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Case 1: Abortion Access and Post-Abortal Care 

 
 

 



Case 1: SJ’s Journey 
 

SJ, an 18-year old mother of two, travels by bike from her village to an urban hospital in 
Kenya. She is 10 weeks from her last period and has felt the familiar signs of nausea and 
breast tenderness of early pregnancy. She sees Dr. D in the outpatient surgical clinic to 
obtain a vacuum aspiration. SJ was nervous about the procedure, and was even more 
horrified at the lack of pain control she was given, despite her screams of pain and 
requests for pain relief.  

Dr. D has mentioned to colleagues in the past that far too many women are having 
abortions. She believes that providing pain relief only encourages women to have more 
abortions. Although Dr. D professes that she supports legal and safe abortion, she believes 
that current laws make it too easy for women to terminate pregnancies. Dr. D considers 
that a little pain during the procedure discourages women from having unprotected sex. 

Almost a week post-procedure, SJ develops severe cramping and vaginal bleeding. She 
reluctantly visits a local clinic where a nurse performs a vaginal examination. The nurse 
finds what appear to be some retained products of conception. The nurse records SJ’s 
history and physical examination in a hand-written note. She hands SJ an envelope with 
the note, and then calls for an ambulance to transfer her to the district hospital.  

After waiting approximately three hours, the ambulance arrives to take SJ to the district 
hospital 300 kilometers away. Upon arrival, the doctor reviews the nurse’s notes, and asks 
her “Why did you murder your baby?” He conducts a cursory examination and adds to her 
medical record. Despite her profuse vaginal bleeding and rapid pulse, the doctor calls for 
an ambulance to take her to another hospital, which is two hours away. SJ continued to 
bleed throughout the long ambulance journey and was pronounced dead on arrival at the 
provincial hospital. 

 
 
 
 
 
 
 
 
 
 
 
 
 



Questions for Discussion 
 

1.! What are the healthcare problems in this case? 
 

2.! Using the Integrated Human Rights and Women’s Health Checklist, which human 
rights are protected or infringed in this case? 

 

3.! What are some contributing factors to abortion stigma? What are the consequences 
of abortion stigma? 

 

4.! What are the primary and secondary prevention strategies addressing unsafe 
abortions? 

 

5.! What standards of practice are in place in your healthcare system to prevent similar 
outcomes to those of SJ? 

 

6.! What are the consequences of abortion? Unsafe abortion?  
a.! Physiological, psychological, and social 
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Abstract 
 
Stigmatization is a deeply contextual, dynamic social process; stigma from abortion is the 
discrediting of individuals as a result of their association with abortion. Abortion stigma is 
under-researched and under-theorized, and the few existing studies focus only on women who 
have had abortions. We build on this work, drawing from the social science literature to describe 
three groups whom we posit are affected by abortion stigma: Women who have had abortions, 
individuals who work in facilities that provide abortion, and supporters of women who have had 
abortions, including partners, family, and friends, as well as abortion researchers and advocates. 
Although these groups are not homogeneous, some common experiences within the groups - and 
differences between the groups - help to illuminate how people manage abortion stigma and 
begin to reveal the roots of this stigma itself. We discuss five reasons why abortion is 
stigmatized, beginning with the rationale identified by Kumar, Hessini, and Mitchell: The 
violation of female ideals of sexuality and motherhood. We then suggest additional causes of 
abortion stigma, including attributing personhood to the fetus, legal restrictions, the idea that 
abortion is dirty or unhealthy, and the use of stigma as a tool for anti-abortion efforts. Although 
not exhaustive, these causes of abortion stigma illustrate how it is made manifest for affected 
groups. Understanding abortion stigma will inform strategies to reduce it, which has direct 
implications for improving access to care and better health for those whom stigma affects. 
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Introduction 
 

Abortion stigma, an important phenomenon for individuals who have had abortions or are 
otherwise connected to abortion, is under-researched and under-theorized. The few existing 
studies focus only on women who have had abortions, which in the United States represents 
about one third of women by age 45 (Henshaw, 1998). Kumar, Hessini, and Mitchell (2009) 
recently theorized that women who seek abortions challenge localized cultural norms about the 
“essential nature” of women. We posit that that stigma may also apply to medical professionals 
who provide abortions, friends and family who support abortion patients, and perhaps even to 
prochoice advocates. Does abortion stigma affecting these groups stem from the same root? Do 
they experience this stigma in the same way? We build on Kumar et al.’s work by exploring how 
different groups experience abortion stigma and what this tells us about why abortion is 
stigmatized.  

Stigmatization is a deeply contextual, dynamic social process; it is related to the disgrace 
of an individual through a particular attribute he or she holds in violation of social expectations. 
Goffman (1963, p. 3) described stigma as “an attribute that is deeply discrediting,” reducing the 
possessor “from a whole and usual person to a tainted, discounted one.” Many have built on 
Goffman’s definition over the past 45 years,a but two components of stigmatization consistently 
appear across disciplines: The perception of negative characteristics and the global devaluation 
of the possessor. Kumar et al. (2009) define abortion stigma as “a negative attribute ascribed to 
women who seek to terminate a pregnancy that marks them, internally or externally, as inferior to 
ideals of womanhood” (p. 628, emphasis added). Like Kumar et al. (2009), we dispute any 
“universality” of abortion stigma. We retain their useful multilevel conceptualization, 
understanding stigma as created across all levels of human interaction: Between individuals, in 
communities, in institutions, in law and government structures, and in framing discourses 
(Kumar et al., 2009).  

Abortion stigma is usually considered a “concealable” stigma: It is unknown to others 
unless disclosed (Quinn & Chaudior, 2009). Secrecy and disclosure of abortion often pertain to 
women who have had abortions, but may also apply to other groups - including abortion 
providers, partners of women who have had abortions, and others - who must also manage 
information about their relationship to abortion. As with women who have had abortions, none 
are fully in control of whether their status is revealed by - and to - others. Consequently, those 
stigmatized by abortion cope not only with the stigma once revealed, but also with managing 
whether or not the stigma will be revealed (Quinn & Chaudior, 2009). Researchers have 
theorized that concealing abortion is part of a vicious cycle that reinforces the perpetuation of 
stigma (Kumar et al., 2009; Major & Gramzow, 1999).  

We examine how abortion stigma, created across levels of human interaction, is made 
manifest for different individuals within groups and across groups. Abortion stigma can affect all 
women. Here, we focus on how different groups - women who have had abortions, abortion 
providers (e.g., doctors, nurses, counselors, clinic staff), and others who are supporters of women 
who have had abortions (e.g., husbands, boyfriends, family members, close friends, as well as 
advocates and researchers) - although not homogeneous, are positioned differently with regard to 
abortion. Intergroup differences illuminate how people manage abortion stigma and begin to 
reveal the roots of abortion stigma itself. Understanding abortion stigma will inform strategies to 
������������������������������������������������������������
1�The growing field of abortion research relies, necessarily, on other fields in which examination and measurement 
of stigma is more developed.�
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reduce it, which has direct implications for improving access to care and better health for those 
stigmatized. We limit our focus here to the United States; a thorough analysis of abortion stigma 
in other settings is beyond the scope of this paper and deserves attention in its own right.  
 
Groups Affected by Abortion Stigma 
 
Women Who Have Had Abortions 
 

Women in the United States voice complex emotions after abortion, and not all women 
feel stigmatized by it. Many, however, follow the “implicit rule of secrecy”: Women are 
expected to keep quiet about abortion (Ellison, 2003). Recent research indicates that two out of 
three women having abortions anticipate stigma if others were to learn about it; 58% felt they 
needed to keep their abortion secret from friends and family (Shellenberg, 2010). The experience 
of stigma varies by individual characteristics, such as religious beliefs, cultural values, and 
economic status (Kumar et al., 2009). Major and Gramzow (1999) examined effects of 
individual-level abortion stigma, finding that the more a woman perceived others were looking 
down on her for having an abortion, the more she felt a need to keep the abortion secret. More 
than two thirds of women talked about their abortions “only a little bit” or “not at all.” This 
secret keeping in turn led to more thought suppression regarding the abortion, which hampered 
postabortion psychological adjustment. That is, the more women experienced stigma, the more 
likely they were to have adverse emotional outcomes (Major & Gramzow, 1999). Women may 
believe they will cope poorly with having an abortion because of misinformation they have 
received about its physical and psychological risks (Major et al., 2009; Russo & Denious, 2005). 

Social support that women receive from their immediate social networks, particularly 
their partners, mitigates the effects of abortion stigma (Kumar et al., 2009). Women who 
perceive community support for the right to terminate a pregnancy are less likely to feel guilt and 
shame than those who do not (Kumar et al., 2009). Conversely, stigma surrounding abortion may 
keep women from seeking or receiving social support. Stigma may also have economic costs for 
women who feel they must conceal their abortions. Jones, Finer, and Singh (2010) found that, 
among the 30% of abortion patients covered by private insurance, nearly two thirds paid for 
abortion care out of pocket, which they attribute in part to stigma. Finally, the persistence of self-
induced abortion in the United States may be another indicator of how stigma affects women’s 
actions (Grossman et al., 2010): Self-induced abortion is one way that women can keep their 
terminations secret. 

The experience of abortion stigma can be transitory or episodic for some abortion 
patients. Abortion may not become a salient part of their self-concept and may re-emerge only at 
key moments. For example, a woman who rarely thinks of the abortion she had 20 years ago may 
find herself face-to-face with abortion stigma when her new father-in-law loudly asserts anti-
abortion rhetoric at a holiday dinner or she may re-experience it when she is asked about her 
reproductive history by her obstetrician. Thus, we caution against reification of individually 
experienced abortion stigma as something that one always “has” or is always salient.  

Women who have had abortions are a heterogeneous group (Jones et al., 2010). Their 
reasons for terminating their pregnancies also vary (Finer, Frohwirth, Dauphinee, Singh, & 
Moore, 2005). In public discourse and from the perspective of women having abortions, 
however, the idea that there are “good abortions” and “bad abortions” stemming from “good” 
and “bad” reasons for having them, is prevalent. Stigma experienced by women who have had 



5�
�

abortions may be mitigated or exacerbated by whether their abortions fall into one category or 
the other. “Good abortions” are those judged to be more socially acceptable, characterized by 
one or more of the following: A fetus with major malformations, a pregnancy that occurred 
despite a reliable method of contraception, a first-time abortion, an abortion in the case of rape or 
incest, a very young woman, or a contrite woman who is in a monogamous relationship. “Bad 
abortions,” in contrast, occur at later gestational ages and are had by “selfish” women who have 
had multiple previous abortions without using contraception (Furedi, 2001). Women who have 
had abortions may be both the stigmatizer and the stigmatized, believing they had “good 
abortions” and distancing themselves from others who had “bad abortions” (Rapp, 2000). These 
moral distinctions may be drawn by any woman having an abortion, whether anti-abortion or 
prochoice (Arthur, 2000). 
 
Individuals Who Work in Abortion Provision 
 

Most abortions in the United States are provided in freestanding clinics (Jones & 
Kooistra, 2011). These separate clinics were originally conceived of by women’s movement 
activists to ensure sensitive, women-controlled care. Today, however, this separateness isolates 
abortion from mainstream health care and marginalizes both abortion and those who provide it. 
Although abortion is one of the most common medical procedures among women in the United 
States (Owings & Kozack, 1998), 87% of U.S. counties lack an abortion provider (Jones & 
Kooistra, 2011). This inconsistency between supply and demand indicates that a small number of 
providers supply women with a large proportion of abortion care. In essence, many doctors and 
staff are channeled by structural forces into becoming “abortion specialists” (Joffe, 1995).  

Physicians who are trained to but do not provide abortions describe explicit and subtle 
practice restrictions and fear of repercussions from colleagues (Freedman, Landy, Darney, & 
Steinauer, 2010). Consequently, some providers opt to perform abortions only under 
“extraordinary” circumstances. The climate of harassment and violence at abortion clinics - 
exacerbated by the murder of abortion provider Dr. George Tiller - also contributes to providers’ 
experience of stigma (Joffe, 2003; Freedman et al., 2010; Joffe, 2009). Stigma may also depend 
on the types of abortions physicians perform, with second-trimester abortion more stigmatized 
than first-trimester abortion (Harris, 2008; Yanow, 2009).  

The experience of abortion stigma is different for providers than it is for women who 
have had abortions. Abortion stigma is close at hand for providers (Harris, 2008). Their work 
identity is connected to abortion, and exposure to stigmatizing behaviors may be continual. The 
concentration of the abortion load on a relatively small number of providers suggests that 
abortion and its associated stigma may be consistently integrated into the identities of abortion 
clinic doctors and staff.  

The consequences of abortion stigma for the well-being of abortion providers have not 
been well studied, but hypothesized effects include stress, professional difficulties with anti-
abortion colleagues, fears about disclosing one’s work in social settings, and burnout. Some 
efforts are currently underway to help abortion providers cope with the stresses and stigma of 
their work (Harris, 2008). Providers counter the negative effects of abortion stigma with positive 
beliefs that their work is valuable and that it contributes to patients’ well-being in a profound 
way. Many abortion providers actively support each other. 
 
Supporters of Women Who Have Had Abortions 
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Supporters of women who have had abortions, including partners, family, and friends, as 

well as abortion researchers and advocates, may experience a “courtesy stigma” that arises from 
being associated with women who have had abortions or with providers (Goffman, 1963). 
Research about male partners of women obtaining abortions has found that they often experience 
complex emotions similar to those reported by women: Ambivalence, guilt, sadness, anxiety, and 
powerlessness (Shostak, Koppel, & Perkins, 2006), yet whether they also experience stigma has 
yet to be studied. Research is needed to understand whether abortion stigma affects male partners 
and other family members.  

Information about stigma experienced by prochoice advocates and researchers who study 
abortion is also limited. Based on our own experiences, we believe that researchers may 
experience difficulty securing funding for studies on abortion or may encounter pressure to study 
“less controversial” topics. We would be interested to see an investigation of how this stigma 
influences scholars’ research funding, publication patterns, and overall career paths. 
 
Why Is Abortion Stigmatized? 
 
Abortion Is Stigmatized Because It Violates “Feminine Ideals” of Womanhood 
 

As Kumar et al. (2009) deftly demonstrate, abortion violates two fundamental ideals of 
womanhood: Nurturing motherhood and sexual purity. The desire to be a mother is central to 
being a “good woman” (Russo, 1976), and notions that women should have sex only if they 
intend to procreate reinforce the idea that sex for pleasure is illicit for women (although it is 
acceptable for men). Abortion, therefore, is stigmatized because it is evidence that a woman has 
had “nonprocreative” sex and is seeking to exert control over her own reproduction and 
sexuality, both of which threaten existing gender norms (Kumar et al., 2009).  

The stigmatization women experience may not be rooted in the act of aborting a fetus; 
stigma may instead be associated with having conceived an unwanted pregnancy, of which 
abortion is a marker. Stigma may be associated with feelings of shame about sexual practices, 
failure to contracept effectively, or misplaced faith in a partner who disappoints. Abortion can be 
seen here as one of several “bad choices” about sex, contraception, or partner (Furedi, 2001). 
 
Abortion Is Stigmatized by Attributing Personhood to the Fetus 
 

Technological changes during the past three decades – fetal photography, ultrasound, 
advances in care for preterm infants, fetal surgery - have facilitated personification of the fetus 
and challenged previous constructions of boundaries between fetus and infant. Prochoice groups 
have debated appropriate gestational age limits (Furedi, 2010). Anti-abortion forces have helped 
to shape this debate by using fetal images (many of which were not alive or in utero as implied 
by the photos) and interpreting them in ways that suggest abortion is equivalent to murder 
(Morgan & Michaels, 1999). These images have effectively erased pregnant women from view, 
decontextualizing the fetus and overstating its independence from the woman who carries it and 
the social circumstances of her life (Taylor, 2008). Abortion stigma is affected both by 
legislative initiatives that establish fetal personhood and gestational age limits and by discourses 
that influence cultural values. By constructing the fetus as a person and abortion as murder, anti-
abortion forces argue that women or providers - or both - should be seen as murderers. 
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Abortion stigma via personification of the fetus affects individuals differently. Women 
who have had abortions may find ready justifications for a one-time action. Providers, in 
contrast, have to cope with an ongoing relationship to abortion, sometimes as they themselves 
become pregnant or parents (Harris, 2008). 
 
Abortion Is Stigmatized Because of Legal Restrictions 
 

We see an important intertwining of law, morality, and stigma. Legal restrictions (e.g., 
parental consent requirements, gestational limits, waiting periods, and mandated ultrasound 
viewing) in the United States make it more difficult for women to obtain abortions and reinforce 
the notion that abortion is morally wrong. Stigma is a barrier to changing abortion law. This is of 
particular concern because severe legal restrictions are correlated with unsafe abortion, which 
contributes to morbidity and mortality (Singh, Wulf, Hussain, Bankole, & Sedgh, 2009). 

Changes in the legal situation do not necessarily diminish stigma in social discourse. The 
stigma of abortion did not go away when it was legalized in the United States. In fact, lowering 
the legal barriers revealed an enduring cultural stigma (Joffe, 1995). 
 
Abortion Is Stigmatized Because It Is Viewed as Dirty or Unhealthy 
 
The legacy of “back alley” abortionists has left a perception in the United States that abortion is 
dirty, illicit, and harmful to women. Unfortunately, abortion is still marred by unsafe practices in 
some places, usually where it is illegal.  Occasionally abortion is unsafe in places where, 
although legal, stigma flourishes, including some instances in the United States. Drawing on this 
deep historical stigma, anti-abortionists in the United States have championed a new argument 
that “abortion hurts women.” This argument, which positions women as victims of a profiteering 
abortion machine and the ostensible objects of pity, reduces providers to cruel and callous 
manipulators and women to “damaged goods.” Unsubstantiated links between abortion, breast 
cancer, and impaired fertility have been used to frame a “women-centered” anti-abortion strategy 
(Littman, Zarcadoolas, & Jacobs, 2009; Siegel, 2008). In contrast with other examples, in which 
abortion reveals or symbolizes flaws in women’s character, here women become flawed because 
of the experience of having an abortion, and the abortion provider is further tainted, now 
harming both fetus and woman.  

Seven states have integrated groundless claims about the psychological effects of 
abortion (such as so-called post-abortion syndrome) into regulations. These institutional 
practices deny the normalcy of abortion as technique and as medical care and reinforce 
stigmatizing ideas that abortion is unhealthy.  

The clinic, itself a stigmatized place, can reinforce stigma for women: Set off from other 
medical practices and beset by picketers, the institutional arrangements of abortion provision 
may validate abortion stigma. Abortion providers themselves are not always free of stigmatizing 
attitudes, and women may internalize abortion stigma so deeply that they feel judged even by 
those who support their decisions. Abortion stigma may cause women to feel less empowered to 
ask questions about the procedure and its health consequences. Research is needed to understand 
whether women are less likely to challenge poor treatment, or to tell others if they receive low-
quality care, or if they feel that they “got what they deserved” if treated disrespectfully. When 
male partners accompany women to abortion visits, they are generally not allowed to stay with 
their partners during the procedure and rarely receive information or counseling from the staff 
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(Shostak et al., 2006). The experience of being in the clinic does not have to be stigmatizing; 
however, it can be a powerful source of comfort and destigmatization for women having 
abortions, their supporters, and the individuals who work there (Littman et al., 2009). Women’s 
experiences at the clinic may be strongly influenced by their expectations as well as by what 
happens there, and research is needed to clarify the role of the clinic in abortion stigma. 
 
Abortion Is Stigmatized Because Anti-Abortion Forces Have Found Stigma a Powerful Tool 
 

The anti-abortion movement increasingly seeks both to erect overt barriers to abortion 
and to change cultural values, beliefs, and norms about abortion so that women will seek 
abortion less frequently regardless of its legal status. From photographing women entering 
clinics to distributing flyers to the neighbors of providers, the anti-abortion movement foments 
abortion stigma as a deliberate tactic, not just as a byproduct of its legislative initiatives. Eroding 
public support for the idea of abortion is seen as an underpinning of future institutional limits 
(Joffe, 2009). 
 
Conclusion 
 

One pernicious effect of abortion stigma may be that physicians are unable to receive 
training in abortion procedures, decline to be trained, or, if trained, face barriers to providing 
abortions. Future studies should investigate whether abortion stigma leads some physicians to 
refuse to provide legal abortions. Conscientious objection on religious grounds, by challenging 
the morality of abortion, may lead both to lack of training opportunities and to trainees refusing 
to be trained, further enhancing abortion stigma. Another concern warranting study is that 
abortion stigma may cause some women to carry their pregnancies to term, to assume a 
disproportionate economic burden for care, or to seek abortion care clandestinely. It may be that 
the most vulnerable groups of women are unable to get abortions because of this social barrier. 
We propose the following recommendations to counter abortion stigma. 
 
Normalize Abortion Within Public Discourse 
 

Silence is an important mechanism for individuals coping with abortion stigma; people 
hope that if no one knows about their relationship to abortion, they cannot be stigmatized. 
Nevertheless, even a concealed stigma may lead to an internal experience of stigma and health 
consequences (Quinn & Chaudior, 2009). We recognize the importance of advocacy and 
programs that aim to normalize abortion and allow people to speak, such as Baumgardner’s “I 
had an abortion” T-shirt campaign and Exhale’s “pro-voice” services, among others. Abortion 
providers, like women who have had abortions and those who support them, may need targeted 
supports and outlets. We should engage popular media, including popular entertainment, in the 
effort to remind people that abortion is common and usual. We need to continue to work with 
policy makers so that health care and other reforms do not further marginalize and stigmatize 
abortion services (Weitz, 2010). Empirical research would help to assess the effectiveness of 
these initiatives and their potential for decreasing abortion stigma. We see a need for work 
comparing abortion with other social phenomena that have become less stigmatized, such as 
cancer and homosexuality, to understand better the processes of destigmatization. 
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Be Aware of Language Used Within Community of Abortion Supporters 
 

The prochoice community, researchers, and advocates need to avoid language that 
endorses “good” versus “bad” reasons for abortions. Prochoice people should not distance 
themselves from abortion, invoking “safe, legal, and rare” language, which perpetuates the 
stigma (Weitz, 2010). Considering the controversies, political advocacy, and social discourse 
around abortion may illuminate the ways in which particular conflicts have increased or reduced 
abortion stigma. 
 
Maintain and Strengthen Training Initiatives  
 

The growing movement to make abortion training more research based has helped to 
improve its standing and to integrate abortion care within academic medicine. The Family 
Planning Fellowship provides advanced abortion training to board-certified 
obstetrician/gynecologists and family medicine physicians in 21 universities across the United 
States. The Society of Family Planning and the National Abortion Federation support ongoing 
training and research by providing cutting-edge curricula and institutional support for clinical 
researchers and providers. Physicians for Reproductive Choice and Health has created prizes for 
abortion providers at the American College of Obstetrics and Gynecology and the New York 
Academy of Medicine specifically to counter stigma and push medicine to claim abortion as a 
legitimate procedure. As social scientists who have benefitted tremendously from the Charlotte 
Ellertson Social Science Postdoctoral Fellowship in Abortion and Reproductive Health, we 
advocate for the resumption of this program, which filled an important gap in training. 
 
Conduct Research Into Experiences of Stigma Within and Among Groups 
 

Measuring abortion stigma is not easy. We eagerly anticipate new work from Kumar on 
program design and evaluation for measuring abortion stigma as well as a validated stigma scale 
for women having abortions being developed by Cockrill and others at Advancing New 
Standards in Reproductive Health, a program of the University of California at San Francisco’s 
Bixby Center for Global Reproductive Health. We look forward as well to the contributions of 
Harris and colleagues about the stigma of abortion work. We acknowledge the concern of some 
prochoice advocates that a renewed focus on abortion stigma may inadvertently heighten that 
stigma. We argue, however, that abortion stigma is worthy of attention specifically because the 
evidence is so limited. Refining our understanding of how stigma operates within and between 
groups and why abortion is stigmatized will benefit not only the groups identified, but also 
society in general. 
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The abortion drug known as RU-486 has received the green light from

Health Canada.

The regulator said late Wednesday it has approved the use

of Mifegymiso to terminate pregnancies up to a gestational age of 49

days.

Canadian women will need to obtain a prescription from a doctor to

purchase the combination drug.

"Health Canada confirms that this decision has been taken and that the

company has been informed yesterday," a spokesman said in an email.

The product will be distributed by Celopharma Inc. and is expected to be

available for sale in winter 2016, said a statement from the drug's

manufacturer, London, U.K.-based Linepharma International Limited.

"The decision does not rest with me," Health Minister Rona Ambrose said

Thursday from St. Albert, north of Edmonton. "It's out my hands and the

decision is final."

The drug has been available since 1988 in France. The drug was

approved for use in the United States in 2000 and is also available

in more than 57 countries, Linepharma said. 

While it is often called mifepristone, mifegymiso contains two
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After a review lasting longer than two years, Health Canada
has approved the abortion-inducing drug RU-486, bottles of
which are shown in this his September 2010 photo. (Charlie
Neibergall/Associated Press)
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drugs, mifepristone and misoprostol. The former blocks production of the

hormone progesterone, needed to sustain a pregnancy. The latter

prompts the uterus to contract and expel the placenta and the fetus.

Canadian women will

take one pill at a

doctor's office, go

home and take four

pills within 12 to 24

hours and then return

to the doctor one to

two weeks later for a

followup visit, a

spokeswoman

for Linepharma said.

Vicki Saporta,

president and CEO of

the National Abortion

Federation and its

Canadian offshoot, NAF Canada, said the application has been before

Health Canada since December 2012. 

Gold standard approach

"No one can claim that they fast-tracked the approval process and didn't

very thoroughly and completely review the application," Saporta said.

NAF Canada represents health-care professionals who provide most of

the abortion care in this country and worked to introduce the drug in

Canada.

Dr. Erika Feuerstein, a family physician at Women's College Hospital and

Bay Centre for Birth Control in Toronto, said it's more effective and

efficient than the current medical option available in Canada — a

combination of anticancer injectable drug methotrexate followed by

misoprostol.

"It works a bit faster, it has a higher success rate," Feuerstein said.

Some women want to have a surgical abortion and other women prefer a

medical abortion, Feuerstein said. "It's nice that they can have the option

to choose which method serves them the best."

Surgical abortion will continue to be important in situations when the

medical abortion fails, Feuerstein added. 

Studies suggest the drug can be used safely as late as 70 days into a

pregnancy.

Dr. André Ulmann, lead scientist on RU-486 at Linepharma, said the

company always starts with 49 days when seeking market

authorization to be cautious. 

Health Canada did not answer questions from CBC News on details

of the approval. 

Dr. Jennifer Blake, CEO of the Society of Obstetricians and

Gynecologists in Ottawa, said both OBGYNs and family physicians who

complete training on the safe use of this medication will be able to

prescribe it. 

Asked about the timing of the decision, Blake said the society was

notified in the winter about the status of the decision and it was released

on schedule. 

Rebecca Cook, a law professor in the International Reproductive and

Sexual Health Law Program at the University of Toronto, wrote a 2013

commentary in the Canadian Medical Association Journal that was titled

"Medical abortion in Canada: behind the times."

"The approval of the mifepristone/misoprostol product by Health Canada

is an important achievement for Canada. Science has prevailed over

ideology to ensure that women have access to the benefits of scientific

progress," Cook said in a statement to CBC News.

Mifepristone with misoprostol is considered the "gold standard" for

medical abortions, Cook and her co-author Dr. Sheila Dunn of Women's

College Hospital in Toronto said in their commentary. It's included in the

World Health Organizations list of "essential medicines"  —

the minimum medicines needed for basic health-care systems, based on
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criteria such as safety and cost effectiveness.

University of Toronto ethicist Kerry Bowman expects that will increase

access to abortion for women who live in rural and remote places.

"The hope is that with time it will enter into further out there areas. Maybe

even midwives, even nurse clinicians. I don't know. I'm not saying that

now, but over time."

With files from The Canadian Press and CBC's Marisa Dragani
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Regulatory decision summary: MIFEGYMISO

Active ingredient(s)

mifepristone, misoprostol

Therapeutic area

Progesterone Receptor Modulators

What was the purpose of this submission?

A New Drug Submission was filed to seek market authorization for Mifegymiso, a

combination drug product of mifepristone and misoprostol, to be used sequentially for the

termination of a developing intra-uterine pregnancy up to a gestational age of 49 days.

Why was the decision issued?

The decision to authorize Mifegymiso for the Canadian market was made further to a

thorough review of the data package provided by the sponsor that supported the safety,

efficacy and quality of the product. The sponsor provided clinical, non-clinical and quality

evidence in the form of study data, literature as well as post-approval experience in other

countries. It also included proposed risk management measures designed to mitigate the

risks known to be associated with this product. During the review process, requests for

additional information and clarifications were satisfactorily addressed by the sponsor.

Product labelling was revised in order to reflect and communicate the benefits, risks and

uncertainties identified in the submission review. Therefore, based on the information in

the submission and on the labelling and risk management measures proposed by the

sponsor, it was concluded that the evidence provided supports the use of Mifegymiso for

the medical termination of a developing intrauterine pregnancy with a gestational age up

to 49 days as measured from the first day of the Last Menstrual Period based on a

standard 28-day cycle.

The pharmacology evidence provided indicates that Mifegymiso acts to block

progesterone effects on the endometrium and myometrium, allows cervical dilatation, and

induces contractions of the uterine myometrium that leads to pregnancy termination.

The clinical data to support the authorized indication and dosing regimen were presented

in three pivotal clinical trials involving a total of 934 women with a pregnancy with a

gestational age of 49 days or less. These data demonstrated that 200 mg oral

mifepristone followed by buccal administration of 800 mcg misoprostol 24 to 48 hours later

effectively induced the termination of pregnancy in 95.2% to 98.0% of women.

Analysis of the pivotal trials revealed that the average bleeding time was 10.8 days

including 2 days of heavy bleeding. The majority of adverse events reported were

transient and mild to moderate in severity. The medication causes vaginal bleeding and

commonly induced pain and cramping, which required pain medication in some women.

The other adverse events more commonly reported were diarrhea, nausea, vomiting,

fever/chills, headache, dizziness and weakness. Treatment failure (which was defined as

viable pregnancy, non-viable persistent pregnancy, persistent bleeding and abdominal

pain that required a surgical termination of pregnancy) was reported in 2% to 4.8% of

women.

A small number of patients who took Mifegymiso presented more serious complications,

such as pelvic infections (endometritis, salpingitis) and vaginal haemorrhages. Rare cases

of fatalities were reported, therefore access to emergency care which can provide

gynaecological surgical procedures, antibiotic intravenous therapy and blood transfusion

in the rare cases where complications occur, is recommended in the labelling to ensure

patient’s safety.

The data provided to support this indication included data for women less than 18 years

of age. The efficacy of Mifegymiso in these patients was similar to that seen in adults,

however nausea and pain were reported more frequently in these patients. There were

insufficient data to comment on the safety and efficacy in patients less than 15 years of

age.

The mifepristone formulation proposed for the Canadian market was tested in one trial

and was shown bioequivalent to the formulation used in the two other trials. Bridging of

misoprostol was considered sufficiently robust for regulatory approval based on chemistry,

clinical and regulatory criteria. In addition, efficacy and safety of the proposed

mifepristone and misoprostol combination were further supported in 5356 patients that

have used Mifegymiso (200 mg oral mifepristone and 800 mcg buccal misoprostol) for the

indication of medical termination of pregnancy as reported in an additional post market
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study.

To support the safe and effective use of Mifegymiso, Linepharma International Ltd.

agreed to implement risk management activities including physician only dispensing,

development of an education and registration program for prescribers and a post-approval

observational safety study. Additional risk management measures include a 24 hour

patient support line, a patient consent form and distribution of Patient Medication

Information to be provided to each patient.

Decision issued

Approved; issued Notice of Compliance in accordance with the  Food and Drug

Regulations.

Date of decision

2015-07-29

Additional information

Manufacturer

Linepharma International Limited

Drug Identification Numbers (DIN) issued

DIN 02444038

Prescription status

Mifegymiso is available by prescription only.

Type of submission

New Drug Submission (New Active Substance)

Date filed

2012-11-14

Control number

160063

Contact

tpd-general-dpt-general@hc-sc.gc.ca
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