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Foreword

Unplanned and unwanted pregnancy is one of the leading causes
of maternal mortality and morbidity in South Asia. It is assumed
that most women with unwanted/unplanned pregnancies do not
continue the pregnancy to the full-term and try to terminate it,
often by traditional and harmful methods|eading to serious health
consequences. Despite the availability of a range of modern and
effective contraceptives, unwanted and unplanned pregnancies
continue to occur. Proportion of such unwanted pregnancies is
subsequently high in South Asian countries. In India, although the
Family Welfare Program has made commendable success in
helping couples to achieve their desired family size, unplanned
pregnancy continues to be a concern. According to the National
Family Heath Survey carried out in 1998-99, 21 percent
pregnancies are unplanned, contributing towards more than 6.5
million induced abortions every year. Many of these unfortunate
morbidities could be avoided by the timely use of emergency
contraceptive pills. Emergency contraceptive pillscould also help
in reducing the number of unwanted pregnancies. These are the
considerations that have led the Ministry of Health and Family
Welfare to approve the introduction of emergency contraceptive
pillsintheNationa Family Planning Program.

This training manual on emergency contraceptive pills is an
important step in the introduction of the method. It aims to equip
trainers with appropriate knowledge and skills on emergency
contraceptive pills. Trainerswill need oneday training to get fully
acquainted with emergency contraception method as well as the
training materials. After training, trainerswill havetheknowledge
and skills necessary to train service providers and workers on
emergency contraceptive pills. Clinicians and program mangers
who wish to provide servicesfor emergency contraceptivepillsor
get acquainted with the method will al so benefit from thismanual.
The manual also provides details about service delivery and
counseling guidelines.
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| congratul ate the FRONTIERS Program of Population Council
and those who have drafted, tested and finalized this manual. |
hope this will fulfill the needs of the trainers as well as other
professionals to learn about emergency contraception and in
explaining about emergency contraceptive pills especially to
womenwho want to useit.
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Prasanna Hota, T4 5.
Secretary, Healthand Family Welfare
Ministry of Health and Family Welfare
Government of India

December 14, 2005
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About The Manual

This manual aims to equip Master Trainers with appropriate
knowledge on emergency contraceptive pills. Emergency
contraception refers to any method of contraception that can be
used by awoman to prevent an unwanted pregnancy withinthree
days of unprotected intercourse or a contraceptive accident such
as condom leakage. There are two methods of emergency
contraception —taking a course of emergency contraceptive pills
or using an intra-uterine device (IUD). This manual discusses
emergency contraceptive pills and the provision of related
services. It doesnot cover IUDs.

Master Trainerswill need aday's training to get acquainted with
the training materials. After training, Master Trainers will have
the knowledge and skills necessary to train service providersand
workers on emergency contraceptive pills. Clinicians and
program mangers who would like to provide services or
informationon emergency contraceptive pillswould a so benefit
fromthemanual.

The manual is divided into four sessions. The first session
providesan overview of thedemographic and reproductive health
situation in South Asia and briefly discusses the role of
emergency contraception as a reproductive health intervention.
The second session defines emergency contraception, and
discusses details of when and how emergency contraceptive pills
should be taken. Service delivery guidelines are covered in the
third session, particularly what users should do in case of method
failure. The fourth session covers counseling on emergency
contraceptive pills and the frequently asked questions on
emergency contraception.

Each session hasalist of objectivesthat aredetailed at the outset.
Master Trainers should aim to achieve these objectives when
training service providers and workers. A set of transparenciesis
provided with the manual to the trainers, which can be used for
each session. The information in each session can be presented
easily. An overhead projector is needed for the transparencies.
An informal questions and answers session should follow each
presentation, during which participantscan clarify doubts.

1



SESSION 1

Emergency Contraceptive Pills:
A Reproductive Health Intervention
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Session 1

Emergency Contraceptive Pills:
A Reproductive Health Intervention

Objectives

By theend of Session 1 participantswill know:

Population and fertility in South and South-EastAsia
Contraceptive useand unmet need in South and South-EastAsia
Thelevelsand causesof maternal mortality worldwide

Theextent of menstrual regulations/abortions

How to reduce the number of unwanted pregnancies, menstrual
regulation/abortion and maternal deaths

® Roleof emergency contraceptioninreproductive health programs

M ethods/Presenting Session

Thefollowing methods should beused.

a. Anoverhead projector for thetransparencies
b. An informal discussion and question-answer session should
follow where participantscan clarify their doubts

TimeNeeded for Session 1

Presentation: 30 minutes
Discussion and question-answer session: 30 minutes

m
=
(0]
=
Q
@
3
<
Q)
o
>
—
=
o
(0]
=)
=
<
D
9
7
>
A
(9))
©
=
o
Q.
c
Q
=t
<
(0]
I
(4]
D
—
=y
=1
—
@
=
<
@
>
=5
o
>




Emergency Contraceptive Pills:
A Reproductive Health Intervention

Each year about 210 million women around the world become pregnant
(CDC 2004, PRCH and AGI 2003, WHO/SEARO 2001, AGI 1999 and
UNFPA 1997). Among them, about 75 million pregnancies (36 percent)
are unplanned and/or unintended (WHO/SEARO 2004 and UNFPA
1997). Most of these unplanned/unintended pregnancies are not carried
tofull term, but aborted often in unhygienic conditionsleading to serious
consequences. It is estimated that worldwide about 46 million
pregnancies (22 percent of the total pregnancies and 61 percent of the
unplanned/unintended pregnancies) are aborted. It isalso estimated that
among the total pregnancies each year in South and South-East Asia,
about one-third are unplanned or unintended. For instance, 30 percentin
Bangladesh, 21 percent in India, 35 percent in Nepal and 35 percent in
Pakistan are unplanned pregnancies. While most of the unplanned
pregnancies in devel oped countries occur outside the marital union (83
percentin USA) (PRCH and AGI 2003), in South and South-East Asia, it
ismostly within marriage or in astable family life. The reasonsfor such
huge number of unplanned pregnancies in South and South-East Asia
include low contraceptive use, method failure (both users and

technological faults), - ,
and high unmet need for Table 1: Fertility Trend in Selected

. " Countries
contraceptives. "Unmet
need” means that Country Total fertility
women want to limit or 1960-70 2000
spacefuture pregnancies Sﬁﬂ?;ﬁd%h 6'? 2‘;’
but are not using a India 50 2:8
contraceptive method or  [Nepal 5.1 41
have no access to the |Pakistan - 48
method. Thailand 6.4 17
Myanmar - 31
According to an I\S/Ir:';\ILd?\r;g 5'? 2(7)
estimate, the increasing Indonesia 56 26

number in the total gyce prRB2004andBDHS2005
population of South and

South-East Asia in each year could be reduced by one-third if all
unplanned or unintended births could be avoided. For example, it is
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estimated that if all unplanned births were avoided, the fertility rate in
Bangladesh would fall from 3.3 to the replacement level of 2.2 children
per women (NIPORT, Mitraand Associates, and ORC Macro 2004).

Population and Fertility in South and South-East Asia

A projection of the world population showsthat while the popul ations of
themost devel oped countrieswill decreasein 2050, it will increaseinthe
developing countries. Developing countries in Africa and Asia will
account for 90 percent of the increase (PRB 2004). It is estimated that
about one-third of the world's population (2,135 million) live in South
and South-East Asia(PRB 2004).

Figure 1. Birth RateAround the World

5.7

8-
71
61
51
4-
31
21
11
0

Niger ' NigeriaI PakistanI Nepal ' Banglad&lh India ' USA ' FranoeI PolandI
Source: PRB 2004

Whilein Europe, the average birth rate hasfallen below two children, in
some countries of Africaand Middle East, women still have six to eight
children. Although most of the South and South-East Asian countries
have achieved asteep declinein fertility over thelast three-four decades
(Table 1), an estimate reveals that populations in these countries will
continue to grow over the next several decades as well and will have
population almost double of what they presently have (PRB 2004).
Figure 1 givesacomparative picture of birth ratein the devel oped world
and selected large South Asianand African countries.

Contraceptive Use

Contraceptives are now being widely used in developing countries to
avoid unwanted pregnancy. However, many countries are staying far
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behind the world prevalence level. Even within the region thereiswide
variation in the level of contraceptive use. About 60 percent of the
women and men

Table 2: Prevalence of Contraceptive Use and
around the world Unmet Need in Selected Countries

are using modern

contraceptive Country |[Contraceptive use| Unmet need
All Modern

methods (PRB
2004). While methods|methods|

.h Bangladesh 58 43 15
more than 80 Bhutan N 31 N
percent of women fjngig 48 43 16
aged 15-49 living Nepal 39 35 28
within stable [pakistan 28 20 32
relationship |Thailand 72 70 23
in developed [Myanmar 33 28 -
countries use |SriLanka 66 44 25
contraceptives, |Maldives 42 32 -
only about 21 Indonesia 60 57 9

percent in the Source: PRB2004and WHO/SEARO 2002a
caseof Africaand 51 percentinAsiado so.

Contraceptive methods, even the most effective in preventing
pregnancy, may fail for avariety of reasons related to the technologies
themselves and/or due to the way they are used. It is estimated that
between 8 to 30 million pregnancies each year result from contraceptive
failure either dueto inconsistent or incorrect use or failure of the method
itself (Segal et a. 1990). In developing countries, however, errors in
method use are the main cause for an overwhelming majority of
unintended pregnancies. Such failurerateover aperiod of 12 monthswas
much lower for methods like implants and injectables (2-4 percent)
compared to condom (15 percent), periodic abstinence (22 percent) and
withdrawal (26 percent) (Haishanetal. 1999).

The unmet need for family planning in South and South-East Asia is
presented in Table 2. It shows that a considerable number of women in
South and South-East Asia have the desire to use family planning but
they do not have the scopeto use or lack resourcesto do so. Unmet need
for family planning method in South and South-East Asiarangesfrom a
low 9 percent for Indonesia to as high as 32 percent for Pakistan
(WHO/SEARO 2002b). For many of these countriesin South and South-

9

m
3
@
=
Q
@
3
<
Q)
]
>
—
=
8
(0]
=)
=
<
D
Y
7}
>
Py
@
©
=
o
Q.
c
2
<
(0]
I
(4]
2
—
=y
=1
—
@
=
<
@
>
=5
o
)




EastAsia, if “unmet need” could be met, thefertility ratein each country
could be drastically brought down to the replacement level or to alevel
that isreasonable.

The Extent and Causes of Maternal Mortality

Each year worldwide, more than 20 million women experienceill health
asaresult of pregnancy (WHO/SEARO 2001). Many of these pregnant
women experience permanent disabilities and/or deaths due to
pregnancy and delivery related complications. According to WHO
estimates about 529,000 women die annually from pregnancy-related
causes worldwide (WHO/UNICEF/UNFPA 2004). Ninety percent of
these deaths occur in less developed countries (WHO 2004). For every
woman who dies, approximately 30 more suffer injury, infection or
disability during pregnancy or childbirth, averaging approximately 15
millionayear.

Eighty percent of the pregnant women die due to direct causes of
pregnancy (Figure 2). The indirect causes (Malaria, anemia and

: . heart diseases)
Figure 2: Causes of Maternal Deaths Worldwide

constitute about

Other direct causes: Ectopic pregnancy, embolism, and anesthesia
Indirect causes: Malaria, anemia and heart diseases

Obstructed Eclfg/psia Puerpera the remaining
I%lg/or ° epsis 20 percent of the
0 ’ maternal deaths
Severe (WHO/SEARO

Unsafe bleedi i
e s 0% ng 2001). Studies
have shown that
Other direct Indirect abortion-related

causes causes . .

8% 19% complications

account for
nearly 13

Source: WHO/SEARO 2001
percent of the

maternal deathsintheworld (Figure 2). In the devel oping world, deaths
due to abortion and its related complications is as high as 23 percent.
(WHO/SEARO 2001 and PRB 2004). The wide variation in thelevel of
maternal mortality in South Asiaand East Asiais reflected in Table 3.
For comparison, Maternal Mortality Rate (MM R) of selected developing
countriesisalsogiven.
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One of the important and vulnerable subgroup of pregnant women is
married and unmarried adolescents. A pregnant adolescent (10-19 years
old) is two to five times more likely to die of pregnancy related

Table 3: Estimates of Number of Maternal Deaths, Lifetime Risk and

Maternal Mortality Ratio by MDG Regions, 2000

MDG region No of Lifetime risk of MMR
maternal deaths | maternal death |(deaths/100,000
One in: live births)

World 529,000 74 400
Developed regions* 2,500 2,800 20

Europe 1,700 2,400 24
Developing regions 527,000 61 440

Africa 251,000 20 830

Latin America and 22,000 160 190

the Caribbean

Asia 253,000 94 330

Oceania 530 83 240

* In addition to Europe, includes Canada, USA, Japan, Australia and New Zealand which are excluded
from the regional total
Source: WHO/UNICEF/UNFPA 2004

complications than a woman of 20 to 25 years of age (WHO/SEARO
2002a). Poor physical development, lack of accessto essentia reproductive
health care and pregnancy termination areimportant reasons contributed to
the materna deaths of adolescent girls. In some countries of South and

SOL.'th'EaSt Asia such as Box 1: Abortion and Maternal Mortality

India and Bangladesh, The Global Scenario

40-50 percent of Fhe « Over half amillion women die annually

adolescents are married from pregnancy-rel ated complications.

and become pregnant | The leading cause of maternal death is

before they reach age 20. unsafeabortion.

All these adolescents |* Out o;f evgrby Atl_OO viomen wgp undergo
- - anunsafeabortion, 1 womandies.

cary a high risk of Out of every 20 unsafeabortions, 19take

pregnancy and are placeinlessdeveloped countries.

vulnerebleto face severe |o About 13 percent of all maternal deaths

complications (WHO intheworld areabortion-related.

1997)_ Source: PRB 1994

Although contraceptive use is increasing and birth rate is decreasing,
maternal mortality ratio (maternal deaths per 1,000 live births) has
declined only marginally. Unwanted pregnancy is one of the leading
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causes of maternal mortality and morbidity. Women do not want to keep
unwanted pregnancies and may use unsafe methods and/or unhygienic
servicestoterminatetheir pregnancies. In addition, unwanted pregnancy
increases the possibility of woman seeking menstrual
regul ation/abortion services. It issignificant that many women who seek
such servicesare married and in stable rel ationshi ps having no objection
to contraceptive use.

Menstrual Regulation / Abortion Levelsand Trends

Globally, an average of 35 out of every 1,000 women of childbearing
age haveabortionseach year (AGI 1999). Intheyear 2000, it isestimated
that 19 million abortions were conducted in unsafe and unhygienic
conditions. Thirteen percent of the maternal deaths worldwide are due
to abortion-related complications. In absolute terms, every year around
68,000 women die of abortion-related complications (Table 4).
According to unofficial estimates every year in India around 7 million
abortions are conducted and the mgority of them are unsafe and
conducted under unhygienic conditions. Similarly in Bangladesh, it is
estimated that about 800,000 MR/abortions taken place every year.
Among them menstrual regulation accounts for 468,299 of the
pregnancies that are terminated (Singh et a. 1997). Interestingly, the
majority of them areunreported, unsafe and conducted under unhygienic
conditions. Although the Nepa government has recently legalized
abortion, because of the lack of facilities, the majority of the abortions
areconducted by untrained providersunder unhygienic conditions.

Table 4: Global and Regional Estimates of the Number of Unsafe

Abortionsand Mortality Due to Unsafe Abortion, 2000

Number of | Number of | % of all |Case-fatality| Unsafe abortion
unsafe |maternal deaths|maternal| rate(%) deathsto
abortions | duetounsafe | deaths 100,000 live
(Per 1,000) abortion births
World 19,000 67,900 13 04 50
Developed Countries* 500 300 14 0.1 3
Developing Countries 18,400 67,500 13 04 60
Africa 4,200 29,800 12 0.7 100
Asia* 10,500 34,000 13 0.3 40
Europe 500 300 20 <0.1 5
LatinAmericaandthe] 3,700 3,700 17 0.1 30
Caribbean
Oceania* 30 <100 7 0.1 20

* Japan, Australia and New Zealand have been excluded from the regional estimates, but are
included in the total for developed countries.
Source: WHO 2004
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More than half of al unsafe abortions (10.5 million) are conducted in
Asia. Among them, over 7 million unsafe abortions are conducted in
South Asiaaone (WHO 2004). Thisisareflection of the high abortion
incidence in the large population of reproductive age women in South
Asia. The unsafe abortion rate for Asia is 13 per 1,000 women aged
1544 years (WHO 2004). About 14 percent of the unsafe abortionsin
devel oping countries are among women under 20 years. Table 4 shows
that among the total number of maternal deaths due to unsafe abortions,
50 percentarefromAsia

Despite the wide availability of modern contraceptives, an increasing
number of women continue to seek abortion and/or other pregnancy
termination procedures such as menstrual regulation. In South and
South-East Asia, a number of abortions are conducted using traditional
methods such as inserting roots that are unsafe and could have serious
consequences for maternal health and even for life. Like maternal
mortality, the extent of maternal morbidity in developing countries is
extremely high. There are many women who have survived from severe
complications of pregnancy and childbirth to suffer from lasting
conditionssuch asfistula, uterine prol apse, and urinary incontinence.

How Can TheseUnwanted Deathsand M or biditiesbePrevented?

Many abortion-related deathsand morbiditiescan beaverted by:

e Promoting the use of family planning methods, so that women
would go through fewer unwanted pregnanciesand deliveries.

e Strengthening post-abortion services in al clinics and making it
widely and easily accessibletoal womenin need.

e |nforming women about the high risks of traditional methods of
pregnancy termination.

® Introducing and informing women about emergency
contraceptive pills (ECP) as a back-up support in case other
family planning methods failed or is incorrectly used and the
advantageif emergency contraceptive pills(ECP) isused within 3
daysof unprotectedintercourse.
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Role of Emergency Contraception in Reproductive Health
Programs

® Although effective methods of regular contraception are easily
available, many pregnancies continue to be unplanned and
unwanted. These pregnancies carry a higher risk of maternal
morbidity and mortality, as women often attempt to abort these
pregnancies through unsafe methods and/or in unhygienic
conditions. ECP gives women a second chance to prevent any
unplanned or unintended pregnancy.

® Emergency contraceptive pills are needed because no
contraceptiveis100 percent reliable. Moreover, not everyoneuses
acontraceptivemethod perfectly each timethey haveintercourse.
Emergency contraceptive pills offer women the chance to avoid
unwanted pregnancy in cases where regular contraceptive
methods have failed or incorrectly used. By preventing
unintended pregnanci es, emergency contraception can ensurethat
fewer women will need to seek an abortion or menstrual
regulationwhichwill eventually resultinfewer pregnancy-rel ated
maternal deathsand morbidity.

e Millions of women globally have used emergency contraceptive
methods safely and effectively. A recent study in China reveas
that emergency contraceptive pills can halve the number of
induced abortions (UNDP/UNFPA/WHO 2001).

e By offering emergency contraceptive pills, family planning and
reproductive health programs can improve the quality of
reproductive health services and meet the needs of clients more
effectively.

Pointsto Remember About ECP

® Emergency contraceptive pills are not intended for regular use.
They areonly for emergencies.

® Emergency contraceptive pills are not as effective as regular pre-
coital methods of contraception such asoral contraceptive pillsor
condoms and should be used only in emergencies when aregular
contraceptivemethod hasfailed or incorrectly used.

® |t is important that women are informed in advance about the
option of using emergency contraceptive pillsand where they can

14




get such services since ECP treatment has to be sought within a
very short period of time (threedaysof unprotectedintercourse).
Providing women with asupply of emergency contraceptive pills
at thetime of aregular contraceptive visit (advance supply) isone
way of ensuring that they are equipped to protect themselvesfrom
an unwanted pregnancy in the event of unprotected intercourse or
contraceptivefailure.
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SESSION 2

Emer gency Contraception and Emer gency
Contraceptive Pills
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Session 2

Emer gency Contraception and Emer gency
ContraceptivePills

Objectives

By theend of Session 2, participantswill know/beableto defineand discuss:

Emergency contraception and emergency contraceptivepills

When emergency contraception can be used?

M ethodsof emergency contraception

How emergency contraceptive pillswork?

Theindicationsand contrai ndi cations of emergency contraceptivenpills
Thecharacteristicsof emergency contraceptivepills

Thesuggested regimen for emergency contraceptivepills

How emergency contraceptivepillsshould betaken?

How thethree-day interval should becal culated?

Theeffectivenessof emergency contraceptivepills

Whether emergency contraceptive pills are effective as a regular
contraceptive method?

® Thesideeffectsof emergency contraceptive pillsand their management

M ethods/Presentingthe Session

Thefollowing methods should beused:

a. Anoverhead projector for thetransparencies
b. Aninformal discussion and question-answer should follow each session
whereparticipantscan clarify their doubts
TimeNeeded for Session 2

Presentation: 60 minutes
Discussion and question—answer: 60 minutes
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Emer gency Contraception and Emer gency
Contraceptive Pills

What is Emergency Contraception and Emergency Contraceptive
Pills?

Emergency contraception (EC) refersto contraceptive methodsthat can be used
by women to prevent an unwanted pregnancy in the first few days after
unprotected intercourse or contraceptive accident such as |eakage/slippage of
condom. Emergency contraception should not be used as a regular family
planning method but should be used only in an emergency as a back-up.
Emergency contraception can be provided by emergency contraceptive pillsor
anIntra-UterineDevice (IUD).

Emergency contraceptive pills are ahormonal method of contraception. These
pills contain the hormonesfound in oral contraceptive pillsbut in higher doses.
These pills are aso caled "morning-after" or "post-coital" pills. However,
since emergency contraceptive pills can be used up to three days after
unprotected intercourse, these terms do not convey the correct timing of use.
Moreover, these terms do not convey the important fact that emergency
contraceptive pills are not aregular family planning method and are intended
for "emergency" use only, which is why the name "emergency contraceptive
pills" ismoreappropriate.

For centuries, women have followed anumber of practices, or used avariety of
devices and preparations to prevent pregnancy. These include washing the
genitalia; standing up immediately after intercourse, passing urine, and
waking and jumping after intercourse. These traditional methods of
contraception are generally used immediately after unprotected intercourse to
avoid pregnancy, athough none of these methods have been found to be
effectivein preventing pregnancy.

In the 1960s, the first human clinical trials of hormonal emergency
contraceptives were conducted, using high-dose estrogen hormone. In the
1970s, high-dose combined oral contraceptives containing ethinyl estradiol
andlevonorgestrel (known asthe Yuzpe method) wasinitiated.

As is the case with developing countries, most people are not familiar with
emergency contraception. Even those who have heard of the method lack
accurate information on how to use emergency contraceptive pills or where to
obtain them. This lack of knowledge often results in unwanted pregnancies,
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many of which lead to menstrual regul ation/abortions. These, inturn, can cause
anumber of major health consequencesfor women.

When Can Emer gency Contraception BeUsed?

Emergency contraception can be used after unprotectedintercourseif awoman
does not want to become pregnant from that sexual encounter. Unprotected
intercourseincludesthefollowing:

e Whereacontraceptivemethod hasnot been usedin voluntary sex
® \When the contraceptive method has failed or the method has been used
incorrectly, for instance:
« Condom breakage, slippage, or leakage
« Failure to take ora contraceptive pills on three consecutive days
(combined hormone preparation)
* Delaying a contraceptive injection Depo-medroyprogesterone
acetate (DM PA) by morethantwo weeksfromtheduedate
» Partia or completedislodgement of 1UD
» Miscalculating the infertile period by those following periodic
abstinence, or thefailureto abstain from sexual intercourseduring the
fertileperiod
» Failed coitusinterruptus, for instance, when gjacul ation has occurred
insidethevaginaor ontheexternal genitalia
e Incasesof involuntary sex or sexual assault, such asrape.

What AretheM ethodsof Emer gency Contr aception?

There are two methods of emergency contraception: emergency contraceptive
pillsand copper-releasing lUDs.

Emergency contraceptivepillsareof twotypes:

® Increased dose of combined oral contraceptives containing ethinyl
estradiol and levonorgestrel (theYuzperegimen)
e Highdoseprogestin-only pillscontaininglevonorgestrel

The first dose of combined emergency contraceptive pills should be taken
within 72 hours* of unprotected intercourse. IUDs can beinserted up to 5 days
following such an episode. Although there are pills specially packed for
emergency use, most brands of biphasic Oral Contraceptive Pills (OCPs)
available in the national program or in the market for regular use can also be

*Recent WHO study revealed that if 1500 microgram levonorgestrel is taken together (two
postinor/e-pillstablets) in asingle dose the efficacy does not change and/or thereisno added side
effect (Hertzen et al 2002).
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used for emergency contraception. Thus, low-cost emergency contraception is
already available in most countrys family planning programs. However, the
important thing is that most clients are not aware of the dose for taking these
pills as emergency contraceptives, or how to switch to theregular cycl