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McEachran, Juliet

PROJECT SUMMARY: Describe in concise terms, the hypothesis, objectives, and the relevant background of the project.
Describe concisely the experimental design and research methods for achieving the objectives. This description will serve as a
succinct and precise and accurate description of the proposed research is required. This summary must be understandable and
interpretable when removed from the main application, ( TYPE TEXT WITHIN THE SPACE PROVIDED).

Principal Investigator

Juliet McEachran
Project Name
Hormonal Contraception: The user’s perspective .
Total Budget $3746 {Already funded) Beginning Date April 2000 Ending Date June 2000

'While the contraceptive prevalence in Bangladesh has increased dramatically in recent years, discontinuation rates are
high, 46.9% discontinuing in the first 12 months of use in 1996/97 (1). Hormonal methods of contraception dominate
the method mix, and these methods have a high level of discontinuation due to side effects, 24.2% and 35.6% of use is
discontinued due to side effects in the first year for the pill and injectable respectively. For the Bangladesh Family
Planning Programme to increase its impact and further enable women to manage effectively their reproductive careers,
a greater understanding of the processes underlying discontinuation due to side effects is required. For while continued
use of a method is not necessarily an indication of satisfaction, discontinuation does indicate dis-satisfaction, (2).

This study will use qualitative techniques to examine why women discontinue due to side effects by investigating the
experiences of women in their use of hormonal contraceptives. The Matlab based study will interview a total of 60
women, 20 pill users and 20 injectable users 3-5 months after they adopt the method. Of the 20 pill users 10 of the
women continued using the method and 10 discontinued, the same will apply to the 20 injectable users. In addition to
these 40 women, 10 women who have never used the pill and 10 who have never used the injectable will be interviewed,
in order to obtain a clearer impression of the community beliefs about these methods. This has been found tobe -~
necessary in light of the experience in Dhaka where the majority of women have used both methods.

The aims of the study are as follows:

. To identify the side effects reported by women.

2. To identify how these side effects are seen to be caused by hormonal methods.

3. To examine how these side effects impact on women’s day to day lives.

4. To examine the strategics adopted by women to mitigate against these side effects.
5. To examine why soine women continue use and others discontinue.

This research is part of a PhD thesis examining effective contraceptive management in Bangladesh including extensive
analysis of the 1993/94 and 1996/97 DHS. This part of the thesis builds on the quantitative analysis of discontinuation
due to side effects to examine the processes underlying the decision to discontinue due to side effects.

KEY PERSONNEL (List names of all investigators including P1 and their respective specialties)

¢ 3.

Name Professional Discipline/ Specialty Role in the Project

1. Juliet McEachran Demographer Principle Investigator
2. Dr Kim Streatfield Demographer Advisor

4.
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DESCRIPTION OF THE RESEARCH PROJECT
Hypothesis to be tested: :

Concisely list in order, in the space provided, the hypothesis to be tested and the Specific Aims of the proposed study. Provide the
scientific basis of the hypothesis, critically examining the observations leading to the formulation of the hypothesis.

This is a qualitative study afid there is therefore no ‘hypothesis’ as such to be tested. However this study aims to
examine the processes underlying the specific behaviour of hormonal discontinuation due to side effects. The
components of this process include pattems of behaviour, and verbal and non verbal influences on a woman’s
behaviour.

Specific Aims:

Describe the specific aims of the proposed study. State the specific parameters, biological functions/ rates/ processes that will be
assessed by specific methods (TYPE WITHIN LIMITS).

1. To identify the side effects reported by women.
2. To identify how these side effects are seen to be caused by hormonal methods.
3. To examine how these side effects impact on women’s day to day lives.
4. To examine the strategies adopted by women to mitigate against these side effects.
5. To examine why some women continue use and others discontinue. ¢
iy
5
¥
&
&



7
w?
, <P

McEachran, Juliet
Background of the Project including Preliminary Observations

Describe the relevant background of the proposed study. Discuss the previous related works on the subject by citing specific
references. Describe logically how the present hypothesis is supported by the relevant background observations including any
preliminary results that may be available Critically analyze available knowledge in the field of the proposed study and discuss the
questions and gaps in the knowledge that need to be fulfilled to achieve the proposed goals. Provide scientific validity of the
hypothesis on the basis of background information. If there is no sufficient information on the subject, indicate the need to develop
new knowledge. Also include the significance and rationale of the proposed work by specifically discussing how these

accomplishments will bring benefit to human health in relation to biomedical, social, and environmental perspectives. (DO NOT
EXCEED 5 PAGES, USE CONTINUATION SHEETS).

Discontinuation of hormonal contraceptive use due to side effects is common both in the developing and the developed
world, and yet little is known about what precise side effects result in discontinuation and how these side effects impact
on individual women’s lives to result in discontinuation. In Bangladesh over 50% of women discontinue the pill and
injectable as a result of side effects in within the first year of use, (1). This review aims to give an overview of the
issues of modem contraceptive use and their effects on women’s health, concentrating on women’s perceptions.

The Biomedical Health Effects

The health benefits of any contraceptive use' are well doéumented and have been highlighted during the rapid increase
in use that has occurred over past thirty years. These benefits are to both women and children through the delaying,
spacing and limiting pregnancy(s). Other method specific advantages have also been found to be associated with
contraceptive use. For example combined oral contraceptives (COC’s) have been found to reduce cancers of the
endometrium and ovary, and reduce the incidence of benign breast disease and pelvic inflammatory disease (3). An
additionat effect of COCs, which is more closely linked to its action, is the reduction of risk of anaemia due to the
reduction in menstrual flow (3).

Negative side effects are also associated with contraceptive use, but as a result of the clinical testing procedures and
drug licensing laws, those contraceptive methods that have been approved will always confer an advantage as opposed
to a disadvantage. In the case of the pill there is evidence of increased risk of venous thromoboembolism among users
and evidence for increased risk of ovarian and breast cancers (3). However these risk are low.

The user’s perspective of health effects

While the medical view of the effects of contraceptive use is well defined both in terms of the advantages of family
planning and other method specific attributes that can be advantageous, the users of these methods can have different
views. In response to a study that found that 76% of US women stated that there are substantial risks associated with
oral contraceptive use, Grubb and colleagues (4) investigated the perceptions of women in the Developing World.

This study did not aim to be nationally representative instead it sarpled women in middle class urban areas so as to aid
comparability between the eight study sites. Overall between 51% and 75% of the women surveyed felt that there were
substantial risks associated with taking the pill. In the US study 31% of women surveyed believed that using the pill
can cause cancer, and the Grubb study universal concemns were voiced about sterility associated with its use. Both of
these perceptions are associated with major physiological consequences and at odds with medical research findings. In
a survey of urban women in The Sudan some women linked the use of ‘medical methods’ such as'1UD, vaginal
methods and injections, to some cancers and deformation of the embryo. In addition the Sudanese women also stated
concerns about temporary and permanent sterility. In Bangladesh Schuler and Colleagues (5) reported that long term
use of the pill is believed to lead to sterility.

The perception of a contraceptive method as ‘dangerous’ has associated impacts on its use. In the case of the Grubb
study between 26% and 60% of women had discontinued using the pill due to concems about its safety and in each
country there was a number of women who had never used the method due to reservations about its safety.

! This includes tradition methods, which can also be used for delaying, spacing and limiting births, e.g. withdrawal and the Rhythm
method or periodic abstinence.
5
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What is highlighted by the difference in opinion between the medical community and users is the poor flow of
information between the two and poor understanding of the other’s perspective. In the case of the Developed World it
can be said that this information flow has improved since the studies were carried out, but there are still concerns. In
the Developing World the situation is less clear.

The effect of a contraceptive method on a woman’s health can be perceived by her in two different ways, one is the
long term, more general effect of use, and the other are specific side effects that are associated with the action of the
method or associated with its use.

In Bangladesh (6), India (7), and Sri Lanka (8) modern medicines are perceived to be very powerful. In the case of
India this was in reference to modern medicine in general, while in Bangladesh and Sri Lanka this perception was found
when investigating oral contraceptive methods. Such findings are not limited to South Asia. In South Lebanon Zurayk
(9) reported that women stated the need ‘to rest” from the pilfl and in Mexico Shedlin and Hollerbach (10} found that
. women believed that the pill ‘weakens the body’.

There are two closely linked potential explanations for the belief that the action of hormonal contraceptive is inherently
harmful. One of these is that women'’s perceptions of their own reproductive physiology do not easily accommodate
the action of the pill, and the other is that women directly feel, or attribute, effects of the method on their body and this
is viewed to be disruptive and powerful.

The Sri Lankan study by Nichter and Nichter (8) specifically sought to examine local rationales for contraceptive health
concerns and to move away from the usual biomedical approach. As they point out, rumours about contraceptive
methods that are often dismissed by the medical profession would not exist in a community unless they fitted in with
prevailing health beliefs. A woman’s understanding of physiology is likely to be influenced by education but on a
much broader level beliefs are likely to be cultural specific and linked in many cases to the traditional and/or folk
beliefs within the local population (11, 12).

The study by Maynard Tucker (11) found that while 61% of women and 19% of men had an accurate knowledge of
how a contraceptive worked this was not accompanied by an understanding of the function of the reproductive organs.
As the author points out, this could lead to a lack of understanding of any information given by the medical staff
concerning the action of the method both in terms of how the method is supposed to be used and the side effects that
could occur. In Sri Lanka (8) women’s fears about the long-term toxicity of the pill culminated in a belief that the
excess heat resulting from pill use leads to the womb drying out resulting in permanent sterility. Owing to the
perception of the pill as this powerful, women felt that it should not be taken every day. This perception of the pill ties
in with the beliefs discussed above concerning resting or taking a break from the pill.

Just as the pill maybe perceived as very powerful in a general way due to its action fitting poorly into an individuals
perception of the bodies working, the clinical side effects of a method are also likely to viewed as detrimental.

Contraceptive Side Effects

A woman’s contraceptive use is likely to form part of her broader reproductive health beliefs and indeed her concept of
her own general health and therefore any side effects she may experience have a broader influence than simply her
reproductive health status. Previous commentators have highlighted the need for contraceptive use to be viewed in the
greater context of a woman’s life. Schuler and colleagues (5) stressed the need for awareness of the external pressures
which act on a woman using contraception, and Hardon (13) that the risks of contraceptive use need to be seen in the
context of her daily life as opposed to being compared to the risk of an uplanned pregnancy.

Bangladesh

Contraceptive use in Bangladesh is characterised by a reliance on hormonal methods, and a high level of method
disc%minuaﬁon, in the case of hormonal methods, primarily due to side effects. (See below).

.
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Table 1 Indicators of Contraceptive Use Dynamics (%)

Pill Injectable All methods \
93/94 | 96/97 | 93/94 | 96/97 | 93/94 | 96/97 ¢
Contraceptive prevalence (%) 17.4 20.8 4.5 6.2 44.6 492

First year discontinuation rate’ (%) 45.0 44 4. 57.6 51.0 47.8 46.9

First year discontinuation rate due to 25.6 242 40.0 356 20.8 21.5
side effectsthealth concerns (%)

Source: 14,1

Secondary analysis of both the 1993/94 and the 1996/97 DHS has been carried out looking specifically at discontinuation
due to side effects. Using multilevel hazard models, pill discontinuation due to side effects was found to be associated with
duration of use, duration of marriage, and in the 1993/94 data, fertility preference. (15,). However no other variables were
found to account for a significant proportion of this type of discontinuation. Through the use of multilevel techniques, which
control for the hierarchical nature of populations and the data collection method, it was possible to examine the presence of
unexplained variations in pill discontinuation. In this analysis, unexplained variation was found at both the cluster level and
worman level; this variation was significant at the cluster level in the 1993/94 data, and at the woman level in the 1996/97
data.  Hence, the other factors, unmeasured and/or immeasurable, determining discontinuation due to side effects in
Bangladesh are concentrated at the woman and cluster level, and the presence of this unexplained heterogeneity suggests the
need of further research into the factors surrounding pill discontinuation.

The Demographic and Health Surveys do not collect information on the type of side effects that result in discontinuation,
although it is possible to obtain information on problems with current method. In Bangladesh the most common mentioned
problems with current use of the pill are headaches, feeling weak/tired and nausea. In the case of injectable use the most
frequently mentioned problems with current use are: no menstruation, weak/tired and headache.

The health concems voiced by Bangladeshi women also agree with those found in a prospective study of OC
discontinuation in Sri Lanka, (16). The Sri Lankan study also found that inter menstrual spotting or breakthrough,
vomiting, hair loss, backache, abdominal pain and irritability were mentioned by women to be associated with OC use.

The impact of side effects { _

The effect of side effects on worien’s lives has been less examined. One study carried out in Cambodia (17) found that
rural and lower parity women were more concerned about the effect of contraceptive use on their ability to work that
urban and higher parity women. While weight gain due to injectable use was in general viewed favourably, however
this was not the case if it prevented women from working, '

In Bangladesh in a study on domestic violence Koenig et al (18) found that failure to perform domestic chores up to
expectation was considered to be a justifiable reason for a woman to receive a physical beating. In this context it is
likely that the side effects of weakness and headaches are likely to greatly concern a womnan in terms of her day to day
life. While a study carried out in Bangladesh examined the impact of dysmenorrhoea on a woman’s daily life (19) the
author is not aware of any other published material specifically focusing on the impact of side effects on women’s
lives.

Menstrual disturbances have an important significant to many women who believe that regular menstruation is “seen as
a natural, vital and physiological occurrence indicative of good health”. (20). In the context of Bangladesh, regular
menstruation is also associated with good health, indicating that a woman has enough blood and is adequately
nourished Johnston (21). In Mexico women stated that a method that causes amenorrhoea reduced their confidence in
the method as menstruation is a clear signal to women that they are not pregnant (22).

4

2 Based on all segments of use that started in the five years prior to the survey, not including those which started in the 3 months
prior to the survey.
7
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Strategies

Johnston (21) also found that the importance attached to regular menstruation resulted in the women using
contraceptive injectables, which often causes amenorrhoea, switching methods, under going D+C (dilation and
cutterage), or adopting traditional methods in order to resume menstruation.

Since regutar menstruation is seen as an indicator of adequate nutrition a strategy in its absence is likely to be the need for
nourishing foods and/or vitamins. This could also be the strategy for ‘weakness/tiredness’,

This study aims to investigate the strategies employed by women to reduce the impact of contraceptive side effects on their
lives, to identify the sources of these strategies and to examine why some women are able to tolerate and/or reduce the side
effects while others discontinue use. The reliance on hormonal methods in Bangladesh and the high level of discontinuation
due to side effects necessitate an in-depth investigation of the causes.
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Research Design and Methods

Describe in detail the methods and procedures that will be used to accomplish the objectives and specific aims of the project.
Discuss the alternative methods that are available and justify the use of the method proposed in the study. Justify the scientific
validity of the methodologicat approach (biomedical, social, or environmental) as an investigation tool to achieve the specific aims.
Discuss the limitations and difficulties of the proposed procedures and sufficiently justify the use of them. Discuss the ethical issues
related to biomedical and social research for employing special procedures, such as invasive procedures in sick children, use of
isotopes or any other hazardous materials, or social questionnaires relating to individuat privacy. Point out safety procedures to be
observed for protection of individuals during any situations or materials that may be injurious to human health. The methodology

section should be sufficiently descriptive to allow the reviewers to make valid and unambiguous assessment of the project. (DO NOT
EXCEED TEN PAGES, USE CONTINUATION SHEETS).

Methods !
This study will use qualitative methods to examine why women discontinue contraceptive use due to side effects.

" Quantitative methods have been used to examine who experiences side effects, and who discontinues due to side effects

(e.£.23,24,25,26,27). However little is known about why women discontinue due to side effects. To examine this
question and its potential multifactorial complexity a qualitative approach is required.

The use of in-depth interviewing techniques will allow the woman to recount her own experience of contraceptive use
and describe the spoken and unspoken influences in both her adoption and decision to discontinue use. The decision to
discontinue due to side effects is unlikely to a snap decision it is more likely the end of a process that may include
discussion with others and/or the use of various strategies to mediate the side effects. The use of qualitative methods
will enable the investigation of how hormonal contraceptive use affects different women in different ways with
potentially different outcomes. In addition this technique will facilitate the examination of both the woman’s own
beliefs about the method and the beliefs held by those around her.

Procedures

The Principle Investigator will attend the fortnightly meetings held in the sub-centres in A and C blocks and identify °
women for interview by talking to the CHWs (Community Health Workers). Sampling will be obtained from a
maximum number of CHWs in order to reduce the effect of clustering. Blocks A and C are to be used due to the
maintenance of doorstep delivery in these areas, which make them more comparable to rural Bangladesh as a whole, as
opposed to Blocks B and D where static services have been introduced.

The selection criteria are as follows:
All women included in the study have used the combined pill or three month injectable for the purpose of limiting their
child bearing, ie none of the women desire more children.

The following groups of women will then be identified.

* Ten women who have used the combined piil for one to six months and discontinued due to side effects in the
previous three months.

* Ten women who are currently using the pill for a duration four to seven months.

» Ten women who have used the three month injectable and discontinued due to side effects at three or six months in
the previous three months.
Ten women who are currently using the three month injectable for a duration four to seven months,

* Ten women who have never used the pill, but have used another modem contraceptive method.

* Ten women who have never used the three-month injectable, but have used another modem contraceptive method.

The restriction to women who have recently discontinued is to facilitate interview soon after the event. The variations
in duration of use criteria are due to the fact that the pill can be discontinued at any time, compared to the injectable that
has a fixed duration of, in this case, three months. Current users are limited to those who have used for four to seven
months because of the large discontinuation due to side effects in the first six months and the fact that the pill is
distributed in three month cycles and the injectable lasts for three months. Therefore use of the method for four to
seven months means that the woman has obtained the method again to continue use.
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The ten women who have not used the pill and ten who have not used the three-month injectable are to be interviewed
in order to fully examine the community views of methods. It has been found in the urban study that many women
have used both the pill and injectable and therefore their reporting of community beliefs are likely to be influenced by
their own use.

The interviews will take place at the respondent’s homes.

Alternative methods

In the case of discontinuation due to side effects, quantitative techniques have been used to examine the characteristics
of women who discontinue due to side effects and using the DHS is it possible to examine the effect of some
contextual factors. However while these analyses facilitate the identification of factors associated with discontinuation
due to side effects they do not answer the question ‘why’.

. An examination of a dynamic process where women may experience/perceive different side effects, have different
responses to these effects, may or may not employ strategies to mediate these effects and then may or may not decide to
discontinue cannot be achieved through quantitative techniques, like the DHS. The complexity of this process could not
be fully attained from a quantitative survey instrument. Obtaining information on personal experience using this type
of survey would influence the results due the beliefs of the survey instrument designer affecting what and how
questions are asked. In-depth interviewing allows the respondent the freedom to recount the issues most pertinent to
them, thereby reducing the potential for the investigator to influence results.

Another approach would be to base the study design on the theory of reasoned action and/ or the health belief model.
However there are drawbacks to using these. The focus on individual decision making is unrealistic and it is important
to know who are the main influences on women both in terms of information sources and those whom make the
decision either with her or for her. In addition by focusing on the individual these approaches do not enable decisions
to be placed in the wider social context. 1s contraceptive use accepted in her community, family or household? Since
if her use is not approved of at any of these levels or is being kept secret, her information sources and strategies will be
reduced. Finally these theories are based on rationality and people are not always rational and discontinuation due to
side effect highlights this. Women do not plan to discontinue contraceptive use due to side effects and in terms of
delaying, spacing or limiting pregnancy discontinuation due to side effects is irrational. However, within the context of
a woman'’s life discontinuation is likely to be the only solution to a situation, which the woman finds untenable.

Justify use of the methods

Qualitative methods have been used in conjunction with qualitative methods in two distinct ways. One has been the use
of qualitative methods to inform the design of a quantitative research instrument and the other has been to gain greater
understanding of behaviour levels and trends found using quantitative methods. This thesis is using the DHS to
examine who dlscontmues due to side effects and some contextual information is available for example spousal
communication and accesmbtllty to health services. However this is impossible to examine the process involved in the
decision to discontinue due to side effects. In the case of spousal communication the effect of this is likely to vary
between women. Some women may be supplied with a method by their husbands and told to use it, some may discuss
what method is best, some have their husbands approval but decide on which method themselves or/and with the
service provider and some may follow their husbands recommendation. These different scenarios are likely to have
different impacts on the strategies that a woman can or cannot adopt and the decision to discontinue or not, and on the
husband’s support of his wife should she experience side effects.

Justify the scientific validity of methodological approach

This approach has been extensively used in the study of sexual behaviour where levels and trends of different types of
behaviour have been identified in quantitative surveys but the processes underlying these behaviours necessitate a
qualitative approach. In the case of sexual behaviour research the aim has been to gain greater understanding of the
possible range of behaviours, and the opinions, justifications and explanations that are associated with these behaviour.
(28). The aim is not to explain the variance in behaviour but to examine the processes underlying the behaviour. The
theoretical approach of these studies is very similar to study of discontinuation due to side effects.

[{Y)
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Limitations and Difficulties of the proposed research and justify.

The success of this method depends heavily on the ability of the interviewer and the quality of the question route.
Thorough training of the interviewer is planned along with an initial pretest of the question route. Following the
identification and solving of any difficulties the interviewer may have and changes to the question route the piloting of
the study will start. Following the completion of six interviews, the transcripts will be sent to Southampton and then
discussed by the principle investigator with her PhD supervisors (Prof [ Diamond and Dr R Ingham). This discussion
will examine both if the key aims are being addressed and if additional questions need to be included. Throughout the
study completed transcripts will be examined and adjustments made to the question route or interviewing procedure
where appropriate.

Ethical issues
The design of the question route has aimed to minimise the potential of women believing hormonal methods cause side
effects following the interview. This aim also to ensures the scientific validity of the study. Should the woman have

. any questions following the interview related to side effects, the research team will endeavor to answer any questions
that they are able to, and in all cases will inform the relevant CHW of the women’s question(s).

Safety procedures observed to proiect an individuai’s privacy

As the study will be askmg the woman to recount personal experience every effort will be made to maintain her
anonymity and everything an individual woman says will be confidential. Only the principle investigator and the
interviewer will know her identity, and the tapes and the question route will be anonymised with numeric codes.

3 Nofe: The urban based interviews are going to be carried out in Marie Stopes Clinics in Dhaka prior to the interviews in Matlab.
Both the pretest and the pilot will have been completed by the time of the fieldwork in Matlab.

1
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Facilities AV ailable L
Describe the availability of physical facilities at the place where the study will be carried out. For clinical and laboratory-based

McEachran, Juliet

studies, indicate the provision of hospital and other types of patient’s care facifities and adequate laboratory support. Point out the
laboratory facilitics and major equipments that will be required for the study. For field studies, describe the field area including its
size, population, and means of communications. (TYPE WITHIN THE PROVIDED SPACE).

N

r The field area for this research will be Matlab. The Matlab thana is a sub district of Chandpur, on the Ganges
Deltaic floodplain, south east of Dhaka. First established in 1963 this research site 15 nOwW divided into two
distinct areas. The MCH-FP intervention area currentty contains 67 villages and the Comparison area 73.
According the 1996 census the population of the MCH area is 108,363 persons and the Comparison area
104,661.

This study will based in the MCH-FP area, which is divided into four blocks, A, B, C and D, the study will
sample women from Blocks A and C. Only blocks A and C are to be used due to the change 10 clinic based
delivery in Block B and D.

In 1998 the contraceptive prevalence in the MCH-FP area for the Pill and Injectable was 28.5% and 48.1%
respectively.

12
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Data Analysis

Describe plans for data analysis. Indicate whether data will be analyzed by the investigators themselves or by other professionals.
Specify what statisticat softwares packages will be used and if the study is blinded, when the code will be opened. For clinical trials,
indicate if interim data analysis will be required to monitor further progress of the study. (TYPE WITHIN THE PROVIDED SPACE).

The data will be analysed by the Principle Investigator following transcription and translation of the interviews.
The scripts will be examined for both horizontal and vertical themes. Horizontal analysis is the examination
of the transcripts for recurrent themes. In the urban part of the study one recurrent theme already identified is
that the pill or injectable “suits/fits’ the woman, indicating that the suitability of the method is perceived to vary
from woman to woman. Vertical analysis examines the logic of individual’s responses and the process under
study. In this case, what were the significant events that led to discontinuation, the strategics employed by the
women and who were the decision makers/ informants in the decisions to adopt, discontinue and seek help for
the management of side effects. The transcriptions will also be examined for taken granted assumptions and
the justifications involved in any decision. '

While the transcripts will be examined as they are completed the fll analysis of the data will be completed on
the Principle Investigator’s return to Southampton. The analysis package Ethnograph, which has been
developed for the analysis of text will be used to examine the themes described above.

13
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Ethical Assurance for Protection of Human Rights

Describe in the space provided the justifications for conducting this research in human subjects. If the study needs observations on
stck individuals, provide sufficient reasons for using them. Indicate how subject’s rights are protected and if there is any benefit or
risk to each subject of the study.

The aim of this study is to investigate why women discontinuc hormonal contraceptive use due to side effects. It is
hoped that this research will lead to improvements in women’s experience of contraceptive use and thereby reduce
discontinuation for this reason. '

The rights of the respondents are protected by only proceeding with the interview after informed consent

has been obtained, giving the respondents the right to stop the interview at any time and to refuse any question that
they are uncomfortable answering. Following the interview the rights are protected by the anonymisation of both the
interview schedule and the tapes and the destruction of the tapes once they have been transcribed.

Use of Animals ' -

Describe in the space provided the type and species of animal that will be used in the study. Justify with reasons the use of partic;ular
animal species in the experiment and the compliance of the animal ethical guidelines for conducting the proposed procedures.
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Literature Cited

ldentify all cited references to published literature in the text by number in parentheses. List all cited references sequentially as they
appear in the text. For unpublished references, provide complete information in the text and do not include them in the fist of
Literature Cited. There is no page limit for this section, however exercise judgment in assessing the “standard” length.
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Dissemination and Use of Findings

Describe explicitly the plans for disseminating the accomplished results. Describe what type of publication
is anticipated: working papers, internal (institutional) publication, international publications, international
conferences and agencies, workshops etc. Mention if the project is linked to the Government of Bangladesh

through a training programme.

The results from the study will be first written up for the PhD, but it is also hoped that they are presented at a
conference for example PAA or BSPS and a paper is accepted in The Journal of Biosocial Science, Social Science and

Medicine or Studies in Family Planning.

ICDDR,B LIBRARY
DHAKA 1212

.
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Collaborative Arrangements

arrangements with other national of

cal, or programmatic
chude a letter of agreement between

Describe briefly if this study involves any scientific, administrative, fis
international organizations of individuals. Indicate the nature and extent of collaboration and in
EXCEED ONE PAGE)

the applicant or his/her organization and the collaborating organization. (DO NOT
is included with

A separate part of this study is being undertaken in Dhaka in Marie Stopes clinics, a copy of the MOU

this proposal.

18




McEachran, Juliet

Biography of the Investigators

Give biographical data in the followmg table for key personnel including the Principal Investigator. Use a photocopy of this page for

each investigator.

Name

Position

Date of Birth

Miss Juliet McEachran

PhD student
Department

of Social Statistics

University of Southampton, UK

27" Janvary 1971

~Academic Qualifications (Begin with baccalaureate or other initial professional education)

Institution and Location Degree Year Field of Study
University of Newcastle Upon Tyne BA 1990/93 Combined Studies
Centre for Population Studies, MSc 1993/94 Medical Demography
London School of Hygiene and Tropical
Medicine
Department of Social Statistics PhD 1997/present Social Statistics

University of Southampton

(in progress)

Research and Professional Experience

Concluding with the present position, list, in chronological order!

previous positions held, ekperience, and honours.

Indicate current membership on

any profcssional socicties or public committecs. List, in, chronological order, the titles, all authors, and complete references to all publications
during the past three years and (o representative earlier publications pertinent Lo this application. (DO NOT EXCEED TWO PAGES, USE

19

CONTINUATION SHEETS).
Sept-Oct London School of Hygiene and Tropical Medicine, Centre for Population
‘97 Studies
Research Assistant
Sept - Aug World Health Organisation, Social Science Research Component,
96 97 Special Programme of Research, Development and Research Training in
Human Reproduction
Technical Officer
Aug - Aug Royal College of Obstetricians and Gynaecologlsts, Confidential Enquiry
‘95 ‘96 into Stillbirths and Deaths in Infancy t
Data Analyst
Jan - July London School of Hygiene and Tropical Medicine, Centre for Population
‘95 Studies
Research Assistant
Dec World Health Organisation, Secial Science Research Component,
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94 Special Programme of Research, Development and Research Training in
Human Reproduction g
Research Assistant

Bibliography

McEachran J and I Diamond (1998). Contraceptive and Fertility Trends in Bangladesh. Chapter for a forthcoming
TUSSP publication.
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Detailed Budget for New Proposal

Project Title: Hormonal Contraception: The User's Perspective

Name of Pl: Juliet McEachran

Protocol Number: 2000-007 Name of Division: o

Funding Source: Amount Funded (direct): Total: i Overhead (%)
This study is already funded by both the UK Economic and Social Research Council (ESRC) and the
Simon Population Trust :

~ Starting.Date.._April 2000 Closing Date: June 2000 S

Strategic Plan Priority Code(s):

SkL No Account Description Salary Support ' US $ Amount Requested
Personnel Position Effort | Salary | 1stYr | 2" Yr | 3™ Vr
%
Interviewar 100 140 140
Translator 100 1,440 1,440
Sub Total 1,580
Consuitants
Local Travel
International Travel
Sub Total

Supplies and Materials (Description of ltems)

Audio cassettes 35 @ 70 Thaka each 49
Cassette Batteries 30 @ 4 for 25 Thaka 5
Microphone batteries 20 @ 40 Thaka each ‘ 16
Questionnaires and consent forms 60 @ 1 Thaka each 6
f
Sub Totals 76
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Other Contractual Services

Repair and Maintenance

Rent, Communications, Utilities

Training Workshop, Seminars

Printing and Publication

Staff Development

| Sub Total

Interdepartmental Services

1%t yYr

2" Yr

37 ¥Yr

Computer Charges

Pathological Tests

Microbiological tests

Biochemistry Tests

X-Rays

Patients Study

Research Animals

Biochemistry and Nutrition

Transport

Xerox, Mimeographs etc.

Sub Totals

Other Operating Costs
Travel to Matiab 12 @ $15

(Two persons three return trips)

Per Diem for interviewer 20 days @ 500 Thaka
& WA

Accommodationlin Matlab 40 days @ $45
(Two persons for 20 days )

90

200

1800

Sub Total

2090

TOTAL DIRECT COST

3746
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Budget Justifications

Please provide one page statement justifying the budgeted amount for each major item, Justify use of man power, major equipment,
and laboratory services.

A
The Interviewer is required for this study due to the necessity for them to be very familiar with the Bengali language.
The interviewer is currently working with the Principle Investigator in the urban sites and has received a thorough
training and has been involved in the development of the questionnaire since its draft form,

The Transcriber is required by this study in order that the Bengali tapes are translated into English with the least

possible loss of content. This content includes the ldentlﬁcatlon of phrases or concepts often used by respondents in
describing their experiences.
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Other Support

Describe sources, amount, duration, and grant aumber of all other research funding currently granted to P1 or under consideration.
- (DO NOT EXCEED ONE PAGE FOR EACH EINVESTIGATOR)

I am currently in the second year of three year Economic and Social Research Council (ESRC) grant of 8,000 GBP per
annum,

For the work in Bangladesh [ have been awarded an ESRC ficldwork grant of 2340 GBP, and I successfully applied to
the Simon Population trust for 2450 GBP for the fieldwork here in Bangladesh.
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Check List

After completing the protocol, please check that the following selected items have been
included.

. Face Sheet Included w/

-

. Approval of the Division Director on Face Sheet ‘ i

[

3. Certification and Signature of Pl on Face Sheet, #9 and #10 v

4. Table on Contents v .

. Project Summary |V

n

6. Literature Cited +

7. Biography of lnvestigatorsl:\(:
8. Ethical Assurance \l
9. Consent Forms V
10. Detailed Budget y
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APPENDIX

International Centre for Diarrhoeal Disease Research, Bangladesh
Voluntary Consent Form

Title of (he Research Project: Hormonal Contraception: The user’s perspective

Principal Investigator: Juliet McEachran

Before recruiting into the study, the study subject must be informed about the objectives, procedures, and potential benefits and risks inv. olved in
the study. Details of all procedures must be provided including their risks, utility, duration, frequencics, and scverity. All questions of the subject
must be answered to his/ her satisfaction, indicating that the participation is purely voluntary. For children, conscnts must be obtained from their
parents or legal guardians. The subject must indicate his/ her acceptance of participation by signing or thumb printing on this form.

Hello My name is ..... Iam working for the University of Southampton on a study of women’s experience of
contraceptive use. The study aims to find out the expen'ence of women who are using or have used either the pill or
injectable. The overall aim of the study is to examine ways in which your experience of contraceptive use might be
improved.

The interview will take one hour and while initially I will collect some background information, the majority of the
interview will be more of a conversation. Because your views are very important to the study and I cannot write down
all you say, I hope that the interview may be recorded. 1am the only one who will be able to identify you from this
tape and anything you say to me will be treated in the strictest confidence and your identity will not be reveated. Once
the report has been written the tapes will be destroyed and you will not be identified in the report.

If you agree to take part in this interview you do not have to answer any questions that you feel uncomfortable with and
you can terminate the interview at any time.

Do you have any questions for me?

Would you agree to be interviewed?
If yes please could you mark this forn,

Signature of Investigator/ or agents Signature of Subject/ Guardian
Date: Date:
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Signature of Interviewer:
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Al MARIE STOPES -
Clinic Society

—
improving reproductive health and well-bel
n—m R Tep ng

MO between Ms. Juliet MeEachran And Marie Stopes Clinic Society

M Jadict Nelachran is a Th1Y student from University of Southampton. She has now
done up a rescarch praogect whicl consist of in- depth inlervicws of about 40 urban and 40
mal swomen in Ranglacdesh. "

Fhe ama s o nvesneate the side elfect that women report due 1o hormonal contraceptive
« use in Bangladesh, '

The research objectives ary:

v Taadentifv side eftects reported by svomen

= loidentily how thoese side etfouts are seen to be caused by hornonal methods
* o examine how these side effects impact on women's day to daw: lite

o [amine the strategics adopled by women to mitigate these side offocts

* o examine why some women continue use and other discontinue.

Part of the dida collection will be in collaboration with MSCS in urban arcas.

MSCS.759 Satmasjid Road Dhanmondi.Dhaka is implementing a project on R.H. care.
The main objective ol the project is to improve the use of R services including
sexually transmitted rlicease treatment by the target groups.,

The MOUY is based on the proposal from Juliet to do resurrect using  MSCS Dhaka

C—]i“iLS.

UNDERSTANDING

*  Jhe MOU covers the period Trom January 00 (o Julv'00. »

*  AISCS will support Julicr to identifv the Static Clinics and Mini clinics where she will
cunduct ber intervicws.,

& AISCS will assiet to select interviewers who will accompany her during this research
puiod (o intervion clients and also act as interpreter paid by Julici

= MSOS wall also iedp her to et chenis according to the targel.

o i addition to her aimed rescarch work  she will also colleet information about the

usl

lolfowing twuo questions whicl is Lo SISO s inler
= Women ‘s attitude fnvards theie partner's acceptance of NSV
*  Womnen's Jdient's conunents on existing client flow (If possible).

Dhaka Office : 759 Satmasjid Road, Dhanmondi, Dhaka-1209, Bangladesh. Tel : 9121208, 9125022, 816117, Fax : 880-2-817673, E-mail : mscs @ citechco. net
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" udict will also eneure that -
* Chentsintormanon will be kept confident
* AMedieal ethics are to he followed
"y publicavon conung out of the rescarch will give due recognition 1o
ATSE'S '

= Mlow NSES the spportunity for Teedback in the publication

" MSCS will nat bear any expenses Tor this study.

Stenmature

-

I the above terme are aceeptaizde 1o yau, pledse sipn the MOU.

e O

e Y asnuh L ahed Ms. Juliet Mclsachran
Ceuntiy director

| nite, 27!///?6:52)
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BDS
Section 1
Background and Demographic Characteristics
. Questions Responses Skip
101, Please tell me your name? Name:
102. How old are you?
~ ] years
103. Ilave you ever altended school? Yes |
No 2-9 105
104, What class you have passed?
Class
105, Are you currently married? Yes |
No  2-pmme:
106. How long have you been married?
(If less than 1 year write 00)
_ Years ago
107. Did your husband ever attend any school? Yes |1 .
No 24» 109
108. What was the highest class he passed?
Class
108a.  What is the main occupation of your husband?
Occupation:
[ 109. How many living sons and daughters do you
have? (IF NONE WRITE 0) Sons Daughter l
110. Who lives in your household? Persons Yes | No [ Number
Husband I P AN
Sons | 2
Daughters 1 2
Father-in-law/Father | 2
(READ OUT ALL THE Mother-in-law/Mother I 2
OPTIONS) Sister-in-law/sister L] 2
Brother-in-law/brother | 2
Other 1 2
(Specify) -

+ 2 30




111, Do you go outside the home for-------- Yes No
a. To go to the health 1 2.
" . - " center/ Doctor
(READ OUT ALL THE OPTIONS) b, To go for shopping/to 1 >
the market
c. To work for earning I 2
What do you do
Accompanied by | Health center [ Shopping
If circle code 2 in & and/or b of Noboc_iy 1 2
Q.111 then ask 113 or else ask - Husband 1 2
Q.12 Son 1 2
Daughter 1 2
112, Who accompanied you Relative 1 2
] Neighbor 1 2
a. For going heaith centre/doctor  {'Health worker 1 HITHIHITT
b. For shopping /
Other 1 2
113, Are you or your husband currently using any Yes 1
family planning method? No 2
Start the tape from Q.114 and also write down the answers from Q.114 to 119,
Now Marriage
1* Episode 2" Episode 3 Episode
114.  Pregnancy
115, Method used, if mention pill ask
about the brand, but if not
mention the brand, ask about the
colour of packet.
116. How long the method used?
Month Maonth Month
117, Reason stop. Reason: Reason: Reason:
118.  Any side effects please mention. Side effect: - Side effect: Stde effect:
119, (Only for pill and condom)
Regularity of use.

*




LNow I would like to talk with you about the FP methods which you have used |

START WITH THE MOST RECENT METHOD (Q.120-134) AND AFTER THAT THE NEXT

RECENT (Q.120-134) AND THE NEXT METHOD (Q.120-134)
Don’t write the responses (Q.120 to 139) they are only on tape.

A, ADOPTION:

120. a. Did you talk to anyone about adopting?

b. Who?
121. a To what extent were other people involved in the decision to adopt family
planning? :
- Family planning worker - Mother-in-law
- Husband - Other relative
- Sister-in-law - Friend
- Other.
{Specaify)
b. How were they involved?

122. How did you feel about that? (Probe)

123, Why was this particular method chosen?

B. EXPERIENCE OF USE:

124, a. What was your experience of using this method?
b. What were the good things?
b. What were the bad things?

125, 1f side effects mentioned. did you expect these?

126. How did the pill/injection cause these problems?

23|



127, a. How did these affect your everyday life.

PROBE

Which side-effect ——p  which effect
- In house (Probe, how did you feel about, your husband,
- Inwork ‘ the people you work for colleagues and Boss,
- In family your child)
- Husband
b. Are there things that are more difficult to do?

128, Was there anything you could do to reduce this impact?

129. 1M yes, Did you use these strategies?
How did you find out about them?
Who from and what were they?

130.  Were you warned about side effects by the service provider?
If yes, What did they say/recommend?

C. DISCONTINUATION:

DO NOT ASK Q.131 TO 134 FOR MOST RECENT METHOD IF SAYS CURRENTLY USING

131. a Did you talk to anyone about discontinuing?
C. Who?
132. a To what extent were other people involved in the decision to discontinue family
Planning?
- Family planning worker - Mother-in-law
- Husband - Other relative
- Sister-in-law - Friend
- Other
(Specify)
b. How were they involved.
133. How did you feel about that? {Probes)
134, What were the reasons for discontinuation? If due to side effects, which side effects.

1@51



First ask by methods used, if only pill or only injectable used ask if know other method,
if yes then ask about the other. '

Question 135 only for methods used. 1* one method then the other
BEIEFS IN COMMUNITY

135. & Have you ever heard of any side effects associated with use of this method?
o [fyes, What are these side effects?

e  Why do they occur?

How did these affect the woman everyday life (Probe- In house, In work, In family,
Husband)

Are there things that are difficult to do? What are these things?
How does this impact on her life?

What can be done to reduce these effects?

How did you find out about these? Who?

Who do women talk to about these effects?

What was their opinion/advice?

iF BOTH METHODS DISCUSSED SKIP TO 139

136. Do you know of any other methods ? Pill 01
If yes, what are those? Injectable 02
Condom 03
IuD : 04

Norplant 05—»139
Female sterlization 06
Male sterlization 07

IT pill or injectable mentions in Q.136 then ask 137 or else skip to 139,

137.  Have you ever used pill/injectable method? Yes |
No 2

138. Have you ever heard of any side effects associated with use of this method?

Ifyes, What are these side effects?

Why do they occur?

How did these affect your everyday lifc. (PROBE, in housce, in work, in family, husband)
Are there things that are difficult to do? Whal are these things?

How does this impact on her life?

What can be done to reduce these effects?

How did you find out about these? Who?

Who do women talk to about these effects?

What was their opinion/advice?

535 .



FINALLY
139 * Which method would you recommend method to someone else?
* What advice would you give them about its use?

» What specifically would you say to others about it?

Thank you very much for your fime, your comments are very
important for our research.

GZQL\.




Unive rsity Department of . University of Southamptan

Social Statistics Highfield
of Southampton Southamplon
. 5017 18]
United Kingilom
Telephone +44 (0)23 8059 2527
Fax +44 (023 8059 3846

6™ March 2(}00 : Email socstats@sofon ac.nk
townw.socstats.sobon.ac.ik

Dr. Kim Streatfield
ICDDR'B

Dear Kim,

T'am writing with respect to the proposed research that Julict McEachran wishes to undertake
with ICDDR’B. Juliet is an extremely talented woman who is undertaking a doctoral thesis in
this Department. Her work, falls firmly within the epistemological basis of this Department in
that it comprises a strong quantitative element, in this case a series of multilevel discrete time
hazard models of contraceptive use dynamics in Bangladesh using some of the most recent
DHS surveys, together with a qualitative element informed deeply by the quantitative analyses.
Itis this qualitative element which forms the basis of the research which I very much hope that
Juliet will be able to undertake with ICDDR’B. I should point out that the qualitative element
of her thesis is not solely with ICDDR'B but the ICDDR’B element provides a rural
comparison for some fieldwork being undertaken in urban areas.

I'would like to confirm that Juliet's proposed thesis research has been approved by her
Advisory Board in the Department of Social Statistics at Southampton, and also by the UK
Economic and Social Research Council and the Simons Population Trust.

Juliet has been very active in gaining funds to prosecute some fieldwork in Bangladesh and 1

amt in no doubt whatsoever that the research which she intends to undertake wil] have the

following outcomes: (a) it will be of a high scientific standard; (b) it will provide results which

will have relevance for the improved operationalisation of the delivery of family planning in
Bangladesh in a post Cairo era; and (c) it will enable Juliet to develop personally as a researcher »
with the crucial mix of quantitative and qualitative skills necessary to meaningfully undertake

further some of the most important demographic issues to date,

['hope very much that you are able to support this proposal and needless to say I give it my total
recommendation. Please do not hesitate to contact me if you need any further clarification.

Yours sincercly,
—T Ty

x‘(,@m

Ian Diamend
Dean of Social Sceinces



