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SUMMARY

OBJECTIVE: To assess the patient’s understanding of the informed consent form before and after plastic surgery.

METHODS: This was a prospective analytical descriptive study that utilized a questionnaire on informed consent before and after plastic

surgery procedures.

RESULTS: Comprehension of informed consent was higher before surgery than after surgery (p=0.016; question 15). The higher the

scholarity, the higher the comprehension (s=0.151; p=0.045) before surgery (question 4). For the other questions, it was not possible

to find a difference in the pattern of understanding and in the association with the educational attainment level after surgery (s=0.180;

p=0.046; question 1). CONCLUSIONS: The patients’ level of comprehension of the details, outcomes, possible complications, and

postoperative evolutions of surgical procedures, as stated by the informed consent form, is high.
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INTRODUCTION

Consent is defined as the permission a person gives for the
performance of any type of medical treatment. It should be
facultative and informed; the person must be suitable for
such a decision. It should also be obtained in advance before
the start of the chosen treatment!?. It serves as material
proof that the physician fulfilled their obligation to inform
the patient and that the patient declared that they under-
stood and agreed to undergo the treatment. Communication
before and after any procedure should be clear and done
using simple language. There is a risk of the doctor—patient
relationship transforming into a formal contract, and the
rapport and harmonious bond, which are characteristics of
the medical practice, may be lost®. In lawsuits on aesthetic
plastic surgery, for which informed consent term (ICT) was
properly obtained, the judicial expert was mostly favorable
toward doctors?.

The worsening of the doctor-patient relationship, due to the
change in the health care model, is associated with the increase
in complaints against physicians in Brazil’.

The exercise of medicine is considered a process-centric
activity, without promise of results®. As a counterpoint, the
courts of justice consider plastic surgery as an end activity,
aiming for social acceptance of the individual’.

The ICT does not include all possibilities in medicine
because it is an inexact science. It should include clarifica-
tions for the patient that the procedure to be performed will
bring some benefits, but that there will be possible complica-
tions independent of the skill, training, and performance of
the medical professional. The term gives the patient the free-
dom to choose the most favorable option of treatment, while
removing the idea that the doctor is always responsible for the
outcome®’. The complexity of the information process is high,
and great attention should be paid to this important phase'.
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There is a large increase in the number of lawsuits against plas-
tic surgeons. One reason is the inadequate use and formulation of
the ICT"!. The understanding of patients regarding the ICT for
the treatment to be performed is inappreciable. Despite all efforts,
there appears to be a great difference in the understanding of this
by doctors and courts. The term, as required by law, has not been
fully achieved, and the same difficulty has subsisted for decades™?.

Research on patient difficulty in absorbing the information
included in the term has determined three related factors: edu-
cation, health status, and care in and attention to reading the
ICT before signing"?.

There have been several studies that utilized questionnaires
to evaluate the patient’s understanding of the ICT, using sev-
eral different ways as follows: repeating the term, doubts orally
recorded, and standardized term versus reinforcement methods,
by video or information by nurses. The results were as follows:
the greatest difficulty in understanding was found in patients of
different ethnicities due to their schooling and their difficuley
in understanding the language'*"; information and questions
answered orally during consultations were better understood'®;
the vast majority of patients were satisfied with the information
given about the procedure to be performed’; there was no dif-
ference in the understanding and satisfaction of patients who
received the standardized term and those who underwent rein-
forcement methods; and they may, therefore, be unnecessary'®.

In contrast, American studies have observed that the use of
supplementary, written, audiovisual, and other materials increase
satisfaction after the procedure and may limit litigation'>*. In
another study, 75% of the plastic surgeons interviewed were
defendants in at least one malpractice lawsuit, and most of the
investigated cases involved complaints of unsatisfactory results,
excessive scarring, or lack of ICT?.

This study aimed to evaluate the patient’s understanding

of the informed consent form before and after plastic surgery.

METHODS

This was a prospective descriptive analytical study. Data were
collected from July 2017 to September 2018. The study pop-
ulation included people who underwent any plastic surgery,
who were seen in the office of any of the 23 participating phy-
sicians, and who agreed to participate in the research.

A questionnaire was administered to the patients before
the day of the surgery and readministered during the postop-
erative period in the office of each participating physician. It
was distributed in the states of Sao Paulo and Mato Grosso.

All of the administrants were plastic surgeons recognized by
the Regional Council of Medicine of Sao Paulo (CREMESP)
and the Brazilian Society of Plastic Surgery (SBCP).
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The questionnaire is composed of 21 questions, with 5
options for each answer, that evaluated the degree of under-

standing of the patient as follows:

0 = none;
1 = a little;
2 = regular;

3 = moderate; and

4 = very.

The questionnaire was first administered on any date until
the day of surgery and was administered for the second time
at least 1 month after surgery.

The inclusion criteria were patients who underwent plas-
tic surgery performed by the participating physicians, with the
completion of the ICT and questionnaires of this study. The
exclusion criteria were those who presented the ICT without
the signature of one of the participants (physician or patient)
and those who completed them after the stipulated deadline.

The descriptive statistical analyses were performed through
measures, such as means and minimum, maximum, absolute,
and relative frequencies.

The inferential analyses employed to confirm the descrip-
tive analysis were as follows:

1. Wilcoxon?, for the comparison of the answers to the

questionnaire before and after surgery;

2. Spearman’s correlation coefficient?, in the study of the

relationship between schooling and each question in the
questionnaire.

The alpha significance level of 5% was used in all the con-
clusions. The evaluations were performed using the statistical
software Statistical Package for the Social Sciences (known as
SPSS) version 2019 (IBM Corp., Armonk, NY, USA).

The study was approved by the Research Ethics Committee
of UNIFESP, under number 69248/2017 and the approval of
the Brazil platform.

The patients signed a consent form to participate in the study.

RESULTS

The research collected 178 questionnaires before and 124 ques-
tionnaires after the surgical procedure.

We had 54 unanswered questionnaires after the surgery,
which were considered as losses only if the second question-
naire was administered.

The questionnaire was first administered from 103 days
before to the day of the surgery.

The questionnaire was readministered from 30 to 320 days
after the surgery. The predominant educational attainment levels
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Table 1. Number of patients who answered the questionnaire on informed consent, according to sex and education.

Schooling

No study Fundamental Medium Superior
Male 0 0 2 5
Female 3 15 75 76 169
Total 3 15 77 81 176*

*Two people did not answer about their schooling.

Table 2. Distribution of responses to the questionnaire on informed consent before and after surgery. (Question 15: Are
you aware that the outcome depends on postoperative care?)

Issue ; ;

No Little Regular Quite Very
Q15 0 0 1 0.6% 4 2.2% 51 28.7% 122 68.5%
R15 0 0 1 0.8% 4 3.2% 38 30.6% 81 65.3%

Answer

p

0.016*

*Wilcoxon signed-rank test (p<0.05).

of the patients were higher education (45.50%), followed by
high school (43.25%) (Table 1).

Comparisons were made between the answers of each ques-
tion before (Q1, Q2, Q3,...Q21) and after (R1, R2, R3,...R21)
surgery and whether these differences were statistically differ-
ent, considering p<0.05.

With the exception of question 15 (Are you aware that the out-
come depends on postoperative care?), where understanding before
surgery was better than after surgery (p=0.016), there was no differ-
ence in the pattern of understanding for the other questions (Table 2).

In the relationship between schooling and each question
in the questionnaire, according to the estimates of Spearman’s
correlation coeflicient(s), we noticed that the higher the edu-
cational attainment level, the greater the understanding, as
shown in the analysis of question 4 (Are the risks and potential
complications acceptable?) (s=0.151; p=0.045) from before the
surgery and by question 1 (Did you resolve all doubts during
the medical consultation about the surgery that is going to
be performed?) (s=0.180; p=0.046) after the surgery. For the
other questions, this relationship was not confirmed (Table 3).

DISCUSSION

The growth of studies and production of data on informed
consent have been essential due to the judicialization of med-
icine in recent years, with the significant increase in lawsuits
in Brazil. At any time, the plastic surgeon is faced with a law-
suit simply because the patient is dissatisfied with the outcome
of the procedure or with the information previously obtained,
although these data are completely subjective.
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Table 3. Relationship between the patients’ education and
each question before and after surgery.

Schooling
S p* S p*

Question 1 0.046 0.541 0.180 0.046
Question 2 -0.012 0.876 0.036 0.689
Question 3 -0.060 0.430 0.094 0.302
Question 4 0.151 0.045 0.122 0.177
Question 5 -0.051 0.504 0.030 0.740
Question 6 0.089 0.242 0.115 0.204
Question 7 -0.031 0.686 -0.047 0.604
Question 8 -0.041 0.587 0.058 0.522
Question 9 -0.079 0.296 0.102 0.260
Question 10 | 0.026 0.732 0.076 0.406
Question 11 | 0.045 0.552 0.010 0.911
Question 12 | 0.067 0.378 0.022 0.809
Question 13 | 0.058 0.443 0.032 0.722
Question 14 | -0.023 0.760 0.032 0.729
Question 15 | -0.001 0.987 -0.016 0.864
Question 16 | 0.050 0.513 0.114 0.210
Question 17 | 0.052 0.491 0.052 0.566
Question 18 | 0.030 0.696 0.100 0.271
Question 19 | 0.046 0.546 -0.071 0.432
Question 20 | -0.055 0.466 -0.089 0.327
Question 21 | 0.007 0.924 0.087 0.341
*p<0.05.
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It is important that the doctor always acts within their area
of specialization and is qualified by the CREMESP and SBCP,
in the case of plastic surgery. Otherwise, they will be subject
to ethical-professional lawsuits and suffer the appropriate pun-
ishments if negligence, lack of skill, or imprudence is proven.

The basis of the use of the ICT is the autonomy of the
individual, which is a premise of the code of medical ethics.
The patient can also make their own decision as to whether it
is worth undergoing the procedure with the risks and poten-
tial complications inherent to the procedures and possible out-
comes. Signing the term confirms awareness and agreement
with everything involving the proposed procedure.

From a legal point of view, there is no lack of arguments
for the use of the ICT; and the printed form is a physical proof
of the patient’s consent.

No ideal ICT has yet been found, and there is no proto-
col to follow in its formulation. This leaves doubts as to what
information should be included and how it should be applied
with patients for better guidance and understanding, because
any area of medicine is an inexact science, and it will always be
impossible to list all of the possible complications.

We should remember that the given information and resolved
doubts during all preoperative consultations, and in addition,
whatever is implicit in the content during the process, must
be added to the signed term?.

There is great difficulty in assessing the patient’s understand-
ing of the ICT because when it is evaluated through question-
naires, the result is a great understanding of the information
also obtained during the preoperative consultations, in addi-
tion to that contained in the term®.

The understanding of and satisfaction with the ICT is good
or excellent in the preoperative period as described'®*. At 6
weeks after surgery, there was a drop in the understanding in
all the groups, showing that forgetfulness appears to occur
quickly. Using several ways in combination does not statisti-
cally change the level of understanding,.

It is complicated to say currently that the patient or any
individual who has access to plastic surgery is fully a layman and

does not know that every surgery has inherent risks, because,

according to a national survey conducted by IBGE*, 74.9%,
or three of every four Brazilian households had access to infor-
mation through the Internet in 2017. The proportion of peo-
ple who accessed the Internet was higher, the higher the level
of educational attainment.

The closer and better the physician—patient relationship is,
the lower the chance of a future lawsuit, regardless of whether
any complication occurred’.

In a survey by CREMESP?, 90% of the physicians sued were
not specialists. The high incidence of ethical lawsuits involving
plastic surgery is due to the invasion of the area by medical and
nonmedical specialists, performing procedures specific to the
area, without adequate training for such.

The patient should be informed that they may have certain
benefits through the procedure and that the occurrence of the
expected benefits is limited by risks inherent to the body of
each individual and independent of the medical professionals

will and skill®.

CONCLUSION

The level of patient understanding of surgery information,
outcomes, possible complications, and postoperative develop-

ments is high when they are given an informed consent form.
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