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Introduction
• It is to be noted that the product information updated to date
for levonorgestrel is distinct from the information that was
supplied in the application of 2006 to the Medicines Authority,
in the sense that the clause that states that the Emergency
Contraception could prevent implantation has been deleted

• The details about the mode of action of the Emergency
Contraception pills mentioned in this presentation assume that
the use of the products are carried out as authorised in the
marketing authorisations
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What is Emergency Contraception?
• Refers to methods of contraception that can be used to prevent pregnancy in
the first 5 days after sexual intercourse

• It is intended for use following unprotected intercourse, contraceptive
failure or
misuse (such as forgotten pills, or breakage or slippage of
condoms), rape or coerced unprotected sex
• Emergency contraception is effective only in the first few days following
intercourse before the ovum is released from the ovary and before the
sperm fertilizes the ovum
• Emergency contraception cannot interrupt an established pregnancy or
harm a developing embryo
World Health Organisation. Emergency Contraception. 2016 [cited 2016 June 22]. Available from: URL:
http://who.int/mediacentre/factsheets/fs244/en/
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WHO recommendations for provision of emergency contraception
“All women and girls at risk of an unintended pregnancy have a right to access emergency
contraception and these methods should be routinely included within all national family
planning programmes. Moreover, emergency contraception should be integrated into health
care services for populations most at risk of exposure to unprotected sex, including post-rape
care and services for women and girls living in emergency and humanitarian settings.”

“As part of this core obligation, states should ensure that the commodities listed in national
formularies are based on the WHO model list of essential medicines, which guides the
procurement and supply of medicines in the public sector . A wide range of contraceptive
methods, including emergency contraception, is included in the core list of essential
medicines.”
“ In some countries emergency contraception is not available on the false grounds that it
causes abortion.”

“availability of contraceptives, which is essential to a human rights analysis”
World Health Organization. Ensuring human rights within contraceptive programmes: a human rights analysis of existing quantitative 4
indicators. [cited 2016 June 22]. Available from: URL: http://apps.who.int/iris/bitstream/10665/126799/1/9789241507493_eng.pdf?ua=1

Emergency contraception available in EU countries

Currently, there are three methods of emergency contraception:
1. Emergency Contraceptive Pills
• Levonorgestrel emergency contraceptive pills
• Ulipristal acetate emergency contraceptive pills
2. Insertion of a copper intrauterine device

3. Combined oral contraceptive pills or Yuzpe method
European consortium for emergency contraception. Access to emergency contraception in the European Union countries. 2014 [cited 2016
June 22]. Available from: URL: http://www.ec-ec.org/custom-content/uploads/2014/11/Access-to-EC-in-EU-countries.-ECECOct2014.pdf
World Health Organisation. Emergency Contraception. 2016 [cited 2016 June 22]. Available from: URL:
http://who.int/mediacentre/factsheets/fs244/en/
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Emergency contraceptive regimen recommended by WHO:

• 1 dose of levonorgestrel 1.5 mg or 1 dose of ulipristal 30mg,
taken within 5 days (120 hours) of unprotected intercourse;
• 2 doses of combined oral contraceptive pills (also known as
the Yuzpe regimen)

World Health Organisation. Emergency Contraception. 2016 [cited 2016 June 22]. Available from: URL:
http://who.int/mediacentre/factsheets/fs244/en/
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Emergency Contraception availability in Europe
• Ulipristal Emergency Contraception is available without prescription in Austria, Belgium,
Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Finland, France, Germany, Greece,
Ireland, Italy, Luxembourg, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden,
Netherlands, and the United Kingdom (22 countries)
• Age restrictions have been set in at least 3 countries:
o Croatia and Italy (for women younger than 18)
o Poland (for women younger than 15)
• Ulipristal is expected to be available in Latvia, Lithuania, and Estonia by 2016
(25 countries)
• In Malta, emergency contraception medicinal products are not registered or available

• Emergency contraception is a prescription drug in Hungary and Poland (27 countries)
• In Croatia and Italy since October 2015, at least one brand of levonorgestrel emergency
contraception is registered as prescription- free products
European consortium for emergency contraception. Emergency contraception availability in Europe. 2015 [cited 2016 June 23]. Available
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from: URL: http://www.ec-ec.org/emergency-contraception-in-europe/emergency-contraception-availability-in-europe/

Levonorgestrel

Adopted from: Medicines Authority. Summary of Product Characteristics Mirena 20 micrograms/24 hours intrauterine delivery system.
8
2015 [cited 2016 June 22]. Available from: URL:
http://www.medicinesauthority.gov.mt/search-medicine-results?modSearch=sim&field=AACFB58F9162

Levonorgestrel – Authorised in Malta
Medicinal products authorised
with the Medicines Authority
containing levonorgestrel

Indications

Mode of action

Mirena 20 micrograms/24
hours Intrauterine delivery
system

• Contraception
• Menorrhagia

• Prevention of proliferation of the
endometrium

Levosert 20 micrograms/24
hours Intrauterine Delivery
system

• Contraception
• Menorrhagia

Jaydess 13.5mg Intrauterine
delivery system

Contraception

• Suppression of ovulation in some
women.

Microgynon 30ED tablets
(oestrogen-progestogen
combination)

Contraception

• Inhibiting ovulation

• Thickening of the cervical mucus thus
inhibiting the passage of sperm

• Thickening of the cervical mucus
inhibiting the passage of sperm

• Rendering of the endometrium
unreceptive to implantation
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Microgynon 30 ED tablets
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Levonorgestrel – Market situation in Malta
Medicinal products authorised with the
Medicines Authority containing
levonorgestrel

Number of packs
imported in the last
twelve months

Number of packs sold
in the last twelve
months

Mirena 20 micrograms/24 hours
Intrauterine delivery system

1130

1187

Jaydess 13.5mg Intrauterine delivery
system

110

108

Microgynon 30ED tablets
(oestrogen-progestogen combination)

1000

1000
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Norlevo 750 micrograms tablet (Levonorgestrel)
April 2005 – Mutual Recognition Procedure application was
submitted to the Medicines Authority

Marketing Authorisation Holder: Laboratoire HRA Pharma

France – Reference Member State
Malta - One of the Concerned Member States

Indications: Emergency contraception within 72 hours after an
unprotected sexual intercourse or in case of failure of a contraceptive
method
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Levonorgestrel – Mode of action
Norlevo 750 micrograms tablet (2006)

• At the used regimen, levonorgestrel
is believed to suppress ovulation thus
preventing fertilization if the
intercourse has taken place in the
preovulatory phase when the
likelihood of fertilization is the
highest
• Could prevent implantation
• It is not effective once the process of
implantation has begun
• Efficacy after 72 hours is unknown

Levonelle 1500 microgram tablet (2014)

• At the recommended regimen,
levonorgestrel is thought to work
mainly by preventing ovulation and
fertilisation if intercourse has taken
place in the preovulatory phase,
when the likelihood of fertilisation
is the highest. Levonelle 1500 is not
effective once the process of
implantation has begun.
• Intake later than 72 hours after
unprotected intercourse is off-label
use and therefore not authorised
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Norlevo – Recommendation by the Medicines Authority
Date actually was June 23, 2006

Adopted from: Letter issued by the Medicines Authority to the Director General (Health)
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February 2006 – Opinion of the Bioethics Consultative Committee

Adopted from: Letter issued by the Bioethics Consultative Committee to the Licensing Authority
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May 2006 – Letter of refusal sent to Marketing Authorisation Holder

Adopted from: Letter issued by the Medicines Authority to the Marketing Authorisation Holder
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June 2006: Letter sent by the French Authorities who carried out the assessment of Norlevo
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Final Decision by the Licensing Authority

Adopted from: Letter issued by the Licensing Authority to the Marketing Authorisation Holder
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Letter to European Commission

Adopted from: Letter issued by the Permanent Representative of Malta to the European Commission

19

Ulipristal acetate
Esmya 5mg tablets x28 tablets
• Centrally authorised product authorised in February 2012
• Indicated for the treatment of moderate to severe symptoms of uterine
fibroids
• Progesterone activity is blocked, fibroid cells stop dividing and eventually
die, which reduces the size of the fibroids and reduces the symptoms
caused by them.
• Recommended retail price : €219
• Available in Malta

EllaOne 30mg tablet
• Centrally authorised product authorised in May 2009
• Emergency contraceptive to be taken within 120 hours of
unprotected sex or contraceptive failure.
• Works by preventing or delaying ovulation. If ovulation has already
occurred, EllaOne is no longer effective
• Not available in Malta
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Summary of Product Characteristics (SPC) EllaOne 30mg tablet
(ulipristal acetate)

Adopted from: European Medicines Agency. Summary of Product Characteristics EllaOne 30mg tablet. 2014 [cited 2016 June 22]. Available
21
from: URL: http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Product_Information/human/001027/WC500023670.pdf

EllaOne 30mg tablet (Ulipristal acetate)
Augiust 2009 – Letter sent to European Commission
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EllaOne 30mg tablet (Ulipristal acetate)
November 2009 – Marketing Authorisation Holder was informed that:
Although an EU marketing authoristion has been granted for EllaOne, in
terms of Article 241 and Article 243 of the Maltese Criminal Code, abortion
is a criminal offence as is the sale, supply and use of medicinal products as
abortifacients.

The sale, supply, prescription, dispensing and consumption of EllaOne is
considered as illegal in Malta and therefore prohibited.”
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Survey
Date: 4 July 2016
Carried out by a local agent
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Honduras Supreme Court upholds absolute ban on Emergency Contraception, Opens Door to
Criminalise Women and Medical Professionals

02.13.12 - (PRESS RELEASE) The Honduras Supreme Court has upheld the country’s
absolute ban on emergency contraception, which would criminalize the sale,
distribution, and use of the “morning-after pill” — imposing punishment for
offenders equal to that of obtaining or performing an abortion, which in Honduras
is completely restricted.
“By banning and criminalizing emergency contraception, Honduras is telling the
world it would rather imprison the women of its country than provide them with
safe and effective birth control,” said Luisa Cabal, director of international legal
programs at the Centre for Reproductive Rights. “Today’s decision from the
Honduras Supreme Court blatantly disregards women’s fundamental reproductive
rights and completely ignores the respected medical opinion of experts around the
globe. It will cause significant harm in the lives countless women and doctors across
the country.”
Centre for Reproductive Rights. Honduras Supreme Court upholds absolute ban on Emergency Contraception, Opens Door to Criminalise
Women and Medical professionals. [cited 2016 July 11]. Available from: URL: http://www.reproductiverights.org/press-room/honduras25
supreme-court-upholds-absolute-ban-on-emergency-contraception-opens-door-to-crim

