Clin Anat. 2017;30(7):946-952. doi:10.1002/ca.22962

5. Hodges KR, Davis BR, Swaim LS. Prevention and management of
hysterectomy complications. Clin Obstet Gynecol. 2014;57(1):43-57.
doi:10.1097/GRF.0000000000000004

6. Alvarez J, Cvach K, Dwyer P. Complications in pelvic floor surgery.
Minerva Ginecol. 2013;65(1):53-67.

7. Stany MP, Farley JH. Complications of gynecologic surgery. Surg Clin
North Am. 2008;88(2):343-359, vii. doi:10.1016/j.suc.2007.12.004

8. Vazquez-Rodriguez JG, del Angel-Garcia G, Santos-Hernandez OC.
Complicaciones de la cirugia ginecoldgica en pacientes mayores de
60 afios. Ginecol Obstet Mex. 2021;89(7):540-548.

9. Coelho SM, Perez Ede L, Lins CD, et al. Epidemiological profile and
postoperative complications of women undergoing gynecological sur-
gery in a reference center in the northern Brazilian legal Amazon. Rev
Col Bras Cir. 2015;42(6):372-375. d0i:10.1590/0100-69912015006004

10. Aarts JW, Nieboer TE, Johnson N, et al. Surgical approach to hyster-
ectomy for benign gynecological disease. Cochrane Database Syst Rev.
2015;2015(8):CD003677. doi:10.1002/14651858.CD003677.pub5

11. Gabriel BR, Lina GR. Prevalencia de complicaciones y factores pre-
disponentes en cirugia ginecolégica por patologia benigna en el
hospital universitario San Ignacio: Bogota, Colombia. Revista chilena
de obstetricia y ginecologia. 2015;80(6):456-461. doi:10.4067/S07
17-75262015000600005
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VAGINAL HYSTERECTOMY AND VAGINAL REPAIR

The vaginal hysterectomy and vaginal repair procedure involves
removal of the uterus. With pelvic floor repair, it can include vaginal
wall(s) reconstruction and/or urinary bladder and bowel placement

to the correct anatomical position.
Intended benefits

e To improve or resolve symptoms of uterine prolapse (pressure in
the vagina or lower abdomen); to resolve the feeling that “some-
thing will fall out”

e Absence of periods, loss of fertility potential

e Faster recovery and fewer days of hospitalization (minimally

invasive).
Alternative measures

e Conservative treatment, such as physiotherapy or pessary
placement
e Abdominal (with transverse incision to the lower abdomen) or lap-

aroscopic (endoscopic) approach in hysterectomy.

Frequent risks

Risks are increased in women with pre-existing medical condi-
tions (cardiovascular disease, neurological disorders), in women who
had previous surgeries, or those who have fatty tissue resulting from
a BMI >30 kg/m?.

e Urinary infection, retention, or frequency (up to 20%)
e Surgical site infection (up to 2%)

e Vaginal bleeding or hematoma (up to 7%)

e Pain or discomfort (15%)

e Worsening of symptoms of urinary urgency (up to 30%).
Serious risks

e Injury of the adjacent urinary tract organs (0.2%) or bowel (up to
0.5%)

Patient ID

e Extensive bleeding requiring blood transfusion, additional sur-
gery, or both (0.02%)

e Incomplete normal function of urinary bladder, painful inter-
course, altered sexual function

e Pelvic infections/abscess (0.3%), thromboembolic (blood clot)
events (0.003%)

e Recurrence of prolapse (up to 30%).

Possible additional procedures

e Blood transfusion(s) (2%)

e Laparotomy (conversion to abdominal surgery with an incision
from the lower abdomen) if serious injuries of visceral organs

occur.

| hereby confirm that | have been fully informed about this pro-

cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1. Royal College of Obstetricians and Gynecologists. Presenting
Information on Risk. Clinical Governance Advice No. 7. London:
RCOG. 2008. www.rcog.org.uk/womens-health/clinical-guidance/
presenting-information-risk

2. Royal College of Obstetricians and Gynecologists. Vaginal surgery
for prolapse. Consent Advice No. 5. London: RCOG. 2009. www.
rcog.org.uk/guidance/browse-all-guidance/consent-advice/vagin
al-surgery-for-prolapse-consent-advice-no-5
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OPEN/ABDOMINAL MYOMECTOMY

Myomectomy is the removal of uterine fibroids. A transverse in-
cision is made at the lower abdomen (suprapubic/midline), and the
uterus is visualized. The fibroid is removed from the uterus, and the

uterine defect is repaired.

Intended benefits

e To improve subfertility and symptoms of pain, urinary urgency,
constipation

e To reduce menorrhagia (heavy periods) and dysmenorrhea (pain-
ful periods).

Alternative measures

o Hysterectomy if preservation of fertility is not required
e Hysteroscopic resection if the fibroid is within the uterine cavity
e Uterine artery embolization (blocking).

Frequent risks

e Bleeding requiring blood transfusion (10%)

e Postoperative ileus (temporary lack of movement of the intes-
tines) (20%)

e Surgical site infection on skin or intra-abdominal (<5%)

e Recurrence of fibroid or adhesions (15%-50%).

Serious risks

e Injury to other organs (bladder, small or large bowel, major ves-
sels, ureters) and repairing these injuries, such as attaching the
bowel to the abdominal wall—stoma (<1%)

e Thromboembolic event—blood clots in legs, lungs, or blood ves-
sels in the brain (<1%)

e Abnormal scarring of incision site—hypertrophic or keloid scar

e Placenta accreta in future pregnancies (very rare, <0.1%)

e Hysterectomy (very rare, <0.1%)

e Anesthetic risks—reaction to medication, pneumonia, abnormal
heart rhythm (<1%).

Possible additional procedures

e Blood transfusion

e May need a cesarean delivery in future pregnancies.

Patient ID

| hereby confirm that | have been fully informed about this pro-

cedure. | understand and | am aware of all the risks and benefits.

¢ Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1.

10.

Munro MG, Critchley HO, Broder MS. Fraser IS; FIGO Working
Group on Menstrual Disorders. FIGO classification system
(PALM-COEIN) for causes of abnormal uterine bleeding in non-
gravid women of reproductive age. Int J Gynaecol Obstet. 2011
Apr;113(1):3-13. doi:10.1016/j.ijg0.2010.11.011

Dubuisson JB, Fauconnier A, Chapron C, Kreiker G, Norgaard C.
Second look after laparoscopic myomectomy. Hum Reprod. 1998
Aug;13(8):2102-2106. doi:10.1093/humrep/13.8.2102

Rybak EA, Polotsky AJ, Woreta T, Hailpern SM, Bristow RE.
Explained compared with unexplained fever in postoperative
myomectomy and hysterectomy patients. Obstet Gynecol. 2008
May;111(5):1137-1142. doi:10.1097/A0G.0b013e31816baea8
Donnez J, Donnez O, Dolmans MM. With the advent of selective
progesterone receptor modulators, what is the place of myoma
surgery in current practice? Fertil Steril. 2014 Sep;102(3):640-648.
doi:10.1016/j.fertnstert.2014.06.041

American Association of Gynecologic Laparoscopists (AAGL):
Advancing Minimally Invasive Gynecology Worldwide. AAGL
practice report: practice guidelines for the diagnosis and man-
agement of submucous leiomyomas. J Minim Invasive Gynecol.
2012;19(2):152-171.

Vilos GA, Allaire C, Laberge PY, et al. The management of uterine
leiomyomas. J Obstet Gynaecol Can. 2015;37(2):157-178.

Royal College of Obstetricians and Gynecologists. Consent advice
no. 11. Operative vaginal delivery consent. https://www.rcog.org.
uk/guidance/browse-all-guidance/consent-advice/operative-vagin
al-%20delivery-consent-advice-no-11/

Kim T, Purdy MP, Kendall-Rauchfuss L, et al. Myomectomy associ-
ated blood transfusion risk and morbidity after surgery. Fertil Steril.
2020;114(1):175-184.

Su'a BU, Pollock TT, Lemanu DP, MacCormick AD, Connolly AB, Hill
AG. Chewing gum and postoperative ileus in adults: a systematic
literature review and meta-analysis. Int J Surg. 2015;14:49-55.
Jorgensen EM, Li A, Modest AM, Leung K, Moore Simas TA, Hur
HC. Incidence of venous thromboembolism after different modes
of gynecologic surgery. Obstet Gynecol. 2018;132(5):1275-1284.
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ELECTIVE CESAREAN DELIVERY

An incision is made on the abdomen and it is opened in layers.
The infant is delivered after making a cut on the uterus—usually on
the lower part, but this may be occasionally made on the upper part.
Sometimes an instrument, such as a vacuum extractor or forceps,
may be required to deliver the baby; this is followed by delivery of
the placenta and membranes. The uterus and abdominal wall are su-

tured in a systematic manner or layer-wise manner.
Intended benefits

e Safe delivery in cases where the infant's position is improper

e Safe delivery where the mother cannot deliver vaginally due to
other medical or surgical disorders

e Safe delivery where there are fetal indications, such as non-

reassuring fetal status.

Frequent risks
All risks are increased in those who are obese (BMI>30kg/m?),
have had previous abdominal surgery, or have pre-existing medical

conditions.

e Excessive bleeding/blood accumulation—the uterus usually con-
tracts after the infant is delivered, but sometimes there may be
postpartum hemorrhage. Such bleeding is controlled by using
medicines, injections, compression sutures on the uterus, or ligat-
ing bleeding vessels, but rarely may require removal of the uterus
(15%)

e Injury to the adjacent organs or blood vessels in the pelvis, such as
urinary bladder and bowel (10%)

e Cesarean delivery may also be performed for fetal indications—
neonatal morbidity noted after cesarean delivery is not due to
the surgery per se, and the newborn may need resuscitation after
birth (10%).

Patient ID

Serious risks

e Anesthesia: it is common to have drowsiness, vomiting, weak-
ness, headache and/or temporary weakness of body parts after
regional anesthesia (1%)

o Infection requiring antibiotic therapy: severe infection or sepsis may
rarely occur and may require admission and management (<1%)

e Allergic reactions to any drug may occur (<1%).
Possible additional procedures

e Female sterilization

e Removal of ovarian cyst

e Removal of fibroids

e Repair of injured structures.

| hereby confirm that | have been fully informed about this pro-
cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1. 1IPS and Macro International. National Family Health Survey
(NFHS-3), 2005-06: India: Volume I. International Institute for
Population Sciences and Macro International; Mumbai. 2007.

2. ChackoD. “Medical Liability Litigation: An Historical Look at the Causes
for Its Growth in the United Kingdom,” Oxford Economic and Social
History Working Papers _077. University of Oxford, Department of
Economics; 2009.

3. Ajeet S, Jaydeep N, Nandkishore K, et al. Natl J Community Med.
2011;2(3):244.
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CESAREAN DELIVERY FOR PLACENTA PREVIA

A transverse incision is made at the lower abdomen (suprapubic-
Pfannenstiel/midline) and the uterus is visualized. The infant is deliv-
ered after making a cut on the uterus—usually on the lower part but
may be occasionally made on the upper part. In most cases of pla-
centa previa, a classical incision is preferred (cut on the upper part)
over the lower part (LUSI). The placenta is sometimes left in place to
prevent bleeding if it is embedded in the uterus, and medication is
given to disintegrate it. The uterus and abdominal wall are sutured
(stitched) in a systematic manner or layer-wise manner. The uterus

sometimes might need compression sutures to stop the bleeding.
Intended benefits

e Delivery to prevent postpartum bleeding

o Risk of maternal and neonatal morbidity/mortality.
Alternative measures

e Cesarean delivery plus hysterectomy if preservation of fertility is

not required.

Frequent risks

All risks are increased in those who are obese (BMI>30kg/m?),
have had previous abdominal/uterine surgery, or have pre-existing
medical conditions.

e Excessive bleeding/accumulation of blood: The uterus usually
contracts after the infant is delivered, but due to abnormal pla-
centation (adhesion to the uterine wall, displaced in lower uterus
closing the cervix) there may be postpartum bleeding. Such
bleeding is controlled by using medicines, injections, compression
sutures on the uterus, or ligating bleeding vessels, but may some-
times require removal of the uterus (approximately 14.5%)

e Injury to the adjacent organs or blood vessels in the pelvis, such as
the urinary bladder or bowel.

Serious risks
e Anesthesia: it is common to have drowsiness, vomiting, weak-

ness, headache and/or temporary weakness of body parts after
regional anesthesia (<1%)

Patient ID

e Infection requiring antibiotic therapy: severe infection or sepsis
may rarely occur and may require admission and management
(<1%)

o Allergic reactions to any drug may rarely occur (<1%)

e Need for respiratory assistance (oxygen/ventilation) (1%-2%)

e Stroke or heart attack due to strain on the heart, fluid collection
in the lungs, formation of blood clots in veins leading to embo-
lism (blood clot), further leading to damage to vital organs, loss of

function of any limb or organ (<1%).

Possible additional procedures

e Subtotal hysterectomy
e Internal artery ligation
e Female sterilization

e Blood transfusion

e Repair of the bladder, ureter, bowel, blood vessels.

| hereby confirm that | have been fully informed about this pro-
cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1. Diag FPA, Jauniaux E, Ayres-de-Campos D, Tikkanen M. FIGO con-
sensus guidelines on placenta accreta spectrum disorders: intro-
duction. Int J Gynaecol Obstet. 2018;140(3):261-264.

2. Jauniaux ERM, Alfirevic Z, Bhide AG, et al. Placenta praevia and
placenta accreta: diagnosis and management: green-top guideline
no. 27a. BJOG. 2018;126(1):e1-e48.

3. Schneiderman M, Balayla J. A comparative study of neonatal out-
comes in placenta previa versus cesarean for other indications at
term. J Matern Fetal Neonatal Med. 2013;26(11):1121-1127.

4. Gyamfi-Bannerman C, Gilbert S, Landon MB, et al. Risk of uterine
rupture and placenta accreata with prior uterine surgery outside of
the lower segment. Obstet Gynecol. 2012;120(6):1332.
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VAGINAL TWIN DELIVERY
Vaginal twin delivery is the birth of twin babies through the va-

gina (also called the “birth canal”).
Intended benefits

e Faster recovery

e Avoids the risks of cesarean delivery, such as wound complica-
tions, surgical injury (bowel injury, etc.)

e Protects from repeat risks of cesarean delivery, such as abnor-
mal placentation, uterine rupture in a subsequent pregnancy, scar
complications, adhesions, subfertility, etc.

e The adverse effects of a cesarean delivery on gut microbiota in

newborns are avoided.
Alternative measures
e Cesarean delivery.
Frequent risks

e Vaginal and perineal lacerations (up to 9 in every 10 first-time
mothers)

e Increased risk of postpartum bleeding (1%-5%)

e Risk of maternal pelvic floor dysfunction later in life (25%)

e Cesarean delivery may be required (40%-70%).

Serious risks

e Twin infants may become locked together during delivery (rare, 1
in 1000 to 1 in 100000 twin deliveries)

e Neck injury of the infant under challenging deliveries (rare,
0.6%-2.2%).

Possible additional procedures
e Blood transfusion

e Maneuvers can be used for breech delivery

e Cesarean delivery may be needed.

Patient ID

| hereby confirm that | have been fully informed about this pro-
cedure. | understand and | am aware of all the risks and benefits.

¢ Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1. Wright A, Nassar AH, Visser G, Ramasauskaite D, Theron G. FIGO
good clinical practice paper: management of the second stage
of labor. Int J Gynecol Obstet. 2021;152:172-181. doi:10.1002/
ijg0.13552

2. Sinei EK, Mwangi FM, Ondieki DK. JOGECA. 2021.

3. Alexander JM, Leveno KJ, Rouse D, et al. Cesarean delivery for the
second twin. Obstet Gynecol. 2008;112(4):748.

4. American College of Obstetricians and Gynecologists: multifetal
gestations: twin, triplets and higher-order multifetal pregnancies.
Practice bulletin no.169, October 2016, Reaffirmed 2016.

5. Armson BA, O'Connell C, Persad V, et al. Determinants of perinatal
mortality and serious neonatal morbidity in the second twin. Obstet
Gynecol. 2016;108(3Pt1):556.

6. Ford AA, Bateman BT, Simpson LL. Vaginal birth after cesarean de-
livery in twin gestations: a large, nationwide sample of deliveries.
Am J Obstet Gynecol. 2006;195:1138.

7. Francois K, Ortiz J, Harris C, et al. Is peripartum hysterectomy more
common in multiple gestations? Obstet Gynecol. 2005;105:1369.

8. Greene MF. Comment on: A randomized trial of planned ce-
sarean or vaginal delivery for twin pregnancy. N Eng J Med.
2013;369(14):1365.

9. Lee HC, Gould JB, Borcardin WJ, et al. Trends in cesarean deliv-
ery for twin births in the United State 1995-2008. Obstet Gynecol.
2011;118(5):1095.

10. Schmitz T, Prunet C, Azria E, et al. Association between planned
cesarean delivery and neonatal mortality and morbidity in twin
pregnancies. Obstet Gynecol. 2017;129(6):987.

11. Yeomans ER. Delivery of twin gestations. In: Yeomans ER, Hoffman
BL, Gilstrap LC Ill, et al., eds. Cunningham and Gilstrap's Operative
Obstetrics. 3rd ed. McGraw-Hill Education; 2017.
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OPERATIVE VAGINAL DELIVERY
Operative vaginal delivery is the birth of the baby through the
vagina (also called the “birth canal”) by means of forceps or a vacuum

device.

Intended benefits

e Faster recovery compared to a cesarean delivery

e Protects from the risks of cesarean delivery, such as wound com-
plications, surgical injury

e Protects from the risks of repeat cesarean delivery, such as abnor-
mal placentation, scar complications, adhesions, subfertility, etc.

e The adverse effect of a cesarean delivery on gut microbiota in the
newborn is avoided.

Alternative measures

e Cesarean delivery.

Frequent risks

e Vaginal and vulval tear (7%-40%, and severe tears 0.5%-10%)

e Increased risk of postpartum bleeding (4%-20%)

e Risk of maternal pelvic floor dysfunction later in life (5%-50%)

e Facial or scalp lacerations on the baby (3%-30%, higher in forceps)
e Neonatal jaundice (10%-20%)

e Minor bleeding in the infant's head (0.4%-4.4%).

Serious risks

e Significant bleeding in the infant's head (rare, 0.3%-1.7%)
e Anal sphincter (3%-19%)/voiding dysfunction (4%-25%).

Possible additional procedures

e Blood transfusion
e Repair to bowel/bladder/ureter

Patient ID

e Cesarean delivery may be needed

e Removal of the uterus may be needed.

| hereby confirm that | have been fully informed about this pro-

cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

¢ Name and signature (Medical Officer) and date

FURTHER READING

1. FIGO statement on Cesarean Section. 2007. Accessed September
7, 2023. https://www.figo.org/figo-statement-caeserean-secti
on-2007

2. Alexander JM, Leveno KJ, Hauth JC, et al. Failed operative vaginal
delivery. Obstet Gynecol. 2009;114(5):1017.

3. American College of Obstetricians and Gynecologists, Society for
Maternal Fetal Medicine: safe prevention of the primary cesarean
delivery. Obstetric Care Consensus No. 1, March 2014, Reaffirmed
2016.

4. American College of Obstetricians and Gynecologists: operative
vaginal delivery. Practice bulletin no. 154, November 2015.

5. Gyhagen M, Bullarbo M, Nielsen T, et al. The prevalance of uri-
nary incontinence 20vyears after childbirth: national cohort study
in singleton primipare after vaginal or cesarean delivery. BJOG.
2013;120:144.

6. Waldman R. ACOG practice bulletin no. 198: prevention and man-
agement of obstetric lacerations at vaginal delivery. Obstet Gynecol.
2019;133(1):185. doi:10.1097/A0G.0000000000003041

7. BaziT,TakahashiS,Ismail S, etal. Prevention of pelvic floor disorders:
international urogynecological association research and develop-
ment committee opinion. Int Urogynecol J. 2016;27(12):1785-1795.
doi:10.1007/s00192-016-2993-9
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VAGINAL BREECH DELIVERY

Vaginal breech delivery is the birth of an infant when the in-
fant's feet or buttocks are positioned to come out of the vagina
first.

Intended benefits

e Faster recovery
e Protects from the risks of cesarean delivery, such as wound com-
plications, surgical injury (bowel injury, etc.)

e Protects from the risks of repeat cesarean delivery.
Alternative measures

e Cesarean delivery.

Frequent risks

e Vaginal (13%-40%) and perineal tear (20%-70%)
e Increased risk of postpartum bleeding (1%-8%)

e Risk of maternal pelvic floor dysfunction later in life (3%-20%).
Serious risks

e Entrapment of the infant's head may occur, and this emergency
may lead to deprivation of oxygen for the infant, causing uncon-
sciousness or death (0%-8.5%)

e Cesarean delivery may be required (30%-90%)

e Neck injury of the baby under challenging deliveries (rare,
0.2%-3%).

Wi LEYJﬂ

Patient ID

Possible additional procedures
e Blood transfusion
e Maneuvers can be used for breech delivery

e Cesarean delivery may be needed.

| hereby confirm that | have been fully informed about this pro-
cedure. | understand and | am aware of all the risks and benefits.

e Name and signature (patient) and date

e Name and signature (Medical Officer) and date

FURTHER READING

1. Alarab M, Regan C, O'Connell MP, et al. Singleton vaginal breech
delivery at term: still a safe option. Obstet Gynecol. 2004;103:407.

2. American College of Obstetricians and Gynecologists: Mode of
term in singleton breech delivery. Committee opinion no: 340, July
2006, Reaffirmed 2016b.

3. Azria E, Le Meaux JP, Khoshnood B, et al. Factors associated with
adverse perinatal outcomes for term breech fetuses with planned
vaginal delivery. Am J Obstet Gynecol. 2012;207(4):285.el.

4. Giuliani A, Scholl WMJ, Basver A, et al. Mode of delivery and out-
come of 699 term singleton breech deliveries at a single center. Am
J Obstet Gynecol. 2002;187:1694.

5. Royal College of Obstetricians and Gynecologists: the manage-
ment of breech presentation. RCOG green top guidelines, no.20b,
London. 2006.

6. Stitely ML, Grotegut CA, Heine RP. Neonatal outcomes in breech
presentation: vaginal delivery versus cesarean delivery. J Matern-
Fetal Neonatal Med. 2014;27(10):1053-1058.
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