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The legal doctrine of informed
consent relates to the information
that should be given to a patient
prior to the patient being deemed
sufficiently informed to make a
legally valid decision about den-
tal treatment. Both patients and
practicing dentists often misun-
derstand the concept.

Some dentists believe that if
a patient refuses or declines dental
radiographs but “signs off” on
that refusal, the dentist is pro-
tected from any adverse conse-
quences because he or she has the
patient’s consent. In fact, the den-
tist is at risk. Indeed, if a dentist
determines that radiographs are
necessary in a specific situation
(ie, required by the applicable
standard of care), a patient cannot
legally consent to deviating from
the standard of care and receiving
substandard care. The courts have
generally concluded that such
purported consent is against pub-
lic policy, as it would ostensibly
provide legal protection to den-
tists for rendering substandard
treatment and thereby potentially
encourage such care, in addition
to potentially put dental consum-
ers at risk. Similarly, a patient
cannot provide legally valid con-
sent to a dentist placing crowns on
periodontally involved teeth be-
cause, again, such would be alegal
nullity and sanction substandard
dental treatment. These are only 2
of many examples of what occurs
in the dental office, and neither
scenario constitutes an informed
consent by the patient. A dentist
confronting such a patient would
be wise to decline treating, or to
terminate, the dentist-patient re-
lationship.

A dentist has the legal obliga-
tion to inform the patient of any
proposed dental treatment, in-
cluding any treatment options,
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and the foreseeable risks associ-
ated with that treatment. For
example, the extraction of an
impacted third molar should in-
clude the foreseeable risks asso-
ciated with such an extraction, in
addition to the option of nonex-
traction and its attendant risks. If
a patient opts for no treatment
after affirmative treatment op-
tions and his or her risks have
been explained, the patient as-
sumes the risks for the deteriora-
tion of his or her dental condition
and other potential adverse con-
sequences. But in such a scenario
the dentist is not rendering dental
care that is below the standard of
care.

Although there is generally
no legal obligation to provide
a patient with written treatment
options and attendant risks, it is
wise to do so. A written docu-
ment can provide evidence both
that the patient was given accu-
rate and sufficient information
relative to the treatment options
and attendant risks and that the
patient expressly selected a par-
ticular treatment option after
reviewing all the information.
Although such a written docu-
ment does not in and of itself
preclude a later claim alleging
lack of informed consent, it
certainly presents a significant
degree of legal protection to the
dental  practitioner.  Patients
sometimes claim, especially after
an adverse occurrence or less-
than-ideal result, that they were
not given information about the
risks of treatment or the poten-
tial for a less-than-ideal treat-
ment result. However, a copy of
the consent form that has been
signed by the patient can serve
to refresh faulty patient recol-
lections and deter malpractice
actions.

Ultimately, to prevail on
a claim alleging lack of informed
consent, the patient must demon-

strate that he or she suffered an
injury as a result of the occurrence
of a risk associated with the
dental procedure, and that he or
she was not provided the re-
quired information about the rea-
sonably  foreseeable adverse
sequelae. Most importantly, the
patient must establish that if he or
she had been provided the ap-
propriate information about the
foreseeable risk that actually ma-
terialized (eg, a lingual paresthe-
sia associated with the removal of
an impacted wisdom tooth), a rea-
sonably prudent patient in the
same situation would have de-
clined to have the treatment ren-
dered in the first place. Although
there is no precise definition of
what constitutes a “reasonably
foreseeable risk,” a dentist should
disclose those risks associated
with any procedure that are
taught in dental schools or gener-
ally reflected in professional texts,
treatises, and continuing educa-
tion programs.

The American Academy of
Implant Dentistry provides its
members a sample informed con-
sent for implant treatment on its
website at www.aaid-implant.
org. Some practitioners believe
that the multiple risks delineated
in the sample consent form could
deter patients from receiving im-
plant treatment. On the other
hand, others believe it would be
more prudent to risk losing an
implant case rather than com-
mence treatment on a patient
who could later return to haunt
the practitioner in malpractice
litigation alleging lack of in-
formed consent.
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I enjoyed reading Dr Dennis
Flanagan’s article entitled, “Oral
Triazolam Sedation in Implant
Dentistry.” The fact is that dental
fear and anxiety remain perva-
sive throughout the public." Oral
premedication with triazolam is
an effective and safe treatment
adjunct for these patients and has
become a popular means to in-
crease tolerance of invasive den-
tal procedures.

In my reading of Dr Flana-
gan’s article, I did find an area
that seems contrary to published
research on triazolam. It is stated
on page 94, in the middle col-
umn, that azithromycin should
not be given concomitantly with
triazolam because this may cause
“increased plasma concentration,
and, therefore, increased clinical
effects.””? Although the inhibitory
effects of erythromycin and clar-
ithromycin on CYP 3A4 cannot
be disputed, it has clearly been
documented that azithromycin
has no effects on the kinetics
and dynamics of triazolam.’
Greenblatt et al* state, “Coad-
ministration of azithromycin had
no significant effect on any of
the pharmacokinetic variables
for triazolam.” Furthermore, the
package insert for Zithromax
(Pfizer) states that no dosage
adjustment is needed when azi-
thromycin is  coadministered
with triazolam.”

I feel that as the number of
dentists utilizing triazolam (or
other CYP 3A4 substrates like
midazolam or alprazolam) in-
creases, it is important to clarify
the reaction between triazolam
and azithromycin. Because a
patient may have a penicillin
allergy and cannot take a cepha-
losporin because of cross-allergy
and may also be intolerant to
clindamycin, azithromycin may

be a last resort for antibiotic
prophylaxis. Azithromycin is
the logical choice for these pa-
tients while still being safe to use
together with triazolam.
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I thank Dr Goodchild for his
interest and thoughtful comment
about my article concerning the
coadministration of triazolam
with azithromycin." This coad-
ministration is not well defined
in the literature. Biotransforma-
tion of these drugs is performed
by the hepatic or intestinal cyto-
chromes P450, the mixed-function
oxidase system. CYP 3A4 is with-
in this system and is responsible
for action on triazolam. Several
references lump all the macro-
lides together and warn of poten-
tiation by inhibiting the oxidative
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biotransformation by CYP 3A4 of
triazolam in coadministration.

Macrolides inhibit CYP 3A4
by being transformed into nitro-
soalkanes that, with iron, form an
inactive CYP 3A4 comples, thus
inhibiting biotransformation and
increasing the plasma concentra-
tions and prolonging the half-life
of triazolam. This reaction produ-
ces most of the interactions by
macrolides. However, azithromy-
cin may be an exception. West-
phal® cites Greenblatt et al’
saying that azithromycin is a
weak inhibitor of triazolam bio-
transformation, whereas erythro-
mycin and clarithromycin are
potent inhibitors and azithro-
mycin produces “no effect on the
kinetics or dynamics or triazo-
lam.” Pai et al* agree that azithro-
mycin produces “few clinically
significant interactions with any
agent cleared through the cyto-
chrome P450 enzyme system.”

However, Drug Facts and
Comparisons” and Mosby’s Drug
Consult® specifically mention azi-
thromycin as contraindicated for
coadministration with triazolam.
The websites accessmednet.com
and efactsonline.com also specif-
ically mention azithromycin.
(These references do not list cita-
tions.) There is also a question
that arises about the in vitro
method of drug investigation.
There are uncertainties regarding
nonspecific microsomal binding,
solvent effects on enzyme activity,
and estimations of enzyme-avail-
able inhibitor concentrations.”
Because this issue is not well
defined, I chose to state in my
article that “macrolide antibiotics
(such as erythromycin and azi-
thromycin) ... may cause in-
creased plasma concentration”
and to include the category mac-
rolides in the contraindicated
column in the table.

Dr Goodchild’s concern is
well founded; however, the co-
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administration of triazolam and
azithromycin is not well defined
and needs elucidation. Therefore,
the practioner should be aware of
potential interactions and be pre-
pared for such.
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