Oral contraception over the counter
at last: a momentous occasion
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Some 27years ago, in 1993, The Lancet
published an editorial arguing the case
for oral contraceptives over the counter
(OTC)." It opened by saying that the
oral contraceptive pill (OCP) had helped
women ‘escape from the confines of
their own reproductive system’ but that
‘these ex-prisoners remain on probation’
because they still needed to see a doctor
regularly for a repeat prescriptions. This
month, almost 60 years after approval in
the UK, at last an oral contraceptive has
been approved here for initiation and use
without a doctor’s prescription. Desoge-
strel 75 pg daily, a progestogen-only pill
(POP) available in the UK for over 20 years,
will be available as a pharmacy medicine
for use by women of all ages wishing to
prevent pregnancy. While a few countries,
like the Netherlands and New Zealand,>
have arrangements which allow women
to obtain repeat supplies from pharmacies
without a prescription, this will be the
first time that women living in the indus-
trialised world will be able to buy the pill
without ever consulting a doctor.

It has taken a long time. The pill is argu-
ably one of the most widely used drugs in
the world and one of the most intensively
researched. In the UK, where almost one
in three women currently using contra-
ception choose the OCB? there must be
very few women of reproductive age
who have never taken it. Doctors have
argued for years that oral contraception
should be available without prescription.
As early as 1968, Potts controversially
wrote that the pill should be available
from vending machines while cigarettes
should be available only on prescription.
In 1976, the UK Department of Health
and Social Security Working Group on
Oral Contraceptives and Great Britain did
not ‘rule out the possibility of making oral
contraceptives available over the counter’
provided the lower dose pills proved to
be safer than, but as effective as, pills
containing 50 ug ethinylestradiol.! More
than 30 years later, and with an abundance

of evidence of the safety and efficacy
of newer pill formulations, in 2007 at a
seminar organised by the UK Medicines
and Healthcare products Agency (MHRA)
entitled “Widening access to medicine —
focus on women’s health’ it was said that
the agency was ‘opening the dialogue’ to
discussion.*

Obtaining approval for a drug to be
available without prescription is not
easy. In the UK, a medicine must remain
prescription-only if a direct or indirect
danger exists to human health, even when
used correctly, if used without medical
supervision; if there is frequently incor-
rect use which could lead to direct or
indirect danger to human health; and/or
if further investigation of activity and/or
side effects is required.” These conditions
patently do not apply to the POP. The
concern of regulators is that making a
drug available without expert assessment
of medical eligibility and without medical
supervision of use of the medicine may
jeopardise its safety and effectiveness.
With regard to medical eligibility® there
is only one absolute contraindication to
initiation of the POP (breast cancer diag-
nosed within the past 5 years) and only
three relative contraindications (breast
cancer >3 years, liver tumours and severe
cirrhosis). There are only two relative
contraindications for continuation (the
onset of ischaemic heart disease or stroke
while using a POP). These are all serious
conditions of which women will be well
aware, and for which they will be under
close medical supervision. As to safe and
effective use, the instructions for the POP
could hardly be simpler: ‘take one pill
every day, at the same time every day, until
you no longer need contraception’. It is
hard to argue that only a highly qualified
doctor can get this message across. Even
in industrialised countries the risks of
maternal mortality (9.8/100 000 women
in 2016 in the UK’) must be considerably
higher than any risk of death associated
with use of a POP.
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Editorial

Some individuals have voiced concern that making
a POP available OTC might undermine efforts to
increase the use of long-acting reversible contraception
(LARC) methods.® But it seems unlikely that in the UK,
where all contraceptive methods are available free of
charge from the National Health Service (NHS), there
would be a wholesale switch to a contraceptive which
has to be paid for. Not all women want an intrauterine
device or contraceptive implant, and they are not that
easy to get, even before COVID-19. Pharmacists, and
the patient information leaflet, can signpost women
to services which provide LARC; and while women
wait, often a very long time, for an appointment, a
POP would provide excellent interim contracep-
tion. The gains from improving access to an effec-
tive oral contraceptive could be substantial. Twice as
many unintended pregnancies could be prevented by
enabling couples who are not using contraception to
use a modern method compared with persuading pill-
users to change to a LARC.” And, anyway, the perfect
should never be the enemy of the good.

But who is likely to buy a POP in pharmacies? A
surprising number of women are choosing to buy oral
contraceptive over the internet. They may be uncom-
fortable or embarrassed about seeing a doctor, or too
busy, they may have run out of supplies or perhaps
simply want to try something new. In a recent study
in which women obtaining emergency contraception
from pharmacies were offered a supply of desoges-
trel POP, many women chose to continue it after their
initial supply had run out because they liked it.'" An
OTC POP is unlikely to result in major changes in
patterns of contraceptive use in the UK, but it will
increase choice and the ability of women to control
their own fertility. It may act as a positive example for
other countries where contraception — and the cost
of seeing a doctor for repeat prescriptions — is high
and it may pave the way eventually for an increasing
choice of methods available from pharmacies. This is a
momentous occasion that should be widely celebrated.
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