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OVER-THE-COUNTER ACCESS TO
EMERGENCY CONTRACEPTIVE PILLS

Emergency contraceptive pills (ECPs) offer women a last chance to prevent pregnancy after sex. Because
ECPs work by disrupting ovulation, the sooner they are taken the more likely they are to be able to work
in the woman’s body before ovulation occurs; this is especially true for the most commonly used form of
ECP, that containing levonorgestrel.’? For women who have had sex without contraception, who experi-
ence a contraceptive failure, or who have been forced to have sex, timely access to ECPs is crucial.

Yet, in many countries around the world, regulatory limitations on the sale of ECPs (including prescription
requirements and age restrictions) impede a woman’s ability to get ECPs when she urgently needs them.
Restrictions on the sale of levonorgestrel ECPs are medically unnecessary and may present
significant barriers that result in an unintended pregnancy; if women are able to access ECPs
immediately without restriction, there is a greater chance that they will be able to prevent pregnancy.

This fact sheet addresses only levonorgestrel emergency contraception pills (LNG ECPs), which are the
most commonly-available and widely-studied ECPs worldwide.

How are ECPs accessed throughout the world?

Access to ECPs in the pharmacy falls broadly into three categories: over-the-counter (OTC), behind-the-
counter (BTC), and prescription-only, although these categories do not precisely describe the situation

in each given country. Official regulations and practical realities vary significantly among countries and
regions, and even among individual pharmacies and providers. For example, in some settings all prod-
ucts may be held behind the counter in a pharmacy to protect against theft, regardless of the regulatory
status of the products sold. In other settings where a prescription is legally required for ECPs, in practical
terms it may be possible to purchase the product without a prescription. This factsheet does not provide
an exhaustive description of all of the ways in which ECPs are accessed globally, but provides a general
overview of the regulatory status of ECPs and a justification for removing restrictions. While clinics, both
public and private, are an important access point for ECPs throughout the world, they are not the focus of
this factsheet.

Over-the-counter (OTC) sale of a medication means that the product is available at a retail outlet (includ-
ing convenience stores and grocery stores as well as pharmacies), without the need to consult a health-
care provider, pharmacist, pharmacy technician, or clerk. ECPs are officially available OTC in a small hand-
ful of countries: Bangladesh, Canada (certain provinces only), Laos, India, and some European countries
(including Bulgaria, Denmark, Estonia, the Netherlands, Norway, Portugal, Slovakia, and Sweden). As of
August 2013, one brand of ECPs is available OTC in the United States. In 62 countries, ECPs are available
behind-the-counter (BTC), which means that no prescription is required, but the product must be held
behind the pharmacy counter and the customer must request it from a pharmacist, pharmacy technician
or clerk. In more than 100 countries, EC is available by prescription only, meaning that unless a woman
can obtain ECPs directly from a clinic, she must first get a prescription from a healthcare provider (such as
a doctor, midwife, physician assistant or nurse) and then present the prescription at the pharmacy.®*

In some countries, mechanisms such as collaborative practice agreements and patient group directives
have been created to enable pharmacists to directly provide prescription-only medications through part-
nerships with physicians or other clinical healthcare providers. Such mechanisms authorizing pharmacists
to directly provide ECPs exist in some parts of the United States and Canada, as well as the United King-
dom and Australia.>®



Are LNG ECPs safe enough for OTC access?

Yes, LNG ECPs meet the standard criteria for OTC sale: they have no potential for overdose or addiction,
have very low toxicity, are of uniform dosage, have no major drug interactions or contraindications, pose no
danger to an existing pregnancy, and the user can determine her own need for the product.®'" LNG ECPs
have been extensively studied, and have been found to be extremely safe with no need for a clinical exam
or pregnancy testing prior to their use.'? Indeed, LNG ECPs are much safer than many products sold over-
the-counter, such as aspirin, which can be fatally toxic if overdosed.!" Side effects following use of ECPs are
generally mild and temporary.’® LNG ECPs have no contraindications for any woman. LNG ECPs are safe
and tolerable when used repeatedly, even within the same menstrual cycle.™

The latest scientific evidence shows that ECPs work by preventing or inhibiting ovulation, and do not disrupt
an existing pregnancy.'? If a woman who is already pregnant takes LNG ECPs, there are no risks to the
pregnancy.'®® Major medical organizations, such as the World Health Organization and the U.S. Centers
for Disease Control, agree that LNG ECPs can be taken by a breastfeeding woman with no adverse effects
on her infant.'7:1®

Studies show that women of all ages, including adolescents, can clearly understand the purpose of the
medication and its instructions for use, and are able to use it correctly.’®2' One objection to increasing
access to ECPs has been that it would present a danger to adolescents; this argument was cited in the
initial decision not to make ECPs available OTC in the United States. However, the consensus from the
medical community, including the Commissioner of the US Food and Drug Administration, the American
Academy of Pediatrics, the World Health Organization, and the International Federation of Gynecology
and Obstetrics, is that ECPs are absolutely safe and appropriate for adolescents who need them.?>25

For more detail about the safety of levonorgestrel ECPs, please refer to the fact sheet by the
World Health Organization and the International Consortium for Emergency Contraception, available
at http://www.cecinfo.org/custom-content/uploads/2012/12/WHO_RHR HRP 10.06 _eng.pdf.

Does improved access to ECPs increase the risk of unintended
pregnancy and STIs?

Some argue that removing barriers to access ECPs will put women at greater risk of unintended
pregnancy and sexually transmitted infections (STls), citing concerns that women will be less likely to use
effective ongoing contraceptives and condoms if ECPs are easily available. However, efforts to increase
access to ECPs (such as providing women with EC in advance of need or expanding pharmacist provision
through such mechanisms as collaborative practice agreements) have not been shown to increase rates of
unintended pregnancy or STls.26%? The substantial evidence that improving access to ECPs does not lead
to adverse outcomes at the population level should be considered by those charged with making

public health decisions regarding access to ECPs.

How do restrictions on access to ECPs affect individual women?

Time is of the essence when women need ECPs. Because LNG ECPs do not work if a woman is very
close to ovulation, they need to be taken as soon as possible after unprotected sex. WWhen access to
ECPs is restricted, these limitations put women at greater risk of unintended pregnancy by delaying the
time between unprotected sex and taking ECPs; increasing barriers to access may also discourage
women from using ECPs at all due to additional time and financial demands.

Prescription requirements: When a prescription is required to obtain ECPs, a woman must first find a
healthcare provider or clinic willing and able to prescribe or provide ECPs (and whom she can afford to
pay). If she obtains only the prescription, she must then find a pharmacy that has ECPs in stock, where
a pharmacist is available and willing to dispense them.

www.emergencycontraception.org



Keeping ECPs behind the counter: Although pharmacy BTC access is certainly an improvement over
prescription-only status, such settings still present barriers. When ECPs are available only behind the
counter, the pharmacies’ characteristics (such as operating hours, pharmacist workload, privacy concerns,
or willingness to provide ECPs) could make the difference between pregnancy and pregnancy prevention.
Permitting ECPs to be purchased at a large number of retail outlets with expanded hours would greatly
increase accessibility. Each woman is able to assess her own need for ECPs, as having had intercourse is
the only indication for using the medication, and as such does not need to consult with a clerk or pharmacy
technician unless she has specific questions.

Age restrictions: In a few countries, non-prescription sale of ECPs is restricted to women (and in some
cases men) older than 15 to 18 years of age, depending on the country. Younger women must obtain a
prescription to purchase ECPs (unless a collaborative practice agreement is in place which allows a phar-
macist to directly provide ECPs). These restrictions affect access for women of all ages, as the age restric-
tion necessitates that ECPs must be held behind the counter and that women must provide proof of age.

Recommendation

Removing restrictions on access to ECPs will facilitate women'’s ability to take them as soon as possible
after unprotected or inadequately protected sex. The overwhelming evidence of the safety of LNG ECPs for
women of all ages supports the position that there is no reason to restrict or delay women’s access to this
important contraceptive option. While BTC access is a tremendous improvement over prescription-only sale
of LNG ECPs, BTC access may still be a substantial barrier for a woman who has experienced unprotected
sex or sexual assault and is in need of ECPs. LNG ECPs are safe enough to be sold without restrictions at
pharmacies and any other retail outlet that sells OTC medications, and should not be regulated differently
than other OTC medications.
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This factsheet was developed in cooperation with the American Society for Emergency
Contraception and European Consortium for Emergency Contraception.
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