Letters to the editor

s it ethical to use
drospirenone-containing
combined oral contraceptives?

This Journal recently published a review
of the thrombogenic risk associated with
drospirenone (DRSP)-containing com-
bined oral contraceptives (COCs).! The
same issue has recently been addressed
by the Food and Drug Administration
(EDA). Like other studies the FDA study
reported that the use of DRSP-containing
COCs was associated with an increased
risk of venous thromboembolism (VTE)
as compared to levonorgestrel (LNG)-
containing COCs [incidence rate ratio:
all users 1.49 (95% CI 1.19-1.8), new
users 1.48 (95% CI 1.07-2.05)].?

While epidemiological studies find it
difficult to show causality they provide
useful information on which to base
clinical practice. Clinical decision-mak-
ing has to be ethical. Beauchamp and
Childress® set out the most commonly
applied framework in Western bioethics.
They base their ‘four principles’ on com-
mon morality, a set of rules that is shared
by all ethically acting individuals and not
just ethical saints. Their four principles
of ethical practice are: autonomy, benefi-
cence, non-maleficence and justice.

To respect patient autonomy we need
to provide sufficient information for the
patient to form her own opinion as to the
benefit or harm of a specific intervention.
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She cannot give consent unless the con-
sent is informed. A patient who requests
or is about to receive COCs containing
DRSP has to understand that there may
be an increased risk of VTE as compared
to other COCs. [Indeed, this is stated in
the UK Medicine and Healthcare prod-
ucts Regulatory Agency’s guidance on
Yasmin®.

Beneficence refers to actions that
serve the best interest of the patient.
While there is some evidence that
DRSP-containing COCs are better for
some patients than other COCs, in most
cases there is little difference between
COCs in terms of effectiveness and side
effects.*

Non-maleficence, also understood as
the ‘precautionary principle’ (primum
non nocere), stipulates that we should use
interventions that have the least poten-
tial to do harm. When choosing between
interventions we do not need to be cer-
tain that one intervention is more dan-
gerous than the other: a well-founded
suspicion provides an adequate reason
for us to act with caution.

Recently the Advisory Committee
members of the FDA voted 15 to 11 that
“in the general population of women who
desire contraception, the benefits of the
DRSP-containing oral contraceptives for
prevention of pregnancy outweigh their
risks”.? In other words, a large minority
on the FDA review panel felt that DRSP-
containing COCs are not worth the risk.
This should provide sufficient doubt to
activate the precautionary principle, par-
ticularly as potentially safer alternatives
exist.

Justice refers to the just use of health
care resources and achieving the high-
est level of health given the available
resources. As DRSP-containing COCs
are significantly more expensive then
LNG-containing COCs the use of the
more expensive COC can only be jus-
tified if it achieves a higher level of
health for the patient taking it. This
may be the case in a small proportion
of women on COCs but generally is
unlikely.

Providers have the right to refuse a
treatment requested by the patient. We
decline treatment for erectile dysfunc-
tion (ED). Although ED can lead to a sig-
nificant reduction in the quality of life
and can be treated effectively with safe
medication we argue that this is not the
best use of resources. Similarly we may
need to decline other requests.

Prescribing DRSP-containing COCs
may be ethical in specific circumstances
where fully informed patients have
conditions known to respond better to
DRSP-containing COCs than to LNG-
containing COCs; otherwise prescribing
a more expensive and potentially less
safe drug may not be best practice.
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