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ABSTRACT

This article revises the evolution of the concept “informed consent” in medical and stomatological practice, insisting on the
legislation that supports it: intergovernmental instruments, but also the Romanian law, including the deontological code of the
dentist. The discussions carried out with the purpose of obtaining the patient’s consent include the nature of the procedure
and reasonable alternatives of the proposed intervention, the risks and benefits of the treatment, the cost of the interventions
and, finally, the acceptance or refusal of the stomatological procedure by the patient. There are three major obstacles that
prevent a good communication between the dentist and the patient: the differences of language, of culture and the alteration
of communication between dentist and patient during treatment. On the other hand, the adequate quality of the information
depends firstly on the rational standard of the dentist, but also on the rational standard of the patient. We insist on the attributes
of the informed consent and, finally, we revise the misunderstandings and disagreements that may come up between the
dentist and the patient, most of them due to the dentist’s misinterpretation of some facts. It is necessary to increase the
standard of the informed consent by post university training for the dentists, by increasing the patients’ awareness regarding
the necessity of a much more explicit consent, by accepting the educational role of the dentist.
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The informed consent is defined as the process during which
a patient who is fully informed can choose the variants of his
medical treatment.

From the point of view of the philosophical, psychological,
medical and judicial literature the informed consent must
have some compulsory components: 1) competence, 2) re-
port, 3) understanding, 4) voluntary character and 5) consent.

THE EVOLUTION OF THE CONCEPT
The doctrine of informed consent has recently appeared in
the philosophy of the medical sciences.

In The Hippocratic Oath, which is considered to be the moral
code of practicing medicine, there is no reference regarding
the patients’ involvement in the process of taking decisions
(1). The patient’s involvement was not necessary when estab-
lishing the therapeutic plan because this code stipulates the
fact that the physician knows which is the best treatment for
the patient and he acts in their best interest.

In the past, medicine was not sufficiently developed and there
weren’t many options for the treatment that could be offered
to the patient. The predominant model of medical care was
based on the belief that doctors were able to rely on their own
judgement when treating patients.

The concept that implies the patients’ involvement in the man-
agement of their illness through being informed and taking
part in the decisions on their treatment has been considered
ethical only in the latest decade (2).

All the modern ethical codes sustain the importance of the
principle of informed consent. This principle appeared as a
consequence of the atrocities made by the German doctors
and researchers during the Second World War, under Hitler.
The Niirenberg Code resulted from the many case trials that
convicted the war crimes of the Nazi doctors (3). This code
begins in a simple way, with a statement that is separated
from the rest “The voluntary consent of the human subjects
is absolutely essential”. It must be grounded on sufficient un-
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derstanding and knowledge. For the next years this concept
extended and now it includes the medical treatment in gen-
eral (2).

The concept of “informed consent” is considered to be a
transatlantic doctrine with its origin in the period of the civil
rights in the 1950s — 1960s in the United States. Consequent-
ly, the law has evolved in order to support these rights; the
moral right of involving the patients in the process of taking
decisions being now a legal obligation of the doctors (4, 5).

The patient’s consent concerning the medical procedure is
stipulated in the Declaration on the promotion of patients’
rights in Europe in 1994, as a set of principles for promoting
and implementing the patients’ rights in the European coun-
tries that are members of WHO (6). The following intergov-
ernmental instruments were taken into consideration (7, 8,
9): The Universal Declaration of Human Rights (1948), the
International Convenant on Civil and Political Rights (1966),
the International Convenant on economic, social and cultural
rights (1966), the European Convention on human rights and
fundamental freedoms (1950), the European social charter
(1961).

In our country, the patient’s right to the medical report and
the patient’s consent concerning the medical procedure are
stipulated by the Law of the patient’s rights no. 46 from 21st
January 2003 (10).

The deontological code of the dentist stipulates (art. 12 from
Chapter | — General dispositions) that “For every act of diag-
nose and treatment, the dentist shall ask for the patient’s con-
sent. If this involves an increased risk, it is necessary to have
the written consent on the document of primary evidence” (11,
12).

The doctrine of “informed consent” is grounded on the princi-
ple of the patient’s autonomy and right to self-determination.
Autonomy defines as the patient’s ability to act and decide
on the basis of rational thinking and deliberation. Autonomy
can be restricted by certain factors, among which law, socie-
ty, other people’s autonomy, personal circumstances, like age
and welfare (13).

The moral perspective of the “informed consent” needs a
complete disclosure to and understanding by the patient, with
the purpose of satisfying the principle of the patient’s auton-
omy.

CONSTITUTIVE ELEMENTS

Generally (13, 14, 15), we admit that before getting the pa-
tient's consent there must be some discussions about the
following elements:

The nature of the decision or procedure. More drastic
treatments need a more detailed report in comparison with
the less invasive ones. There is an obvious difference be-
tween a procedure of removing the bacterial plaque and a
surgical intervention in the bucco-maxillo-facial area. Some
stomatological procedures are not very obvious for the pa-
tient after being performed, such as: occlusive rebalancing,
reshaping an existing root canal obturation or fissure and fac-
et sealing. In these cases the report will be much clearer and
more detailed in comparison with more obvious procedures.

Reasonable alternatives for the proposed intervention.
The dentist must present the patient all the alternatives pro-
posed for the treatment, not only the easiest ones or the ones
he is accustomed to.

Risks, benefits. The dentist must inform the patient about
the possible risks, even if the possibility that they might ap-
pear is much reduced. The typical risks that appear during
stomatological practice are: the possibility to injure the nerves
during the procedures of oral surgery, the cracking or break-
ing of the needle in the canal in endodontics, breaking the

bridge during prosthetic rehabilitation, the risk of post-opera-
tory infection, etc.

The dental amalgam is a restoration material that contains
50% mercury in a complex mix of copper, silver and zinc pow-
ders. This mix is permanently releasing mercury vapour and
this quantity increases during chewing, dental brushing or hot
drinks consumption. Many clinical trials proved its destruc-
tive effect on the kidneys, the central nervous system, the
cardiovascular system etc and it is also suspected to cause
gums tattoo. In many European countries (e.g. Norway, Fin-
land, Denmark and Sweden) the law forces the dentists to
inform the patients about the negative side effects of the ob-
turation material about to be used. The govern in some states
in America (California, Connecticut, Vermont) approved the
law of “the informed consent” in the case of the patients that
get dental restorations.

The cost of the interventions is always important and it must
be communicated to the patients from the very beginning, in
order to offer them the possibility to select the conduct they
can afford, but also has beneficial effects on their illnesses.

The acceptance of the intervention by the patient may
also include the refusal of the treatment. Although the word
consent implies the acceptance of treatment, the concept of
“informed consent” applies both for refusing the treatment
and for choosing an option of treatment from many.

DENTIST - PATIENT COMMUNICATION DIFFICULTIES

A good communication between dentist and patient is a nec-
essary condition for obtaining the “informed consent” in stom-
atology. The ability to communicate with the patient does not
appear in a natural way for most people; it needs to be devel-
oped and maintained through conscious effort and periodical
training.

Three major obstacles are considered to prevent the good
communication between dentist and patient: the differences
of language, of culture and the fact that the dentist-patient
communication can be altered during treatment.

Differences of language. If the dentist and the patient do not
speak the same language, an interpreter might be necessary,
but there is the possibility not to have a qualified person avail-
able around.

Differences of culture. Because of the different cultural per-
ceptions of nature and the causes of the iliness, it is possible
that the patients will not understand the diagnosis and the
options of treatment. What is considered as a sign of beauty
in one culture may be considered disfiguration and mutilation
in another. In these situations the dentist should work hard to
make the patient understand the importance of their own oral
health and of healing their medical condition and to communi-
cate his/her recommendations.

Alteration of communication between dentist-patient during
treatment. During the stomatological treatment the patients
can no longer speak, hence their ability to take decisions
is considerably reduced. The dentist can therefore facilitate
communication by using writing or being perceptive at the pa-
tient’s signs.

If the dentist successfully communicated to the patients all
the information they need concerning the diagnosis, progno-
sis and options of treatment, then they will be able to take an
informed decision.

ADEQUATE INFORMATION

It is difficult to establish just how much information the patient
needs in order to be considered adequate. Specialized litera-
ture (15, 16) suggests three essential factors that determine
the quality of the report:

The dentist’s rational standard. It allows the dentist to select
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the appropriate information for the patient. Studies show that
the typical doctor tells the patients very little about their con-
dition, which is considered not to be enough in order to obtain
their informed consent.

The patient’s rational standard. The dentist should know what
the patients’ average level of knowledge is, so that they could
be able to take an informed decision. This standard focuses
on the fact that the patient must know (be informed) in order
to understand the decision. The patients’ level of understand-
ing depends on their intelligence, but also on the clinical sit-
uation and the simplicity or complexity of the proposed treat-
ment (17).

The subjective standard. This standard is the most problem-
atic into practice, because every patient needs to be informed
personally, according to his own necessities and the existing
clinical situation.

The quantity of information that the dentist must offer the
patient depends on his personality, temper or attitude. It is
not necessary to force the patient to get the information if he
wants to leave all the decisions to the doctor.

The competent patients have the right to refuse treatment,
even if this worsens the iliness or allows a disability to appear.

THE ATTRIBUTES OF THE INFORMED DECISION
An informed decision for the treatment includes:

A relevant and clear report the patient can rely on. This de-
pends on the quality of communication between dentist and
patient, the time spent with the purpose of informing the pa-
tient being less dependent on quantity and more dependent
on quality. A good dentist-patient communication can improve
the effectiveness of the treatment and also reduces the pa-
tient’s stress and anxiety (14, 18).

With the purpose of explaining the proposed treatment, the
dentist-patient communication can be made more effective by
using photographs, films or models. The cost of the treatment
is always important and must be communicated to the patient.

Understanding the information — the patient understands all
the information if the dentist uses a simple language and
saves an adequate amount of time for the questions, etc.

Legal competence and capacity. The adult patients (over 18
years old) are legally presumed to be capable of taking deci-
sions about their own state of health. When the patients are
under aged the consent for the treatment must be obtained
from their parents or legal guardians when the parents are
missing. The legal guardians must get the same information
as the adult patients. There are some problems when the
parents are divorced and they disagree on the decision they
must take or in the case when both parents agree, but their
decision is not considered to be in the best interest of the
child. First, the dentist should mediate between the parties.
But if this fails, the dentist should take the decision in accord-
ance with the relevant legal institutions.

The vulnerable people (mentally disabled, with material or so-
cial dependence/, the institutionalized aged people, orphans,
prisoners etc.) represent a special problem. The consent for
the treatment of the patients who lack judgement because
some psychiatric or neurological problems (ex. dementia)
is given by their legal guardian (trustee). The main criterion
used for the treatment of disabled children and adults is that
of the patient’s best interest.

Sometimes the patients are not capable to take a reasonable,
well thought decision about the options of treatment because
of the discomfort and distraction caused by their illness. But
they can be capable to express their refusal for a certain in-
tervention by refusing to open the mouth. The dentist should
know that the refusal of the recommended treatment does

not mean that the patient is incompetent. This situation may
appear just because the patient did not fully understand the
dentist’'s recommendations and necessity of the treatment.

Capacity refers to the determinations made by the doctor in
order to find out if the patient has the ability to take a specific
decision in a specific amount of time. In order to have capac-
ity, the patients must have the ability to understand their state
and appreciate the indications, risks, benefits and alternatives
proposed for treatment. The patient must also be able to com-
municate to the doctor the decision taken on the grounds of
the information he received. If he can’t do this, he should have
a psychiatric exam.

Absence of constraint. Constraint appears when a person
forces another person to do something he doesn’t want or
prevents him from doing what he wants.

As a definition, we can talk about constraint when the patient
is willingly influenced by another person by being presented a
credible threat about a possible bad thing that might happen
to them, the patient being unable to fight it.

Faden et all (1987) (5) underlined the characteristics of
constraint for a fair evaluation of this situation:

e The agent of influence must have the intention to influ-
ence another person by presenting them a severe threat;

e it must be a believable threat;

o the threat must be irresistible, that is the threatened per-
son cannot fight it.

The patients often feel vulnerable and powerless in front of
the doctor. The consent must be given willingly and not ma-
nipulated by false information. In order to encourage the vol-
untary consent of the patient, the doctor should explain to the
patient that he takes part in the decision and he is not just
signing a form. The patient should see the consent as an invi-
tation to take part in the process of decision taking concerning
his own state of health.

The following conditions are important:

the consent must be given voluntarily;

the dentist must not offer misleading information;

the patient must be allowed enough time in order to take
the decision;

e if a patient refuses treatment or withdraws in any stage
of the treatment he must be understood, even if the treat-
ment were beneficial for the patient and if it is interrupted,
it may result in unwanted consequences on his state of
health. The patient must be carefully explained what hap-
pens if he refuses or stops the treatment.

There might be some misunderstandings or disagree-
ments when the dentist thinks (but is not right) that:

e the patient gave his consent for the whole treatment that
was planned by the doctor, just because he comes to the
dental clinic according to his appointments;

e the patient fully understood and agreed to the proposed
treatment just because he doesn’t ask any questions or
doesn’t show his confusion about the treatment;

e the patient consented to the whole treatment about to be
followed, but this does not apply to every plan of specific
treatment;

¢ the patient automatically accepts the changes in the plan
of treatment because they appear sometimes during
treatment;

e the patient can be easily mislead, so the dentist may in-
form him only about the options preferred by the doctor,
that he considers to be the best;

e the dentist obtained the parents’ consent when they left
their under aged child in the stomatological clinic for
treatment, without asking any questions about what will
be planned.

145 = PARIPEX - INDIAN JOURNAL OF RESEARCH



Volume : 2 | Issue : 10 | Oct 2013

ISSN - 2250-1991

In all the situations, the dentist must always keep his records
and files carefully. They must be clear, complete, precise,
so that they can be a vital source of information. The good
quality of the medical charts helps the doctor provide very
good quality services, but at the same time, ensures a very
solid basis for defence in case of complaint or claim. Gypsum
models and X-rays can be used and kept just like the medical
charts (19).

The dentist should record everything in the medical chart: the
fact that the patient was informed and subsequently gave his
oral consent, which is enough for most stomatological pro-
cedures. The written consent is absolutely necessary for the
major, invasive or expensive treatments. Some stomatologi-
cal procedures that are considered safe or minor by the pro-
fessionals can be seen in a different way by some patients
such as: X-rays or amalgam obturation. These patients can
ask for more information or can refuse treatment.

In conclusion, the informed consent in stomatology must

obey the general principles of the medical profession, but
it also has some specific attributes. It will keep on evolving

REFERENCES

as a response to the continuous progress of the knowledge
concerning the medical treatment, to the change towards a
partnership - relationship between doctor and patient and to
the new directions of the biomedical research. The most im-
portant part of the concept of informed consent is the priority
of the patient’s rights to understand any medical treatment,
medical procedure or attendance to a medical research.

In these conditions, it is necessary to increase the standard
of informed consent through post university training for the
dentists, by increasing the patients’ awareness on the neces-
sity of a more explicit consent and underlining the educational
role of the dentist.

Dental medicine must continue to meet the public expecta-
tions and, during the clinical consults, to be oriented towards
interactive and realistic decisions. Both the dentist and the
patient must consider the moral and legal considerations, but
also the request of a good practice and adequate consent.
This is to respect the essential human capacity of self-deter-
mination and the right to choose the treatment.

s D
1. Tyson P. The Hippocratic Oath Today. http://www.pbs.org/wgbh/nova/body/ | 2. Lambden P. Dental Law and Ethics. Abingdon, Radcliffe Med Press, 2002. | 3. The
Nuremberg Code (August 19, 1947). Jewishvirtuallibrary, The American-Israeli Cooperative Enterprise. 2012. | 4. http//depts..washington.edu/bioethx/topics/consent.
html | 5. Faden R.R., Beauchamp L., King M.P. A history and theory of informed consent, New York, NY:Oxford University Press US, 1986. | 6. A Declaration on the
Promotion of Patients’ Rights in Europe, European Consultation on the Rights of Patients, Amsterdam, 28-30 March 1994, Copenhaga, 1994. | 7. Universal Declaration
of Human Rights approved by the General Assembly of the United Nations, London, HMSO, 1949. | 8. Morsink J. The Universal Declaration of Human Rights: Origins,
Drafting, and Intent, 1999. | 9. http://www.emedicinehealth.com/informed_consent/article_em.htm | 10. Legea drepturilor pacientului nr. 46 din 21 ianuarie 2003, Moni-
torul Oficial al Romaniei nr. 51, 29 ian, 2003. | 11. http://www.cmb.ro/legislatie/codDeontologic/cod.pdf Code of Medical Deontology. | 12. American Dental Association.
Principles of ethics and code of professional conduct, with official advisory opinions revised to January 2005. Chicago: ADA; 2005. | 13. King J. Consent: the patient'view
- a summary of findings from a study of patients’perception of their consent to dental care. Bri Dental J, 191(1):36-40, 2001. | 14. FDI World. International principles
of ethics for the dental profession. FDI World Dental Federation. 6(6):17, 1997. | 15. http://www.ama-assn.org/ama/pub/physician-resources/legal-topics/patient-physi-
cian-relationship-topics/informed-consent.shtml | 16. http://www.aspf.org/resource_center/newsletter/2008/spring/03_informed_consent....5/8/2009 | 17. Pellegrino E.
Toward a Reconstruction of Medical Morality, Am J Bioethics, 6: 65-71, 2006. | 18. Williams J.R. FDI World Dental Federation. Dental Ethics Manual. Ferney - Voltaire,
France, 2007. | 19. Lilley R., Lambden P. The tool kit for dental risk. Radcliffe Publ, 2002. |
l J

146 = PARIPEX - INDIAN JOURNAL OF RESEARCH




