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Informed consent practices in oral and maxillofacial surgery setups — an audit

report
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Abstract

Objective: To evaluate the existing practices of obtaining and documenting informed consent in cases of oral and
maxillofacial surgery.

Methods: The cross-sectional study was conducted from April to June 2017 at the Oral and Maxillofacial Surgery
departments of five teaching hospitals of Rawalpindi and Islamabad, Pakistan, and comprised patients who
underwent surgery under general anaesthesia. Data was collected using questionnaire-based interviews a day after
the surgery in each case regarding multiple aspects of the informed consent practices. Data was analysed using
SPSS 21.

Results: Of the 100 patients, 58(58%) were males and 42(42%) were females, while 81(81%) were adults aged >18
years. In 42(42%) cases, the consent document was signed by the patient, and by a relative in 38(38%) cases. In the
remaining 20(20%) cases, only verbal consent was taken. In 54(54%) cases nursing staff and in 46(46%) cases
residents took the consent. Most patients were informed about nature of their disease 87(87%), proposed treatment
86(86%) and type of anaesthesia 100(100%). Fewer patients were informed about any alternative treatments
38(38%), and possible complications of the surgery 51(51%) or anaesthesia 26(26%). Overall, 44(44%) patients did
not fully understand the written information, and 23(23%) said they were encouraged to ask questions.
Conclusion: The quality of informed consent practices was found to be sub-optimal in oral and maxillofacial surgery

setups.
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Introduction

The specialty of Oral and Maxillofacial Surgery (OMFS)
deals with the diagnosis and surgical management of
diseases and disorders affecting mouth, jaw bones and
face.m As such, surgery could affect both form
(appearance) and function (breathing, chewing,
swallowing, talking etc.). If deranged, they may have
psychosocial implications. It is therefore necessary to
inform patients undergoing OMFS about diagnosis of the
condition, treatment options and their benefits as well as
possible complications. The patients must understand all
the information and make an educated choice about the
best course of action for themselves. This process of
educating the patients and seeking their agreement for
the proposed management plan is called informed
consent (IC) and is a significant part of the overall patient
management.2

Properly designed, administered and documented IC
satisfies both ethical as well as legal aspects of standard
medical practice. Several studies have, however, shown
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inadequacies in IC practices in many surgical
subspecialties.3-¢ Such inadequacies could not only lead
to lack of patient satisfaction, but also have medico-legal
consequences.’-10

The current study was planned to evaluate the existing
practices of obtaining and documenting IC in OMFS
setups.

Patients and Methods

The cross-sectional study was conducted from April to
June 2017 at OMFS departments of five teaching hospitals
of Rawalpindi and Islamabad, Pakistan. These included
the Armed Forces Institute of Dentistry (AFID),
Foundation University College of Dentistry (FUCD),
Islamabad Medical and Dental College (IMDC), Islamic
International Dental College (IIDC) and Pakistan Institute
of Medical Sciences (PIMS). Approval was obtained from
the ethics review boards of all the institutions. Patients
regardless of age and gender who had undergone
surgery under general anaesthesia (GA) were included.
Data was collected using questionnaire-based semi-
structured interviews conducted on the day after the
surgery when the patient had fully recovered from the
effects of anaesthesia, were comfortable and willing to
participate. Those not feeling well because of discomfort
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related to maxillo-mandibular fixation, dressings, tubes,
or not willing to participate due to any other reason were
excluded.

The 20-item questionnaire was specifically designed
and was pre-tested on 10 patients. It was used in the
current study after it was modified appropriately in the
light of the pilot study. The interviews were conducted
by OMFS residents who were first trained for the
purpose. The residents explained the questions to the
subjects and, where required, provided additional
information.

Data was uploaded on Excel sheet and analysed using
SPSS 21. Descriptive statistics were used to determine
frequencies and percentages of the variables.

Results
Of the 100 patients, 58(58%) were males and 42(42%)
were females, while 81(81%) were adults aged >18 years
(Table-1).

In 42(42%) cases, the consent document was signed by
the patient, and by a relative in 38(38%) cases. In the
remaining 20(20%) cases, only verbal consent was taken.
In 54(54%) cases nursing staff and in 46(46%) cases
residents took the consent (Table-2).

Most patients were informed about nature of their
disease 87(87%), proposed treatment 86(86%) and type of
anaesthesia 100(100%). Fewer patients were informed
about any alternative treatments 38(38%), and possible
complications of the surgery 51(51%) or anaesthesia
26(26%) (Table-3).

Overall, 44(44%) patients did not fully understand the

Table-1: Demographic characteristics.

Demographics Count
Age Distribution Child 19
(Child = <18 Years) Adult 81
Gender of Patient Male 58
Female 4
Educational Level Nil 8
School 39
College 33
University 20
Operated For Dentoalveolar 10
Trauma 4
Cyst/ Tumour 16
™) 7
Infections 7
Orthognathic 8
Salivary Glands 4
Cleft Lip/Palate 6
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Table-2: Pattern of taking consent.
How was the consent taken Count
How was the consent Obtained? Verbal 20
Written 80
Who obtained the Consent? Surgeon 0
Resident 46
Nurse 54
Who signed the consent document? Patient 'y}
Relative 38
Verbal only 20

When was the consent obtained? Day before Surgery 28
Morning of Surgery 46

Just before Surgery 22

After Surgery 2
Did you understand the verbal information? No 13
Yes 86
Did you carefully read the consent document? No 49
Yes 51
Did you understand all the written information? No 44

Table-3: Components of the surgical informed consent.

Components of Consent Count
Was nature of disease explained? No 10
Yes 87
Not Sure 2
Was the proposed treatment discussed? No 14
Yes 86
Not Sure 0
Alternative treatment options discussed? No 62
Yes 38
Not sure 0
Risks of the proposed Treatment discussed? No 43
Yes 51
Not sure 5
Type of anaesthesia discussed? No 0
Yes 100
Not sure 0
Risks of Anaesthesia discussed? No 74
Yes 26
Not sure 0
Were you encouraged to ask questions? No 77
Yes 23

written information, and 23(23%) said they were
encouraged to ask questions. Despite the lack of
understanding, 78(78%) patients said they were satisfied
with the IC process.

Discussion

The findings showed inadequacies in the documentation
of IC in OMFS cases. Despite the fact that only 19%
patients were <18 years, only 42% of the consent
documents were signed by the patients themselves. In
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38% cases, parents, siblings or other relatives signed the
document on behalf of the patients. Other studies also
found that in many cases relative and other attendants
signed the consent document.10.11

In 20% cases, verbal consent was presumed to have been
taken as the patient could not recall if they had singed any
IC document. A study reported that patients receiving
verbal information remain less well-informed compared
to those receiving written information.2

Either nursing staff or residents were involved in taking
the consent in the current study. None of the operating
surgeons were actively involved in the consent process.
Other studies have reported similar findings.#13.14 This is
in contrast to best practices in the developed world
where senior surgeon takes the consent's which ensures
that the patient is adequately informed, and, with their
knowledge and experience, the surgeons can answer
questions of the patient or their relatives regarding any
alternative treatment options and why the proposed
treatment is preferred over the other alternatives.
Timing of the consent process is another very significant
consideration. Allowing the patient time to understand
and carefully consider the information provided requires
that the consent process takes place well before the
actual surgical procedure. In 22% of patients in the
current study, the IC document was signed just before
the surgery. A study reported similar finding.'® Also, it
has been suggested's that patients receiving
information just before surgery may consent under
duress to proceed as all arrangements for surgery have
already been made.

About half of those who signed the consent document,
did not read it carefully in the current study which is in
line with literature.”

Despite the shortcomings, majority of the patients in the
current study expressed satisfaction with the IC process.
The finding is in agreement with an earlier study.!4

Conclusion

The quality of IC was found to be suboptimal in OMFS
setups and patients remained less well-informed. Both
surgeons and patients need extensive education and
training in the significance, process and conduct of IC
documentation.
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