Policy Brief

Access to the Life-Saving Drug Misoprostol to
Prevent and Treat Postpartum Hemorrhage
Can Save Filipino Women’s Lives

This publication was supported through funds received by the Philippine Safe Abortion Advocacy
Network (PINSAN).

EnGendeRights, Inc.
Asserting Gender Equality

EnGendeRights, Inc.
December 2016
Writer: Clara Rita Padilla, Executive Director
Acknowledgments
The author gratefully acknowledges assistance and support from Anita Visbal, Program
Coordinator of EnGendeRights, colleagues from the Women's Global Network for
Reproductive Rights (WGNRR) especially Bing Parcon and Kathy Mulville, and other
colleagues at PINSAN. The final text including errors or omissions is the sole
responsibility of EnGendeRights.

Access to the Life-Saving Drug Misoprostol to Prevent and Treat
Postpartum Hemorrhage Can Save Filipino Women’s Lives

Access to the Life-Saving Drug Misoprostol to
Prevent and Treat Postpartum Hemorrhage
Can Save Filipino Women’s Lives
I. THE IMPERATIVE NEED TO REGISTER AND MAKE AVAILABLE THE
LIFE-SAVING DRUG MISOPROSTOL FOR PREVENTION AND TREATMENT
OF POSTPARTUM HEMORRHAGE
It is imperative that misoprostol be registered and made available for prevention and
treatment of postpartum hemorrhage (PPH) or bleeding after childbirth due to uterine
atony or the failure of the uterus to contract after delivery.1 Misoprostol is a safe,
effective, and low-cost drug used to prevent and treat PPH.2 Misoprostol, a prostaglandin,
cause strong uterine contractions and is stable at room temperature.3
Misoprostol is the answer for low resource settings to prevent and treat PPH where
oxytocin is not available or cannot be safely used. Although oxytocin is the gold
standard to prevent and treat PPH, oxytocin may be inaccessible due to absence of health
care providers trained to provide intravenous administration of oxytocin, lack of supply
of oxytocin, unavailability of refrigeration or fluctuating electricity, shortage of syringes,
needles, and IV oxytocin infusion and lack of resources for syringe disposal.4 In cases
where oxytocin may be available, its quality may be compromised due to nonrefrigeration as in one study where 89% of the tested oxytocin ampoules failed to meet
the active ingredient specifications.5
Women in geographically isolated and disadvantaged areas (GIDA areas), areas in the
Autonomous Region of Muslim Mindanao (ARMM), areas affected by humanitarian
crises, i.e., natural disasters and armed conflict, and community-based facilities are
vulnerable to die due to PPH given that oxytocin used to prevent and treat PPH may not
be widely available or may not be safely used. Poor, rural, and young women who may
lack finances to pay for oxytocin are also vulnerable to die due to PPH especially since
many public hospitals require their patients to pay for their medication.
Women from poorly-resourced areas suffer mortality and morbidity due to lack of access
to uterotonic agents such as oxytocins and ergometrine and lack of skilled providers to
safely administer such.
Misoprostol is the solution for these low resource areas since it has been proven safe and
effective in preventing and treating PPH after delivery.6 The low cost of misoprostol, its
wide availability, stability at room temperature and ease of use make it an ideal drug to
add to the package of interventions available to prevent and treat PPH in low resource
settings.7
By providing wide access to misoprostol to specially-trained medical providers, the
Philippines will lessen the mortality and morbidity due to PPH. Misoprostol will
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significantly increase the number of women who receive an uterotonic following
childbirth to prevent and treat excessive bleeding.
Given the proven safety, efficacy, and low cost of misoprostol for PPH prevention and
treatment, it is imperative that misoprostol be included in the Philippine National Drug
Formulary (PNDF) and the Food and Drug Administration (FDA) List of Registered
Drug Products (hereafter “Drug Registry”) for prevention of PPH and be made widely
available to skilled birth attendants for the prevention and treatment of PPH.
The inclusion of misoprostol in the PNDF and the FDA Drug Registry for its PPH
prevention and treatment indication will facilitate easier access to misoprostol for PPH
prevention and treatment and lead to greater uterotonic coverage at all deliveries.
Furthermore, the increased access to misoprostol to prevent and treat PPH would
contribute to efforts to greatly lower maternal mortality and morbidity related to PPH and
in meeting the country’s commitment to the Sustainable Development Goals to decrease
the maternal mortality ratio to two-thirds of 2010 levels under Target 3.8
In light of the obligation of the Philippine government to protect women’s rights to
equality, non-discrimination, life, and health under the Convention on the Elimination of
All Forms of Discrimination against Women (CEDAW) and the Magna Carta of Women
(Republic Act 9710), it is essential that the Department of Health (DOH) take immediate
efforts to include misoprostol in the PNDF and the FDA Drug Registry and issue an
administrative order approving the use of misoprostol for the prevention and treatment of
PPH.
II. PPH AS THE LEADING CAUSE OF MATERNAL MORTALITY
PPH is the leading cause of maternal morbidity and mortality in low-resource settings
and accounts for over a quarter of all maternal deaths worldwide.9
In the Philippines, about one in every five women die from PPH.10 Maternal deaths are
preventable with proper access to skilled birth attendants and active management of the
third stage of labor (AMTSL).11
Common causes of PPH include failure of the uterus to contract adequately after birth
leading to atonic PPH,12 tears of the genital tract leading to traumatic PPH and bleeding
due to retention of placental tissue.13 PPH due to uterine atony is the most common cause
of PPH and the leading cause of maternal death.14 PPH can occur even in women
without identifiable risk factors. Results show that more women without risk factors have
PPH than those with risk factors.15 Interventions should be targeted at all women during
childbirth to prevent and treat PPH.
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III. PREVENTION AND TREATMENT OF PPH THROUGH MISOPROSTOL
Uterotonic drugs have been recommended to reduce or stop PPH. Ergometrine, oxytocin,
and prostaglandins such as misoprostol all cause the uterus to contract to prevent and/or
stop excessive bleeding. Oxytocin is the currently the drug of choice for PPH prevention
and treatment because it is highly effective, has an excellent safety profile, and is free
from the side effects associated with ergometrine.16 However, oxytocin is administered
by injection, which requires both a skilled health provider and a clean needle.17 Further,
the active ingredient in oxytocin preparations has been shown to decrease gradually over
time; and more rapidly when the drug is stored at temperatures above 30° Celsius.18
Thus, injectable oxytocin has been limited to use in settings where appropriate cold
storage facilities are available. Given the need for providers skilled in its use and
appropriate storage facilities, the use of oxytocin for PPH prevention has been mostly
limited to births occurring at a health facility and/or with a skilled provider.
Misoprostol, an E1 prostaglandin analog, was developed during the 1980s and was
approved by the United States Food and Drug administration to be taken orally in tablet
form for the prevention of gastric ulcers caused by long-term use of nonsteroidal antiinflammatory drugs (NSAIDs) in 1988. Off-label exploration of the drug for obstetric
purposes began soon after its development, and the drug has been used extensively for a
number of gynecological and obstetric indications.
Evidence shows that health workers trained in misoprostol use can safely and effectively
administer misoprostol to women in any delivery setting.19 Thus, providing wide access
to misoprostol will increase significantly the number of women who receive an uterotonic
following childbirth.20
A. THE USE OF MISOPROSTOL TO PREVENT PPH
PPH can be prevented by active management of the third stage of labor including the
immediate administration of a prophylactic uterotonic agent (preferably oxytocin),
delivery of the placenta by controlled cord traction, and uterine massage.21 The use of
uterotonic agents such as injectable oxytocin and ergometrine requires skills and sterile
equipment for safe administration.22 Oxytocin may be inactivated if exposed to high
ambient temperatures, thus, it needs temperature-controlled transport and storage and
protection from light increasing cost of storage.23
The World Health Organization (WHO) recommends that active management of the third
stage of labor be offered to all women delivering with skilled attendants to reduce blood
loss after delivery.24 AMTSL reduces the rate of PPH by up to 60%.25 The WHO noted
the benefits of using misoprostol for avoiding PPH and the ease of its administration in
settings where other care is not available. 26
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B. THE USE OF MISOPROSTOL TO TREAT PPH
Misoprostol has been found to effectively control excessive PPH.27 The use of
misoprostol to treat women with PPH outweighs the transient side effects such as
shivering and fever.28
IV. MEDICAL, SCIENTIFIC, AND INTERNATIONAL SUPPORT FOR USE OF
MISOPROSTOL FOR PREVENTION AND TREATMENT OF PPH
A. WHO GUIDELINES
The WHO approved the inclusion of misoprostol for the prevention of PPH in the WHO
17th Model List of Essential Medicines (EML) dated March 2011 in section 22.01.00.00
under “Oxytocics”29 where oxytocin is not available or cannot be safely used.30 In 2015,
the WHO approved misoprostol for the additional indication of treatment of PPH in the
19th WHO EML.31
In 2012, the WHO recommended the use of misoprostol on the Prevention and Treatment
of Postpartum Hemorrhage: “Intravenous oxytocin is the recommended uterotonic drug
for the treatment of PPH; however, in settings where IV oxytocin is not available, or if
the bleeding does not respond to oxytocin, the use of intravenous ergometrine, oxytocinergometrine fixed dose, or a prostaglandin drug (including sublingual misoprostol, 800
µg) is recommended.”
As early as 2009, the WHO guidelines on emergency obstetric care already included the
use of misoprostol to prevent PPH where oxytocin is not available.32
B. UNITED NATIONS COMMISSION ON LIFE-SAVING COMMODITIES FOR
WOMEN AND CHILDREN IDENTIFIED MISOPROSTOL AS ONE OF 13 LIFESAVING COMMODITIES
Misoprostol has been identified as one of the 13 life-saving commodities for women and
children by the United Nations Commission on Life-Saving Commodities for Women
and Children (UNCoLSC or Commission).33 These reproductive, maternal, newborn, and
child health (RMNCH) commodities were identified as having great lifesaving potential
by the Commission. The Commission seeks to implement the UN Secretary-General’s
Global Strategy for Women’s and Children’s Health to save lives through improved and
equitable access to life-saving commodities.
Misoprostol to prevent and treat postpartum hemorrhage was identified as a key maternal
health commodity where its non-inclusion in the national essential medicine list was
established as a key barrier to its access.
The Life-Saving Commodities Practitioners’ Network, with about 450 health experts
from 83 organizations, was launched in 2016 to implement the Commission’s
recommendations to increase access to and use of the 13 life-saving commodities.
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C. INTERNATIONAL SUPPORT OF GOVERNING BODIES
C.1. PPH PREVENTION
C.1.a. INTERNATIONAL AND NATIONAL CLINICAL GUIDELINES
SUPPORTING USE OF MISOPROSTOL FOR PPH PREVENTION
Several medical bodies support the use of misoprostol for PPH prevention. International
Federation of Gynecology and Obstetrics (FIGO),34 Royal College of Obstetricians and
Gynaecologists (RCOG) and the International Confederation of Midwives (ICM) also
recommend the use of misoprostol for PPH prevention in situations in which oxytocin is
not available.35
In the United States, misoprostol for prevention of PPH is an accepted off-label use.36
C.2. PPH TREATMENT
In 2012, FIGO urged national regulatory agencies and policy makers to approve
misoprostol for prevention and treatment of PPH. Its guidelines on PPH provided that
where there is no skilled birth attendant present, misoprostol may be the only option
available to control PPH and added that research demonstrated that misoprostol
significantly reduced the need for additional interventions for PPH.
FIGO and ICM issued a joint statement in 2014 on the use of “misoprostol for the
treatment of postpartum haemorrhage in low resource settings” underscoring the
importance misoprostol in treating PPH and recommended a single dose of 80
micrograms sublingual misprostol (Hemoprostol) to be used to treat PPH due to uterine
atony.37
D. GLOBAL ACCEPTANCE OF MISOPROSTOL FOR PREVENTION AND
TREATMENT OF PPH
Many countries have approved misoprostol for its use in preventing PPH and its global
availability is increasing.38 Several countries, including countries in Asia and Africa,
have already included misoprostol for obstetric indications such as Bangladesh,
Cambodia, Ethiopia, Ghana, India, Kenya, Malawi, Mali, Mozambique, Myanmar,
Nepal, Nigeria, Pakistan, Senegal, Siera Leone, Somaliland, Sudan, Tanzania, Uganda,
Vietnam, and Zambia.39
V. EVIDENCE ON STABILITY AND SAFETY OF MISOPROSTOL FOR
PREVENTION AND TREATMENT OF PPH
A. EASE OF USE AND STABILITY OF MISOPROSTOL
Misoprostol is easy to use. It does not need refrigeration, has a long shelf life, is stable at
high temperatures and has relatively few side effects.40 Misoprostol is well-suited for use
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in the Philippines where it can be used by a range of health providers in low-resource
settings and effectively delivered at the community level.41
B. SIDE EFFECTS AFTER MISOPROSTOL
Women who receive misprostol during the third stage of labor are at risk for a higher
temperature, shivering, nausea and vomiting. The most common side effects associated
with the postpartum administration of misoprostol are shivering and pyrexia.42 A review
of the literature shows that these side effects are transient and not severe, resolving within
12 hours or less.43 In the context of childbirth, most agree that the benefits of misoprostol
as a potent uterotonic outweigh the risks of experiencing these short-lived side effects.44
C. MISOPROSTOL AND BREASTFEEDING
The risk to the infant is minimal with a single dose since the levels of misoprostol in
breast milk are so small and decline very rapidly. When administered for PPH
prevention, misoprostol has no breastfeeding contraindication.45
D. RANGE OF COSTS
The 2013 International Drug Price Indicator Guide published by Management Sciences
for Health (MSH) was used to obtain present prices for misoprostol where the median
price was USD 0.3094 per 200µg tablet of misoprostol (USD .93 per dose for prevention;
USD 1.24 per dose for treatment).
E. PROPOSED TEXT FOR THE MODEL FORMULARY FOR PREVENTION
In the Application to Include Misprostol in 2011 submitted by Gynuity Health Projects
and Venture Strategies Innovations, the proposed text for the model formulary for
prevention of PPH was, as follows:
FORMULATION (dosage form and strength): Oral tablet: 200
micrograms; ATC Code: A02BB01; Type of List: Complementary List.
DISEASE/INDICATION: Prevention of postpartum hemorrhage.
RATIONALE FOR INCLUSION: Misoprostol offers a low-cost, easy
to administer means to prevent postpartum hemorrhage, one of the major
contributors to maternal morbidity and mortality worldwide.
GENERAL INFORMATION: Misoprostol is x x x used for prevention
and treatment of postpartum hemorrhage, induction of labor (at smaller
doses) and for evacuation of the uterus following incomplete
abortion/miscarriage in many jurisdictions.
USES: Prevention of postpartum hemorrhage (used alone).
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CONTRAINDICATIONS (for use in PPH prevention): None.
DOSE: Prevention of postpartum hemorrhage, oral administration,
ADULT and ADOLESCENT a single dose of 600 micrograms after
delivery of the baby.
NOTE: In multiple births, administration of misoprostol for prevention of
postpartum hemorrhage should occur after delivery of the last infant.
ADMINISTRATION: For prevention of postpartum hemorrhage, oral
administration of three 200-microgram tablets (600 micrograms total) is
recommended.
ADVERSE EFFECTS: fever and shivering.
F. PROPOSED TEXT FOR THE MODEL FORMULARY FOR TREATMENT
In the Application to Include Misprostol in 2015 submitted by Gynuity Health Projects,
the proposed text for the model formulary for treatment of PPH was, as follows:
FORMULATION (dosage form and strength): Oral tablet: 200
micrograms ATC Code: A02BB01 Type of List: Core List
DISEASE/INDICATION: Treatment of postpartum hemorrhage.
RATIONALE FOR INCLUSION: Misoprostol is an effective, low-cost,
easy to administer option to treat postpartum hemorrhage, one of the major
contributors to maternal morbidity and mortality worldwide.
GENERAL INFORMATION: Misoprostol (600 µg) is included in the
EML for prevention of PPH. It is also a complementary drug (with
mifepristone) for x x x, for management of incomplete
abortion/miscarriage in women with uterine size ≤ 12 weeks gestational
age, and for induction of labour.
USES: Treatment of postpartum hemorrhage due to uterine atony where
intravenous oxytocin is not available.
CONTRAINDICATIONS (for use in PPH treatment): Known allergy
to misoprostol.
DOSE: Treatment of postpartum hemorrhage, sublingual administration
(under the tongue).
ADULT and ADOLESCENT a single dose of 800 micrograms
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NOTE: None
ADMINISTRATION: For treatment of postpartum hemorrhage,
sublingual administration of four 200-microgram tablets (800 micrograms
total) is recommended.
ADVERSE EFFECTS: shivering, fever.
VI. RATIONALE FOR INCREASED ACCESS TO MISOPROSTOL
In the Application to Include Misprostol in 2011 submitted by Gynuity Health Projects
and Venture Strategies Innovations, the proposal was submitted based on evidence and
considerations, described below:
1. Postpartum hemorrhage is one of the largest contributors to maternal
morbidity and mortality in low resource countries and accounts for nearly
one quarter of all maternal deaths worldwide.46
2. Misoprostol is a proven, evidence-based drug that reduces post-partum
blood loss.47
3. Misoprostol can be safely used by providers of all levels for prevention
of PPH. Evidence from randomized controlled trials shows that health
workers trained in its use can safely and effectively administer misoprostol
to women in any delivery setting. 48
4. Misoprostol is a low-cost alternative to conventional uterotonics,
including oxytocin and ergometrine, which require skilled administration
and are not yet consistently sustainable and/or available in many low
resource countries.49
Life-saving drugs such as misoprostol must be made available to prevent and treat PPH.
The accessibility of misoprostol and the proficiency of frontline health workers to
administer them whenever and wherever they are needed is wanting, hence, the urgent
need for a DOH administrative order explicitly approving its use for PPH prevention and
treatment.
Leading causes of maternal deaths including PPH can be mitigated by an enabling policy
environment that will increase access to misoprostol and will support and empower
service providers to save the lives of women during childbirth. The increased access to
misoprostol supports the rights of women who are entitled to their rights to life and the
highest attainable standard to health.

8

Access to the Life-Saving Drug Misoprostol to Prevent and Treat
Postpartum Hemorrhage Can Save Filipino Women’s Lives

VII. PUBLIC HEALTH RELEVANCE
HEALTH BURDEN ON WOMEN IN THE PHILIPPINES
The Philippines has high unintended pregnancies with nearly three in ten births either
unwanted or mistimed,50 high adolescent pregnancies with one in ten adolescent women
aged 15-19 years old pregnant with their first child or already mothers,51 and high
maternal mortality with 114 women aged 15-49 who die out of every 100,000 live
births.52
In the Philippines, only 73% of the births are attended by skilled birth attendants.53 This
means that about 27% of women deliver at home and are attended by unskilled birth
attendants who are unable to recognize the signs of excessive bleeding. Once the problem
is recognized and the decision to take the woman to a health facility is made, emergency
transportation may not be available and even if a woman arrives at a health facility in
time, the facility may not have trained staff available or the necessary supplies and
equipment to treat the woman.54
Caring for women with PPH is difficult in the Philippine setting since medication used
for standard treatment requires refrigeration and injection, the specialized emergency
services and personnel (for surgery, blood transfusion, and other higher-level care) are
often only available in limited areas. The speed with which death from PPH occurs
presents a major challenge in settings with poor communications and referral systems and
short-ages of necessary drugs and equipment.55
The WHO identifies the clinical threshold for PPH as postpartum blood loss in excess of
500m.56 The failure of the uterus to contract after delivery or uterine atony is the most
common cause of PPH and accounts for 90% of PPH cases in most countries.57
According to DOH, 17.2% of maternal deaths in the Philippines are caused by PPH.58
Due to the high rate of maternal mortality and the large proportion of these deaths
attributable to PPH, effectively managing PPH in low resource settings will have a great
impact on lowering maternal deaths.59
It is difficult to predict who will experience PPH because, of the few common risk factors
known for PPH, most cannot be identified until labor has already begun, such as,
prolonged and augmented labor.60 Furthermore, PPH occurs to women without risk
factors where two-thirds of women who have PPH do not have any identifiable clinical
risk factors. Women are not usually referred until they develop PPH. Even trained
providers often underestimate blood loss.61 The average time to death from onset of PPH
is two hours, thus, any delay in seeking health care can be deadly.62 Prevention and
treatment of PPH is extremely important especially in settings where there is limited or
no access to care.63 In the Philippines, with high maternal mortality and limited
specialized emergency service, efforts should focus on preventing and treating cases of
PPH.
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VIII. THE ENABLING POLICY ENVIRONMENT ALLOWING ACCESS TO
MISOPROSTOL FOR PREVENTION AND TREATMENT OF PPH WILL
MAKE PREGNANCY SAFER AND WILL REDUCE MATERNAL MORTALITY
Misoprostol, a drug previously registered in the Philippines to treat ulcers, is currently
not registered for any indication including for prevention and treatment of PPH,
miscarriage, and incomplete abortion leaving those residing in areas where oxytocin is
not available at risk of maternal death.64
In 2002, the FDA issued an Advisory citing that Cytotec (brand name for misoprostol) is
an unregistered product,65 hence, its manufacture, importation, sale or distribution is a
violation of the Food, Drugs, Devices and Cosmetics Act.66 Despite the submission of
EnGendeRights’ request to the DOH in July 2011 to include misoprostol in the drug
registry for PPH prevention, said request has not been favorably acted on until now to the
detriment of Filipino women’s health and lives.
Creating an enabling policy environment where there is increased access to misoprostol
and empowering midwives to use misoprostol for prevention and treatment of PPH will
capacitate our health system in effectively addressing emergency situations through
administration of misoprostol as a life-saving drug especially in hard-to-reach areas
among the 42,000 villages where lives of women are at stake in absence of doctors or
referral facilities.67 To reduce maternal mortality in the Philippines, the Philippine
government must act now to mobilize the financial resources and political will to make
pregnancy and motherhood safer for all Filipino women.68
IX. ACCESS TO MISOPROSTOL TO PREVENT AND TREAT PPH IS
CONSISTENT WITH THE PHILIPPINE CONSTITUTION AND THE MAGNA
CARTA OF WOMEN
Access to misoprostol to prevent PPH is consistent with the Philippine Constitution and
the Magna Carta of Women. Section 5 of the Magna Carta of Women, on the State as the
Primary Duty-Bearer, provides that “the State shall keep abreast with and be guided by
progressive developments in human rights of women under international law and design
of policies, laws, and other measures to promote the objectives of [the Magna Carta].”
The use of misoprostol for prevention and treatment of PPH is constitutional as it is
reasonable and it promotes the rights of women, public health, and public interest.
The guarantee of the separation of church and state is provided under Section 6, Art. II on
Declaration of Principles and State Policies of the Philippine Constitution which states
that “[t]he separation of [c]hurch and [s]tate shall be inviolable.” The reason for the
principle of separation of church and state is to guard against the views of a dominant
church from influencing the conduct of government and influencing policies to cater to a
specific dominant church.69 The separation of church and state guarantees that one will
not abuse the other or that one dominant religion or belief will not be used to govern the
state and its people.
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It must likewise be noted that while the 1987 Constitution guarantees freedom of religion,
it also guarantees the non-establishment of religion. Section 5, Article III of the Bill of
Rights states: “No law shall be made respecting an establishment of religion....” This
clause was included in order to ensure that the government may not coerce anyone to
support or participate in religion.70
There is danger when the beliefs of a certain religion are enacted into law and policy. In
such case, the religious beliefs and rights of others who believe in the right to provide
access to life-saving drugs such as misoprostol for prevention and treatment of PPH are
infringed.
The current lack of policy allowing access to misoprostol to prevent and treat PPH
perpetuates the ideological framework of the religious right. The fact that the religious
right may want to deny access to misoprostol since this can be used to induce abortion
does not justify prohibiting its use to prevent and treat PPH for the simple reason that
religious belief should not be used as basis to deny access to life-saving medication.
Religious beliefs should not be used as basis for our laws and policies since doing so
would aid a specific religion and violate the guarantee of non-establishment of religion
and infringe on the right to freedom of religion.
The public health and welfare and human rights of Filipino women who die due to PPH
should be the primary consideration in making misoprostol available for PPH prevention
and treatment.
X. THE PHILIPPINE STATE OBLIGATIONS UNDER INTERNATIONAL LAW
TO PROVIDE MISOPROSTOL FOR PREVENTION AND TREATMENT OF
PPH
Having ratified CEDAW, the Philippines is obligated to uphold women’s right to
reproductive health and life, equality, non-discrimination, equal protection of the law and
privacy by providing access to misoprostol to prevent and treat PPH.
The Committee on the Elimination of Discrimination against Women (CEDAW
Committee), the committee tasked to monitor the Philippines’ compliance with CEDAW,
recommended in 2015 for the Philippines to reintroduce misoprostol to reduce maternal
mortality and morbidity rates,71 however, the government has not reintroduced
misoprostol even for prevention and treatment of PPH and neither has it withdrawn the
2002 FDA Advisory citing Cytotec as an unregistered product.72
The right to misoprostol to prevent PPH is guaranteed by CEDAW, in particular articles
1, 2, 3, 4, 12 and 16; as well as articles 5, 10 and 11. Article 1 of CEDAW defines
discrimination as:
Any distinction, exclusion, or restriction made on the basis of sex which has the
effect or purpose of impairing or nullifying the recognition, enjoyment, or
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exercise by women… of human rights and fundamental freedoms in the political,
economic, social, cultural, civil or any other field.73
Article 2 states that, “States Parties condemn discrimination against women in all its
forms, agree to pursue all appropriate means without delay a policy of eliminating
discrimination against women.”74
Reproductive health is fundamental to women’s health and right to equality. CEDAW
commits States parties to “take all appropriate measures to eliminate discrimination
against women in the field of health care in order to ensure, on a basis of equality with
men and women, access to health care services.”75
The CEDAW Committee has recognized that the denial or restriction of access to
services that only women need such as misoprostol to prevent and treat PPH constitutes
“discrimination against women” and directly impairs women rights to health, life, privacy
and family life.76
Denying women’s access to misoprostol to prevent and treat PPH is a clear manifestation
of the State’s ongoing failure to place “gender perspective at the centre of all policies and
programmes affecting women's health.”77
Article 2(d) of CEDAW specifies the obligation of States to refrain from discriminatory
acts against women and employs governmental institutions to adhere to this obligation.78
The State is obliged to ensure that health goods and services are available79 and
“accessible to all, especially the most vulnerable or marginalized sections of the
population.”80 In breach of this obligation, the health and lives of women in low resource
settings are at risk due to lack of access to misoprostol to prevent and treat PPH.
The international community is against allowing religious norms to influence public
policy. In a publication of the WHO, it states that despite religious or other moral
influence, “democratic governments that are accountable to their electorates and that have
endorsed the Cairo Programme bear responsibility to formulate and advance laws that
serve their populations’ reproductive health.”81
XI. RECOMMENDATION
Misoprostol must be made available to women to prevent and treat PPH and reduce
maternal mortality and morbidity due to PPH. A policy discriminating women’s access
to reproductive services unnecessarily puts women’s lives and health at risk. It would do
well for policy makers and service providers to face the realities of Filipino women’s
experiences to enable them to comprehend the grave consequences of discriminatory
policies against women.
The Philippines is obligated to uphold the Constitution and international human rights
standards and to make the full range of reproductive health services including
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misoprostol for PPH prevention and treatment accessible to women. The right of women
to the full range of reproductive health services is a fundamental human right.
Policy makers and service providers have the duty to uphold women’s right to health and
life. The inclusion of misoprostol in the PNDF and the FDA Drug Registry for the
prevention and treatment of PPH and the issuance of a DOH administrative order
approving the use of misoprostol for the prevention and treatment of PPH will save lives
of Filipino women giving birth.***

See:
2015 WHO Model List of Essential Medicines
http://www.who.int/medicines/publications/essentialmedicines/EML2015_8-May-15.pdf
Report of the 20th WHO Expert Committee on the Selection and Use of Essential
Medicines, May 2015 (including list of members):
http://www.who.int/medicines/publications/essentialmedicines/ExecutiveSummary_EML-2015_7-May-15.pdf

[Note: Insert endnotes here]
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1

Application to include Misoprostol to World Health Organization EML for treatment of Postpartum
Hemorrhage submitted by Gynuity Health Projects to the 20th Expert Committee on the Selection and Use
of Essential Medicines of the Department of Essential Medicines and Pharmaceutical Policies, World
Health Organization, 2015 (hereafter “Application to Include Misoprostol for Treatment of PPH,
2015”), available
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