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Hormone replacement therapy: perspectives from women,
medicine and sociology

Frances Ellen Griffiths

Submitted for the degree of Doctor of Philosophy 1997

Abstract

Developed on the boundary between medicine and sociology, this
thesis develops a critique of the perspectives of these disciplines
through analysis of a study of women’s perspectives on hormone
replacement therapy. Women’s perspectives are explored through a
postal questionnaire survey and a study using individual interviews
and focus groups. The survey results provide a measure of women's
attitudes towards, and knowledge of, hormone replacement therapy.
The individual interviews detail the way women move towards a
decision about the therapy and identifies common themes,
particularly women’s fears and what influences their fears. The
focus groups explore contrasting themes including women’s control
and choice in decisions about therapy, contrary themes in women's
attitudes and the different ways of thinking used by the women.

The results of the studies are assessed for their implications for
clinical general practice. The thesis also takes a sociological
perspective on women and HRT and on the research process, in
particular exploring two themes. Firstly, the interaction between
the social context, the research subject and the research process.
This includes the social factors influencing the development of the
research and choice of research methods, and the influence of the
research methods on the results obtained. The second theme is the
perspectives and levels of analysis used by the main disciplines
contributing to the thesis; biomedicine, biostatistics, general
practice and sociology. The thesis explores how the different
perspectives and levels of analysis influence research and how they -
are used to manage the social context. These explorations are used
to suggest future directions for research on hormone replacement
therapy and for general practice.
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Preface

This thesis crosses the boundary between the disciplines of
medicine and sociology but is for examination within the discipline
of sociology. The thesis responds to three research questions which
are described in chapter one. The starting point for the thesis was
an exploration of women's attitudes to hormone replacement
therapy. For readers not familiar with the use of hormone
replacement therapy the author offers a summary of its use in
clinical medicine in appendix 0.
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Chapter One

The development of the research questions

1.1 Imtroduction

This thesis examines HRT from the perspectives of women,
medicine and sociology. The field work for the thesis includes a
questionnaire survey and an interview study asking women how
they view HRT. The results of this field work contribute the
women's perspectives to the thesis. As a GP the researcher has a
particular medical perspective on HRT. From this perspective the
thesis explores the medical evidence available on HRT and aims to
inform general practice about women's perspectives on HRT. As a
sociologist the researcher attempts to step back from both the
research with women and from clinical general practice, to develop
a sociological perspective on the use and promotion of HRT and on
the research process of the thesis.

The research for this thesis took place over a period of five years
and while the research was being carried out the social context for
the research and the perspective of the researcher changed and
developed. The research for the thesis is therefore presented in the
order in which it was carried out, to provide a narrative of the

research process.

The process of developing the research questions and carrying out
the research forms an important part of the research data for this
thesis. Commentary on this process forms a major part of the
sociological perspective developed in the thesis.

The structure of the thesis also follows the accepted pattern of
presentation of research results in the discipline of medicine;
introduction, then research method clearly divided from research
results, and finally a conclusion. In this thesis the research methods
and the research results are presented in different chapters
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following the medical pattern, however unlike medical research,
each chapter also includes commentary. This pattern of
presentation is influenced by the background of the researcher and
by one of the aims of the researcher, to use the research results to
inform general practice about women's perspectives on HRT. The
pattern of presentation is a practical compromise for this thesis
which has developed on the boundaries of academic disciplines, but
the form of presentation also forms part of the research process for
which a sociological analysis is developed.

This first chapter describes the start of the research process, setting
the scene for the narrative by describing the background to the
development of the first research question. This question was about
women's perspectives on HRT, but in the process of attempting to
answer it, further research questions were developed in response to
the experience of the research process and to academic influences.
This chapter briefly describes these experiences and influences and
the development of a research question about research methods and
about working across academic disciplines.

The description of how the research started provides background
information for the thesis and introduces ideas that weave through
the thesis. However the description also forms part of the research
data of the thesis and is used as an example of how research
questions and the research process are social products, not
something unaffected by society, and how an understanding of the
~ social context of research can be important for understanding
research results.

As the development of the research is recounted from the
researcher's perspective and includes description of her developing
ideas, it seems appropriate to write this chapter in the first person
(Webb 1992).
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1.2 Setting the scene

1.2.1 Research as a social product

I shall tell the story of how the research questions for this thesis
arose including my own personal story, that of the medical practice
where I work and of my research environment. The research
questions were influenced by their social context, by social
structures, political and economic influences and individual people.
However, the story behind a piece of research is not often
described, particularly in biomedical journals, where the
introduction to a paper may review other research that influenced
the research question, but does not describe the constellation of
factors that enabled the research to happen at a particular time and
place, and why it developed in the way it did (Aldridge 1993).
Some of this can sometimes be guessed from the list of authors,
institutions and grant giving bodies, but the detail of this
background is often left to other commentators to describe or
researchers from other disciplines to analyse. For example
Waldrop describes in journalistic style the detailed background and
interaction of some of the academics involved in the development
of the theory of complexity (1992) and Oudshoorn, an
archaeologist, describes the social, physical and personal resources
that influenced the development of research into sex hormones
during the twentieth century (1994). A piece of research is more
easily understood from a sociological perspective if information
about the social context is available as this can help answer
questions such as why the research was done at this point in time, in
this way and in this institution or by this researcher.

I describe the research questions and activities as social products
which may sound deterministic, as if the researcher had no
influence, but this is not the intention. As a researcher I am a social
actor and the decisions I make and my activities alter the social
world. However, these decisions and activities are influenced to
varying degrees by the social context. The values by which I live
and work also influence the development of the research. This type
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of influence is explored by Gorovitz and MacIntyre in discussing
scientific research used in medical practice, describing how values
‘can "guide, constrain and inform" research (Gorovitz and
MaclIntyre 1976:52). They also point to norms that may influence
research, distinguishing internal and external norms: "Internal
norms are concerned with such factors as verifiability, truth, and
reason; external norms are concerned with such factors as curiosity,
ambition, and social utility." (1976:52-53).

In this chapter I attempt to be explicit about my values and the
external norms which influenced me in this research. The "internal
norms" described by Gorovitz & Maclntyre are discussed in the
chapters about methods and methodology.

The story of the development of my research questions is based on
my memory, research notes and notes of my reading. It is prone to
the bias of memory and to the rationalising of past events. It will
also be affected by the aim of writing it (i.e. to demonstrate that the
research questions are a social product). It therefore does not claim
any absolute truth but it is intended to increase our understanding of
research and its processes.

The social context, values and external norms influencing the
development of the research questions will be described in three
sections: why women and HRT; why HRT and prevention; why
research?

1.2.2 Why women and HRT?

My initial research question developed following a conversation, in
December 1989, about HRT and its use, with a fellow GP in the
practice I had recently joined following completion of my
vocational training for general practice. We discussed a report in
the British Medical Journal about women who had had a
hysterectomy and oophorectomy but did not receive HRT (Spector
1989). We considered whether we should search the medical
records of the women patients in our practice for those who were
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not receiving HRT .and who were younger than the average age for
the menopause, but had had a surgical menopause. (The age at
which a woman will go through the menopause is not known in
advance of it happening so the average age of the menopause for
women was used here as a best guess of when a woman would have
gone through the menopause naturally.) My colleague knew the
author of the report we discussed and this personal link may have
heightened our awareness of the paper. However it also struck a
chord with one of the guiding principals of clinical medicine, that
of doing no harm. Spector stated:

The observations that 70% of women who had had a bilateral
oophorectomy had never received hormone replacement therapy
is important. Women without ovaries are those most at risk of
subsequent osteoporosis (Aitken, Hart and Lindsay 1973) and
cardiovascular problems (Colditz, Willett, Stampfer, Rosner,
Speizer and Hennekens 1987), and bilateral oophorectomy is
regarded by most gynaecologists as an absolute indication for
oestrogen treatment. (1989:1434-1435)

To use more direct and explicitly critical language, Spector seemed
to be saying that doctors had removed these women's ovaries and
were then failing to provide appropriate replacement therapy. This
would seem to be contrary to the guidance from the General
Medical Council on good medical practice which states: "You must
not......... recommend or subject patients to investigations or
treatment which you know is not in their best interest .......
deliberately withhold appropriate investigation, treatment or
referral" (General Medical Council 1995:6). Spector's paper had
thus raised questions for me about the women in our own practice
for whom we felt clinically responsible. However my interest in
this area was also influenced by other experiences.

Before starting my vocational training for general practice, [ had
tutored an Open University, Cross discipline course called 'Health
and Disease'. Through this I had become more aware of research
literature that looked critically at clinical medical practices
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including hysterectomy. A debate about the number of
hysterectomies performed had been initiated in the US many years
earlier by Miller, who had found that when the uterus was examined
after hysterectomy, no evidence of disease was found in 31% of the
cases in his hospital (Miller 1946). A study of the rates of several
different operations, including hysterectomy, in the US, Canada and
England and Wales found that each country seemed to have
different levels of surgery that was relatively independent of the
type of operation (McPherson, Strong, Epstein and Jones 1981).
Social and economic factors such as the number of surgeons, the
method of payment for health care, and the national wealth have
been proposed as factors influencing the number of operations
(Coulter and McPherson 1986; U205 course team 1985: 59-72).
This literature led me to question whether the women who had

" undergone a hysterectomy had really needed the operation.

Interest in this question about hysterectomy was fuelled by my
understanding of the feminist criticisms of medical practice
including the negative way the female body, particularly the uterus,
is portrayed in medical texts (Martin 1987:27-53), the
medicalisation of natural events such as reproduction (Oakley
1993:162) and the menopause (Foster 1995:71-73; Worcester and
Whatley 1992), and the patriarchal values in the practice of
medicine (Oakley 1993:20-25). My awareness of these criticisms
came from my involvement, starting when I was a medical student,
with an organisation called 'Women in Medicine', a national
organisation of feminist doctors concerned with both women as
doctors and women as patients. A sociological understanding of the
power relations within society came from my year studying Social
and Political Sciences as an undergraduate.

An experience as a medical student, of attending a pioneering clinic
for the treatment of women with severe menopausal symptoms
further prompted my interest in this area but in a slightly different
way. As a student I had to do a lot of waiting around in order to
observe what the doctors in the clinic were doing. During this
waiting time I heard, from the women attending the clinic, how they
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had had to battle their way to get referred there, and from the nurses
about the pioneering nature of the clinic and the way it had
dramatically improved so many women's lives. This image of
women battling to get themselves referred to the clinic has
remained with me and has influenced my approach to clinical
medicine and then research, reinforcing for me the need to listen
very carefully to people.

My interest in women and HRT was thus influenced by literature
from the disciplines of clinical medicine and sociology, personal
contacts, involvement in a political organisation and experiences in
my training, teaching and clinical work. The values influencing my
interest included the desire to do no harm as a doctor, and more
than that, to be a "good" doctor and to promote the wellbeing of
women within a patriarchal society with a male dominated medical
profession. The external norms included the ambition to further
these goals, and to be accepted in doing this, within my chosen
profession of general practice.

1.2.3 Why HRT and prevention?

There are two main uses of HRT, the relief of menopausal
symptoms and the prevention of osteoporosis and CVD. I chose to
focus mainly on questions about its use in prevention. The role of
the GP in the prevention of ill health was widely researched and
discussed during my years of training. The Royal College of
General Practitioners recommended that GPs should seek to
identify all patients who smoked, had high blood pressure or were
obese (Royal College of General Practitioners 1981:8-9) despite the
negative results of a screening programme in South East London
(South East London Screening Group 1977). GPs are regularly
reminded to encourage patients to reduce smoking, high blood
pressure and obesity (British Heart Foundation 1994) and in 1993
the government introduced a contractual requirement for GPs to
collect this information from their patients (NHS Management
Executive 1993). Hart was an enthusiastic and well known
advocate of screening whose commitment arose from a
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determination to avoid unnecessary death and suffering (Hart 1988).
I worked with a GP with similar enthusiasm and commitment
during my post-registration training for general practice, who would
agree with the following summary of why GPs are willing to
embrace prevention:

they experience a feeling of personal responsibility for the stroke
patient whose hypertension has been unmeasured and
uncontrolled and the woman with invasive cervical cancer who
has never had a Pap smear (Mant 1994:1343).

The GP responsible for my training impressed me with his zeal and
enthusiasm for prevention and I felt at ease with the active
prevention policy in the practice I went on to join as a partner.

The practice I joined was a seven doctor practice with five full-time
male doctors and two part-time female doctors in Stockton-on-Tees,
a post-industrial town in the north-east of England. The practice
has a list size of around 14,500 patients. There was a thirty year
tradition of research and innovation in the practice which had
included work on key areas of general practice development
identified by the Royal College of General Practitioners in their
report to the government on general practice in 1987 (Royal
College of General Practitioners 1987:19). Improving the quality of
the service had included summarising the medical records (Marsh
and Thornham 1980) and computerisation, bringing a counsellor
into the practice team (Marsh and Barr 1975) and examining the
workload of general practice (Marsh and McNay 1974a,b). The
multi-disciplinary team approach to primary care had been well
developed and documented (Marsh 1976,1979; Marsh and Barr
1975; Marsh and Dawes 1995; Marsh and Kaim-Caudle 1976;
Marsh and Meacher 1979) and prevention of ill health had been
promoted through the development of well woman and well man
clinics (Marsh and Chew 1984), a vascular clinic for monitoring
people with high blood pressure and angina, a diabetic clinic for
monitoring diabetic patients and an asthma clinic. The
immunisation and cervical screening programmes achieved very
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high coverage and the process of achieving this had been part of a
research project (Marsh 1988).

As a GP I professed, and attempted to practice, preventive medicine
but became aware of a number of dilemmas this raised both through
my clinical work and from medical and sociological literature.

There was growing concern that some of the health checks such as
those done in well person clinics were a waste of time (Mant 1994).
This concern was supported by research looking at the effect of
health checks in general practice on risk factors including smoking,
alcohol intake, diet and exercise (Family Heart Study Group 1994,
ICRF Oxcheck Study Group 1994), although the Oxcheck study had
shown some improvement in diet and serum cholesterol among
those screened. Scepticism about the evidence for prevention grew
each time recommendations changed particularly about diet, as new
evidence was produced (Frankel, Davison and Smith 1991). An
interview study carried out in South Wales confirmed that this
scepticism was also felt by the general public (Davison, Frankel and
Smith 1992).

As a practising GP I am in a position of considerable influence in
my relationships with patients and this, it can be argued, could be
used positively for prevention. Morgan, Calnan and Manning
describe the doctor-patient relationship as "characterised by a
dominant and active doctor and a passive dependent patient”
(1991:137), but they imagine a doctor - patient relationship that
would be conducive to the aims of health education and prevention
as of the

mutual participation type .... characterised by the doctor helping
the patient to help himself or herself through advice - giving, and
the patient becoming responsible for controlling his or her own
health through the use of knowledge gained through the
consultation with the doctor (Morgan, Calnan and Manning
1991:136-37).
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Morgan, Calnan and Manning hope that the doctor-patient
relationship "may change as a result of the practice of health
education in the consultation" (1991:137). If the contractual
requirements for GPs to collect data about the screening of their
patients had continued in the form it was introduced in 1993 (NHS
Management Executive), I would argue that the use of the doctor's
power over the patient could have increased rather than decreased,
as GPs may have almost coerced their patients into health checks,
screening and prevention. However in 1996 the contractual
requirement to collect health screening data was changed reducing
the element of coercion and allowing each practice to decide their
own approach to prevention (DoH and Welsh Office 1996).
Despite this change, the pressure towards prevention continues in
the form of "The Health of the Nation" (DoH 1991) targets which
are used to judge the appropriateness of funding service
developments in primary care.

The promotion of illness prevention and the use of targets such as

* "The Health of the Nation" (DoH 1991) reflects an acceptance of
what has been termed surveillance medicine, distinguished from the
pathological medicine which had dominated medicine until recently
(Armstrong 1995). Surveillance medicine involves the observation
of seemingly healthy populations whereas pathological medicine
focuses on disease. In surveillance medicine the demarcation
between illness and health is less clear than in pathological
medicine and the measurement of risk factors is used to indicate
future illness potential (ibid.). Armstrong argues that "this new
medicine has important implications for the constitution of identity
in the late twentieth century” (1995:393) and describes how people
develop a risk identity, seeing themselves as a person with an
apparently measurable risk of diseases such as heart disease.

I knew from my experience in clinical practice that sometimes
individual patients expected or at least hoped that medical evidence
could provide a prediction of their future health, or give them a
measure of their individual risk. This seems to be encouraged by an
image of scientific medicine as something precise and independent .
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of context and persons (Morgan, Calnan and Manning 1991:33)
becoming incorporated into lay models of illness (Gordon 1988).
The type of dilemma this produces for GPs is described by Willis:

It is a feature of the modern world that decisions tend to be taken
by remote experts and to be based on the near-certainties of the
statistical analysis of large numbers. But front-line workers such
as GPs operate amongst the random events of the individual
scale. For example, although I can say almost exactly what
proportion of smokers will suffer heart attacks in a given period,
that doesn't help me at all in telling the smoker sitting in front of
me whether he will be one of the ones affected. (Willis 1995:24)

Research has shown that people accept that illness is distributed
randomly, so although a population study may show statistical risks,
within these statistical tendencies "there lies a more chaotic
distribution of illness and death. Some fat smokers really do live
till advanced old age, and some svelte joggers really do 'fall down
dead" (Davison, Frankel and Smith 1992:683). Added to this is the
"popular belief and knowledge concerning the relationship of health
to heredity, social conditions and the environment" (ibid.). This
research indicates that individuals are aware that the chances of
making much difference to future disease may be much smaller than
the statistics might indicate, because they have no control over their
heredity and often little over their social situation and environment.
As a practising GP this raised a dilemma about how far I should
promote prevention in my practice where I am dealing with
individuals, even though they form part of a population to which the
statistics apply.

Added to this dilemma was the experience from clinical practice,
and from the literature, that the identification of risk factors can
create anxiety for the patient (Stoate 1989) and patients may
actively avoid screening due to fear of the test result (Bowling
1989). However, in the context of screening and intervention aimed
at reducing the risk of CVD there is more recent evidence that
anxiety or concern about health is not necessarily increased
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(Marteau, Kinmonth, Thompson and Pyke 1996) but further
research into the social and psychological costs of screening is
planned (Stewart-Brown and Farmer 1997).

Medical evidence however convinces me that medical intervention
for prevention does have a place, and the clinical experience of
seeing fewer patients with major strokes over the time I have been
in general practice, confirmed by local statistics (Guy 1993:49), has
reinforced this. I have also seen very little of the infectious disease
that used to cause so much morbidity and mortality and this
increases my confidence in the medical intervention of
immunisation even though I know that factors other than this
medical intervention may have been important in the reduction of
these diseases. For example, McKeown's work on infectious
disease from the nineteenth century onwards demonstrates that
factors other than immunisation must have been important in their
decline, as the decline had started long before immunisation was
used (McKeown 1984).

The social context for my research included a medical practice
committed to prevention in a society where the prevention of illness
had been discussed and developed for many years and supported by
the government (DHSS 1976). However this context also included
dilemmas about the use of prevention. At the time my research idea
was developing these became focused for me on the development of
a nurse run clinic in our practice giving advice about the menopause
and providing follow up for those on HRT. The two doctors and
the nurse involved in developing the clinic appeared to be very in
favour of HRT, promoting it to women attending for advice, and
making use of drug company information sheets. The follow up of
women taking HRT involved a minimum of one visit to the clinic
each year but the review did not appear to seek to re-examine
whether the HRT was still needed. Although I was happy for
women suffering from problematic symptoms of the menopause to
receive appropriate advice and therapy, I felt there were many
unanswered questions about the promotion of HRT including the
degree of power or influence of the health professional over the
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woman's decision to take HRT, the medicalisation of the
menopause, the use of medication for preventing an event, such as a
hip fracture, many years in the future, the real risks of therapy
including any anxiety caused for the woman, and the usefulness of
the follow up checks. These questions reflected my values which
included questioning the power of health professionals and the
medicalisation of people's lives. The clinic was developed by two
male colleagues, one of whom was trained as a gynaecologist and
working with us for just one year. This acted as a provocation to
me as a female doctor dedicated to general rather than hospital
practice and probably fuelled my ambition to look at my questions
about HRT in more depth and to try to do this on behalf of women
in general.

1.2.4 Why research?

The social context in which I worked, the values I worked by and
the external norms influencing me led me to an interest in HRT and
how women felt about it, particularly its use for prevention. This
interest could have developed as participation in women's health
groups or networks developing health services for women, through
teaching or by writing for the medical press. However my interest
developed as a curiosity to know whether women wanted health
professionals to persuade them to take HRT, and this curiosity
could only be answered by asking women. My curiosity was
sustained and developed as a research question through having time
to commit to research, being in a practice where research was an
activity that was given approval and by developments in the region
that encouraged GPs to do research, including the setting up ofa
network to provide advice and support for GPs engaged in research.

1.3 The development of the three research questions

1.3.1 Women, HRT and prevention

From my interest in women's attitudes to HRT and its use for
prevention, I developed my original research question: do women
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agree that most of them should be persuaded to take HRT for the
prevention of osteoporosis and CVD? I chose my methodology, a
postal questionnaire survey, the only methodology for measuring
opinion with which I was familiar. I envisaged using the
questionnaire as a voting system, asking the women to vote yes or
no to the question of whether doctors should persuade women to
take HRT. Irecognised there were issues to take into account such
as knowledge of the subject, relevance for the individual and
women's perceptions of their doctor's attitudes, so in reality it would
be more complex than a vote. However, following advice from
experienced researchers and to increase the possibility of obtaining
funding, I altered the emphasis of the research question to exploring
women's attitudes to HRT and what influences them. This removed
from the research two issues of importance to me. First was the
possibly contentious issue that doctors persuade women to take
HRT, perhaps using their position of power to persuade. Removing
this left me feeling my research was missing something important
and as my thesis developed I went back to this issue in my review
of sociological literature and its relevance for HRT presented in
chapter 2. The second issue was the idea that women should have a
say in how much HRT was promoted by health professionals.
Although lost from the title I managed to keep this issue alive in the
research process and brought it into my conclusions, in a slightly
altered form, when presenting my research to medical audiences
through asking "Is the promotion of HRT for prevention important
to women?" (Griffiths 1995b) and pointing out how much a
woman's decision to take HRT was her own decision rather than
due to professional influence (Griffiths 1995a).

My main aim in attempting to find out about women's attitudes to
HRT was, and remains, the presentation of the results to my
medical colleagues to prompt discussion of the issues about
promoting HRT and to ensure the attitudes of women are taken into
account. This aim was fuelled by two concerns, firstly that women
may lose as well as gain from the promotion and use of long term
HRT and secondly that social forces may be more important in the
uptake of long term HRT than medical indications. These concerns
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did not become central to the actual research carried out, but
remained in the background and are discussed in chapter two.

The final form of my first research question was
What are women's attitudes to HRT and what influences them?

1.3.2 Methodology

Influenced by my background and experience I decided on a
research method, a postal questionnaire survey, that I thought was
adequate for the question I was interested in answering. However
during the process of writing and piloting the questionnaire I began
to question the adequacy of the method for the question, and ,
noticed how the choice of method narrowed the research question
from exploring many social, personal and medical influences on
women's attitudes, to a limited number of questions that seemed
possible to ask in a questionnaire. The process of understanding
more about a research issue through subjective experience is called
dynamic objectivity, described by Fox Keller as the "pursuit of
knowledge that makes use of subjective experience in the interests
of a more effective objectivity” (Fox Keller 1985:117). 1have
already described how my background and experience affected the
development of my first research question, and in chapters three and
five of this thesis I describe the methods used in trying to answer
the question about women's attitudes to HRT. I also demonstrate
how the type of answer I was able to give to the research question
changed considerably from my original idea, influenced by the
process of learning and the experience of the research methods. I
also reflect on how the research process itself may have affected the
results and on the limits to what it is possible to know. In this
process I hope to have moved towards what Fox Keller describes as

a more realistic, more mature, and more humble relation to the
world in which the boundaries between subject and object are
acknowledged to be never quite rigid and in which knowledge of
any sort is never quite total (1985:148-149).
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During the process of doing the research I experienced the different
processes of inductive and deductive research (Schillemans, Verrept
and Maes 1993) both of which are included in research at some
stage. For example, a hypothesis testing, randomised controlled
trial is mainly deductive but had an inductive stage in the
development of the research question. An interview study such as
the one presented in chapters five and six aimed to be inductive, but
as a researcher I brought my own ideas to the analysis and so it
involved deduction. This distinction between induction and
deduction has been helpful in clarifying the processes in research
and in discussing these ideas with medical colleagues who are
mainly familiar with deductive or hypothesis testing approaches to
research.

My training in research methodology undertaken in the Department
of Sociology and Social Policy at Durham University clarified for
me the idea of adequacy at the level of cause; "causes really do
exist, one event, state or variable produces another, a satisfactory
explanation is relative to the question asked" (Marsh, C. 1982:69).
The explanation is thus limited by the question asked and the
methods used, a theme explored further in chapters three and five.
Sociology often uses models to explain social phenomena that are
an oversimplification for any individual, but that try to contain all
the processes that are common to most people (Marsh 1982:77-78).
Understanding more about the use of models prompted me to try
using the results of the postal questionnaire to develop a model of
what influences women to take HRT including a measure of these
influences (chapter five). This uses the quantitative survey data to
its limit. '

Medical science uses models when describing physiological
processes or biostatistical trends common to most people, although
the concept of model, as explained by Marsh, is rarely discussed.
The understanding of adequacy at the level of cause, the limits of
what we know and the concept of models as a tool rather than an
expression of truth that "help theoretical activity of a complex kind
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(and) allow us to keep several ideas in the air at once" (Marsh
1982:73), prompted me to look at the biomedical, biostatistical and
sociological evidence and models about HRT and to consider their
value and limitations (chapter two). This interest was fuelled by my
experience in clinical practice where explanation to patients about
what is happening to them is often in the form of simplified models
that are based on, but do not include, much of the complexity and
limitations of medical evidence. Willis describes this as a
controlled lie: "Generalists (GPs) must lie. Controlled lying, or
slippage, is the only means we have of coping with the complexity
and the uncertainty of life" (Willis 1995:57). Charlton emphasises
the importance of these explanations in the therapeutic encounter as
doctors explain to patients why they are sick and why the treatment
should work, so making it more likely to work (Charlton 1993).
The use of models in clinical practice is discussed further in chapter

two.

A desire to understand more of the detail of what was happening
when women developed attitudes to HRT lead to my interest in
qualitative methods of research and the interview study described in
chapter five and six. In describing a process of qualitative analysis
of interviews, Crabtree and Miller state: "Immersion/crystallisation
consists of the analyst's prolonged immersion into, and experience
of, the text and then emerging after concerned reflection with an
intuitive crystallisation of the text (Crabtree and Miller 1992:19). I
came to realise that this crystallisation is a form of model of what is
happening for individuals that draws out themes that are common to
more than one woman. However, it is supported by more detail of
the experience for the individuals than that from a questionnaire
survey, and there is no quantification of what is happening.

This interest in using qualitative research methods of research led to
an interest in the differences between qualitative and quantitative
research. Qualitative research attempts to discover the detail and
range of what is happening without the use of measurement
whereas quantitative research tries to measure it. In order to
measure something the researcher has to decide how to measure it
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and how true a representation the measure gives. This is known as
operationalization, and quantitative researchers have found many
ways of refining this process. Qualitative research avoids this
problem of operationalization. Instead it collects data, then from
the data develops categories or models that represent the data
(Armstrong 1996). Although the use of measurement is the key
difference between qualitative and quantitative research, the
methods are used in different ways. If a researcher has a method of
measuring a phenomenon that can be applied, for example, to many
different people, the measure can be used to investigate this
phenomenon across a group of people. Qualitative research has to
concentrate on smaller numbers of people for it to be possible to
handle the quantity and detail of the data. Quantitative research
tends to investigate individuals as members of a group, and may try
to diminish the effects of their individual contexts, or at least
control for them, so the results of the research may be generalisable
to other groups of people in other contexts. The methods used for
this include sampling theory and inductive statistics (ibid.).
Qualitative research tends to see people as unique individuals, each
in a specific context where the context is relevant to the research
and is taken into account in the process of analysis.

My interest in the different approaches to research prompted the
development of the second research question for this thesis:

What are the methodological questions raised by trying to answer
the first research question and how can they be addressed?

1.3.3 Crossing the boundary of academic disciplines

As a GP I have been trained in biomedicine and biostatistics and
then in the skills of general practice. During the course of the
research for this thesis, I received training in sociology, and
experienced using methods of research developed in the disciplines
of sociology and psychology. There are three main academic
disciplines contributing to the thesis: biomedicine and biostatistics,
grouped together as they are taught together in medical training and



Griffiths, FE. 1997 Chapter One 39

used by all Western trained medical doctors; general practice with
its distinct set of skills taught to doctors after their general medical
training (Royal College of General Practitioners 1996) which is the
discipline in which I work; sociology, the primary discipline within
which this thesis has been developed.

I have not included the discipline of psychology as a main
discipline of the thesis, as I have no formal training in this
discipline but, as attitudes were a focus of the research, ideas and
methods from the discipline of psychology are included. However,
the experience of attempting to use methods of research from this
unfamiliar discipline taught me how different ways of looking at the
world, or paradigms, as held by different disciplines and associated
with different research methods (Crabtree, Yanoshik, Miller and
O'Connor 1993), when taken out of their context can lose their
associated assumptions, qualifications and limitations which would
be familiar and implicit for a person trained in the discipline. This
is discussed in regard to my questionnaire survey. The ways in
which insights of an unfamiliar discipline can raise questions about
the value of research findings, and add new interpretations, are
discussed in the context of the interview study.

When attempting to present the results of my research on women's
attitudes to HRT to a medical audience, I encountered a poor
understanding of ideas such as the role of theory and models and
the difference between inductive and deductive research. This was
perhaps surprising as in clinical general practice we draw on many
different disciplines, including sociology, and we use many
different ways of knowing without thinking consciously about this
practice (Tanenbaum 1993) In sociological literature I encountered
a suspicion of doctors' motives such as in Marxist analyses
(Morgan, Calnan and Manning 1991:35) and theories of
"medicalisation" (Illich 1990:11). Sometimes such criticism seems
to lack an understanding of context. For example, Ann Oakley
describes an encounter in an antenatal clinic between a pregnant
woman and a doctor as an example of how doctors are seen as the
only experts on pregnancy:
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The doctor says "Ah, I see you've got a boy and a girl", to which
the patient replies, "No two girls." "Really are you sure? I
thought it said ..... (checks in case notes) .... Oh no, you're quite
right, two girls.” (Oakley 1993:21-22)

Having been in the doctor's position, I can imagine myself making
that sort of ridiculous comment, despite my feminist leanings,
through poor concentration caused by lack of sleep from being on
call the previous night, and also not being alert enough to realise I
should have apologised.

Apparent misunderstanding between disciplines could have a
negative effect such as sociologists "doctor bashing" (Jordanova
1983) and lacking appreciation for the constraints within which
doctors work. Doctors may have little appreciation of the social
sciences (Turner 1987:224). Popper criticises very thoroughly the
idea that "a rational and fruitful discussion is impossible unless the
participants share a common framework of basic assumptions”
(Popper 1994:34). He describes the difficulties of breaking through
the barrier of a framework but also the enjoyment, the widening of
horizons and potential breakthroughs in science. This idea seems
both important and exciting to me and I enjoy the attitude he
formulates as: "I may be wrong and you may be right, and by an
effort, we may get nearer the truth" (ibid. p xii). Throughout the
thesis, issues are considered from the perspective of the disciplines
of general practice and sociology and the insights from working on
this boundary are described.

Along with Popper, the exposition that was seminal in the
development of my research question about the boundaries between
disciplines, was that by Gorovitz and McIntyre, developing a theory
of medical fallibility (1976). They describe the uncertainty of
clinical medicine and how this uncertainty is basic to, and inevitable
for, this applied science. They base this argument on the nature of
science, "ignorance of what is not yet known is the permanent state
of all science” (1976:53) and on the way we apply generalisations to
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particular individuals. They describe how natural science looks for
law-like relationships between properties and sees a particular
object or person only as the bearer of properties. They go on to
suggest that "many particulars - salt marshes, hurricanes and the
higher primates, for example - cannot be understood solely as the
sum total of the physical and chemical mechanisms that operate on
them." (1976:57). An applied scientist, such as a doctor, has to
understand what is distinctive about each individual, the latter being

not fully knowable.

Since the effect of a given therapeutic intervention on a given
patient is always to some extent uncertain no matter how much is
known about the general characteristics of interventions of that
type, every therapeutic intervention is an experiment in regard to
the well-being of that individual patient (Gorovitz and Maclntyre
1976:64).

This theme is expanded by Willis (1995) and Charlton (1992) when
considering the results from research on groups, such as evidence
about the risk of smoking or the action of a drug, being applied to
individuals in the medical consultation, and is discussed further in
chapter two. This theme also links with the research question about
research methods, in particular the difference between quantitative
and qualitative research and the level of analysis used, for example,
people being considered as part of a group or as unique individuals.

Gorovitz and MacIntyre developed their ideas from the reality of
clinical medicine where "medical error not only occurs but seems
unavoidable" (Gorovitz and Maclntyre 1976:51) but around the
same time the science of "chaos" was developing with very similar
ideas, but from the discipline of experimental mathematics using
powerful computers. The science of complexity also emerged as a
development from "chaos" theory and has been used in
evolutionary biology and the study of social systems. Although the
ideas from these theories of "chaos" and complexity are not central
to this thesis, with its focus on women and HRT, during the process
of the research I found them helpful in understanding the limitations
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of research methods, making links between qualitative and
quantitative research methods and understanding the relationship
between different levels of analysis. As the concepts and
terminology from the theories of "chaos" and complexity are not yet
in common use in sociology or medicine, I introduce them in
appendix 1.

My experiences of conducting research on the boundary of
disciplines and learning from other academic disciplines
“ encouraged me to develop my third research question:

What have the disciplines of sociology, clinical general practice
and biomedicine with biostatistics to offer each other in terms of
answering the first two research questions and developing relevant
understanding of each other, and how can an interchange between
disciplines further understanding?

1.4 Conclusion

This chapter has described the development of the research
questions for this thesis. It has described the influences on the
development of the first research question for the thesis, including
my own background and training, political outlook and experience,
the structure of my own general practice, the ideas and support of
GP colleagues, opportunities for research created and developed by
others, personal contacts, experience in clinical practice, the
widespread promotion of HRT, government policy and the research
and publications of the wider research community. The first
research question has been demonstrated to be a social product,
influenced by the social context at the particular time it was
developed. The research question was however, developed by
myself as a researcher as an independent social actor, so was not
determined by the social context. As a researcher I had my own
values and norms, which influenced the research question. The
contrary nature of the idea that the research question is a social
product influenced by the social context, yet is not an inevitable
consequence of the social context, may have an analogy in the
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theories of chaos and complexity. "Chaos" theory would suggest
that if it was possible to measure all the influences on a system and
to compute their interactions, the outcome, in this example the
research question, could be shown to be inevitable, but the
measurement and computation is not practically possible, and even
in the future is unlikely to become possible. The outcome cannot
therefore be shown to be inevitable. However the theory of
complexity suggests more than that; there are emergent properties
that cannot be explained by looking at the detail of their make up,
even if this was practically possible. The emergent properties of
individuals may include the ability to take decisions and perform
social actions that alter the social world that are not an inevitable
consequence of the context. However, the social context does
influence social action, and the research question developed about
women and HRT was prompted by what was happening at a
specific time and place and involved particular people. Clarity
about the social context for research can increase the sociological
understanding of research, as sociology attempts to understand
society, and the clarity may also reduce misunderstanding between
disciplines. Developing the theme of the importance of the social
context for research has been a central task for this chapter and
contributes to both the second and third research question. The
influence of the social context on the research process is considered
further in the course of this thesis.

This chapter has also provided background for the remainder of the
thesis and has introduced the other themes of the thesis. The
starting point of the thesis is the exploration of women's
perspectives on HRT with the aim of presenting the results of this
research to general practice. However other issues about research
have developed as important themes for the thesis, including
questions about measurement, the use of models, and the levels of
analysis used in research. The research carried out on women's
perspectives on HRT is used, in the thesis, as a framework from
which to explore and develop these other issues.
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In the thesis each chapter tackles the three research questions, but
focuses on certain aspects of them. The overall structure of the
thesis follows the process of the research on women's perspectives
on HRT. Chapter two examines the disciplines of biomedicine and
biostatistics, general practice and sociology in the context of HRT.
Chapter three describes and discusses the postal questionnaire
survey method and chapter four its results. Chapter five describes
the use of the survey results in developing models of what
influences women to take HRT, and in cluster analysis. Chapter six
describes and discusses the method for the interview study that
followed on from the survey and chapter seven its results. The
conclusions of the thesis are drawn together in chapter eight where
ideas for potential future areas of research are also developed.
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Chapter Two

HRT: medical and sociological perspectives
2.1 Introduction

This chapter aims to provide background to the research question
about women's attitudes to HRT by discussing the provision of
HRT in general practice and by examining medical and sociological
literature relating to HRT.

In the next section, a study of the use of HRT in the researcher's
own general practice provides background to a discussion on HRT
provision for women in general practice, including the complexity
of the decision to take HRT and the "compliance" of women taking
HRT. Issues from doctor-patient consultations about HRT are then
looked at more broadly in the remainder of the chapter.

Looking at medical and sociological perspectives on HRT provides
background for the thesis, although of a different type to that
discussed in chapter one where the focus was on the social context
for the research, and tackles the research question about how the
disciplines of biomedicine with biostatistics, clinical general
practice and sociology understand each other. The disciplines of
biomedicine and biostatistics are grouped together in the research
question, but in this chapter they are distinguished and discussed
separately as they have different assumptions and their evidence is
used in different ways in clinical general practice. This chapter
examines the nature of biomedicine and biostatistics and its
evidence about HRT by looking at examples of a biomedical paper
and a biostatistical paper rather than attempting to give an overview
of the vast biomedical and biostatistical literature on HRT. The
social contexts of the development of biomedical evidence and
biostatistical evidence on HRT are considered, and a sociological
analysis given of biomedicine and biostatistics in the context of
HRT. The use of biomedicine and biostatistics in clinical general
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practice is then considered. This chapter therefore looks at each
side of the triangle connecting the three disciplines of sociology,
clinical general practice and biomedicine, and the triangle
connecting the three disciplines of sociology, clinical general
practice and biostatistics. However, for each triangle, and on each
side, the analysis is of the view facing only one direction.
Discussing the social determinants of biomedicine and biostatistics
and the sociological analyses of these disciplines involves looking
from sociology towards biomedicine and biostatistics. Examining
the way clinical general practice uses evidence from biomedicine
and biostatistics involves looking from clinical general practice
towards biomedicine and biostatistics. In the course of the chapter,
a general practice response to the sociological analyses of medicine
is offered, which involves looking from general practice towards
sociology. The question of how biomedicine and biostatistics view
sociology and general practice is not tackled in this thesis and a
sociological analysis of the discipline of general practice is not
explored in detail, although strands of this analysis are used.

2.2 The provision of HRT in general practice

Over the past ten years the provision of HRT has become one of the
most commonly discussed issues in general practice. The clinical
uses of HRT are described in appendix 0. It is reported that at the
time of the menopause 85% of women experience hot flushes and
30% describe them as severe. Ten years after the menopause, hot
flushes are still experienced by 57% of women and for 7% they are
severe; vaginal dryness is experienced by 40-45% of women four to
ten years after the menopause (Oldenhave and Netelenbos 1994).
The rate of use of HRT, as assessed in general practice, varies from
10% of women aged 40-65 years (Spector 1989) to 20% of women
aged 40-60 years (Coope and Marsh 1992). This contrasts with the
experience, described in chapter one, of HRT being available only
in pioneering specialist menopause clinics in the early 1980s. The
reported rates of use of HRT do not distinguish its use for the relief
of menopausal symptoms from its use to prevent osteoporosis and
CVD. In the last five years, the use of HRT for prevention,
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particularly to prevent osteoporosis, has been the subject of very .
intense promotion and discussion in general practice.

In 1993, with the assistance of the local Medical Audit Advisory
Group, the researcher collected data on the prescribing of HRT in
her own practice for comparison with the published data on the use
of HRT, and to increase understanding of the provision of HRT in
general practice, in particular whether women take the HRT
prescribed (Griffiths and Convery 1995). The study method and
results are presented in appendix 2. The proportion of women aged
40-59 years taking HRT was similar to that reported by Coope and
Marsh (1992) and was also similar to that found in the
questionnaire survey described later in the thesis. The proportion of
women who had had a hysterectomy and bilateral oophorectomy
when aged under 52 years who were taking HRT was 71%, much
higher than the 30% reported by Spector in 1989. This higher rate
may have been partly because of action taken in the practice
prompted by Spector's report.

In medical literature compliance had been raised as a "problem" for |
HRT promotion as many women seem to stop taking HRT within a
few years, so not gaining the possible preventive effects (Coope and
Marsh 1992 Wren and Brown 1991 Ryan, Harrison, Blake and
Fogelman 1992). Through the repeat prescribing system of the
practice, it was possible to look at patients' compliance with HRT,
as suggested by whether the women collected their prescriptions.
There is evidence that many prescriptions are never taken to the
pharmacy to obtain the drugs (Beardon, McGilchrist, McKendrick,
McDevitt and MacDonald 1993), and drugs obtained may not be
taken, so collection of prescriptions is not a true measure of
compliance. Doctors have tended to study compliance as a problem
residing with the patient, whereas Trostle has suggested that
compliance is "better approached as an ideology supporting the
authority of medical professionals” (Trostle 1988). It could be
argued that HRT is something women can choose to take or not,
balancing any immediate or potential benefit, their own feelings and
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ideas about medication and any side effects or potential risks of the
medication.

When publishing the results of this study in the British Journal of
General Practice (see Box 2.1) we discussed compliance,
emphasising the need for balancing the risks and benefits of therapy
and for GPs to ensure women have the information they need to
decide on the appropriate balance for them. This call for doctors to
explain the risks and benefits of HRT to their patients is one that is
repeatedly made in the medical literature (Grady, Rubin, Petitti,
Fox, Black, Ettinger, Emster and Cummings 1992; Sinclair, Bond
and Taylor 1993; Medicines Resource Centre 1993). Whereas
compliance implies acceptance of a doctor's instructions, providing
women with the medical information and allowing them to make a
decision about taking therapy for themselves is closer to the model
of concordance suggested more recently:

The patient's task is to tell the doctor his or her health beliefs and
the doctor's task is to enable this to happen. The doctor must
also convey his or her (professionally informed) health beliefs to
the patient. The intention is to form a therapeutic alliance - to
help the patient make as informed a choice as possible about the
diagnosis and treatment. Although this alliance is reciprocal, the
most important determinations are made by the patient (author's
own brackets) (Marinker 1997: 747-78).

The conclusion from the study report (Box 2.1) also recognises that
"just as all prescribing is an experiment carried out by the doctor so
all medicine taking is an experiment carried out by the patient"
(Marinker 1997:748 discussing Horne 1997). The idea of
prescribing as an experiment has been discussed in section 1.3.3
and this idea, from the perspective of the GP, is returned to later in
this chapter. From the women's perspective, balancing of the risks
and benefits of HRT is explored in later chapters. The call to
provide women with information about risks and benefits of HRT

may seem
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When women are taking HRT for menopausal symptoms, compliance is
not a worrying issue as the therapy is for the relief of symptoms. Each
woman can decide for herself if the symptoms she is experiencing
warrant taking therapy. However, when it is intended for prevention,
poor compliance may reduce effectiveness. If the risks and benefits of
therapy are understood by women, they can control for themselves the
balance between effective prevention and any worries or problems about
taking it. General practitioners need to ensure that the risks and benefits
are explained clearly to women so that they can make informed decisions.
However, for health policy and planning a measure of likely compliance
with long-term therapy is important for estimating effectiveness. As well
as knowing how many women start but do not continue with therapy, this
study provides data on whether women seem to be taking the therapy
continuously or-not. The indication for long-term therapy is clearest for
women with a premature menopause. In this study, among the women
with a surgical premature menopause, the uptake rate was high and three
quarters of women then took it continuously. There was only a small
number of women taking therapy for osteoporosis prevention who had
not had a hysterectomy so these estimates of compliance are limited.
There may have been women for whom therapy was initially prescribed
for menopausal symptoms but who continued it with osteoporosis
prevention in mind. None of these were identified from the records.
Only a fifth of women taking therapy for menopausal symptoms
apparently used it intermittently so the continuity of therapy would be
effective for prevention, although the duration may not.

For some women, menopausal symptoms can persist for many years
(Oldenhave and Netelenbos 1994) so long-term use, apparently for
menopausal symptoms, is to be expected. However, the two issues,
symptom control and prevention, may not yet be clearly differentiated
and recorded.

Available guidelines advise a consideration of risks and benefits for each
individual (Grady, Rubin, Petitti, Fox, Black, Ettinger, Ernster and
Cummings 1992; Medicines Resource Centre 1993). Therefore, clear
discussion and recording of those are needed when HRT is started or
continued for prevention. Women who have decided to take therapy
appear to take it consistently and so effectively for prevention. Whether
women want to take HRT at all will constrain its use in prevention.

Box 2.1 Discussion of women's use of HRT (from Griffiths and
Convery 1995:357)
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to imply that appropriate evidence on this is available to the medical
profession and could be made available to women to inform their
decisions. This implication is now explored by examining the
nature of the evidence available, how it can be used and the
problems faced in clinical general practice by the doctor and patient
when considering HRT.

2.3 The paradigms of biomedicine and biostatistics
Scientific paradigms have been described as follows:

scientific paradigms are frame-works of formal knowledge that
members of a given scientific community share, mainly due to
having undergone similar education and professional initiations;
to sharing a common professional language, rules of evidence,
and conceptual schemes; and to relying on the same professional
literature and communication of the same scientific community
(Kuhn 1970:176 cited in Freund and McGuire 1991:204).

Clinical medicine uses evidence mainly from the biomedical and
biostatistical paradigms although other disciplines also contribute.
These two paradigms are often used together when examining a
research question or managing a clinical problem. However, in this
chapter biomedicine and biostatistics will be examined separately as
they have different histories and different impacts on clinical
general practice. Sociological analyses of the two paradigms
overlap, although more recent analysis has separated biostatistics
from biomedicine.

The medical profession has used biomedical ideas and research
much longer than it has used biostatistics. The concepts and
evidence of biomedicine are part of all Western clinical practice,
including general practice. Biomedicine has been described as
"reduc(ing) illness to a biological abnormality inside the body" and
invests resources in the "careful examination of anatomical and
physiological processes, both normal and abnormal, to identify the
pathological basis of many diseases" (Armstrong 1994:1).
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. Biomedicine is a science of reductionism, where it is assumed that
illness can be explained in terms of the detail of disordered bodily
functions, and it assumes a mind-body dualism: "physical diseases
are presumed to be located within the body....... (and) the body can
be understood and treated in isolation from other aspects of the
person inhabiting it" (Freund and McGuire 1991:226).
Biomedicine also assumes that each disease is caused by a specific,
potentially identifiable agent or cause (Freund and McGuire
1991:227) so diseases come to have specific labels (Morgan,
Calnan and Manning 1991:13). When a cause of illness is
identified at the organisational level of cell biology or biochemistry
and a remedy found, it is assumed that the remedy ought to be
effective in all individuals with the illness (Tanenbaum 1994). The
metaphor often used to describe the body in biomedicine is that of
the body as a machine with specialised parts which can be repaired
by attention to the particular part that is malfunctioning (Freund and
McGuire 1991:227-28). It is argued that this metaphor is part of the
reason why biomedicine emphasises the responsibility of the
individual in exercising control, in order to maintain or restore
health (Freund and McGuire 1991:228).

In contrast with reductionism, the science of complexity suggests
that an individual is more than the sum of the biochemical
structures and processes from which it is formed. One level of
organisation of a complex system, in this example the individual,
cannot be fully explained in terms of a lower level of organisation,
such as biochemistry, as the complex system has emergent
properties (Gorovitz and MacIntyre 1976).

The distinction, in terms of ways of thinking between the
biomedical approach and the biostatistical approach is not clear cut,
but whereas biomedicine looks at the detail of a process and
assumes that this can be generalised to all individuals, biostatistics
studies groups of patients and the results are in terms of statistical
measures. Biostatistics includes epidemiology, randomised
controlled trials, surveys, cohort studies and case control studies
and the results give the probability of a treatment working or the
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risk of developing a disease or dying for the group, which is then
extrapolated to the population. Biostatistics does not establish
outcome for an individual (Marinker 1994).

As mentioned above biomedicine and biostatistics, as ways of
thinking, can not always be clearly distinguished. For example,
both approaches may be used in one study, such as the observation
of a group of people in a laboratory where biochemical
measurements are made and statistically analysed. The laboratory
sciences, which inform biomedicine, use mainly experiments in
their contribution to biomedicine where a hypothesis is developed
then tested in controlled conditions. The randomised controlled
trial, a biostatistical method, is also a form of controlled
experiment, originally developed for testing drug treatments.

Despite the overlap of methods and sharing of evidence between
biomedicine and biostatistics, the type of question and the models
used by the two types of medical research can be distinguished, as
summarised below by Tanenbaum. The group she calls medical
realists is analogous to those taking the biomedical approach and
those she calls medical empiricists are analogous to those working
with biostatistics.

Schools of Medical Thought (Tanenbaum 1994:30)

Realism ' Empiricism

Ontological questions Epistemological questions
Deterministic/mechanistic models Probabilistic models

Laboratory or bench science Effectiveness research, including

outcome studies and clinical trials

Tanenbaum expands on this summary as follows:

Medical realists believe they can know, and conduct themselves
so as to know, what actually occurs when someone gets sick or
gets well. Empiricists concern themselves only with what they
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can observe, measure and manipulate statistically; they aspire
only to the demonstration of relationships, not to the
understanding of cause and effect (ibid.).

Biostatistics has been referred to as "outcomes research”
(Tanenbaum 1994), and are the forms of evidence favoured by the
movement within the medical profession known as Evidence Based
Medicine (EBM) (Sackett, Rosenberg, Muir Gray, Haynes and
Richardson 1996). The idea behind EBM has been summarised as

- follows:

A NEW paradigm for medical practice is emerging. Evidence-
based medicine de-emphasises intuition, unsystematic clinical
experience, and pathophysiological rationale as sufficient
grounds for clinical decision making and stresses the
examination of evidence from clinical research (authors' capitals)
(Evidence-Based Medicine Working Group 1992:2420).

The EBM movement uses a hierarchy of evidence with randomised
controlled trials at the top, case control and cohort studies next then
uncontrolled studies and consensus (Eccles, Clapp, Grimshaw,
Adams, Higgins, Purves and Russell 1996). This hierarchy has
been accepted by the Cochrane Collaboration in the UK whose
mission is to "prepare, maintain and disseminate reviews of the
effects of health care" (Cochrane Collaboration leaflet 1995). The
acceptance of this hierarchy has prompted a great deal of
controversy within the medical profession (James 1996; Smith
1996; Smith and Taylor 1996).

For a group of people it is possible to predict outcome in terms of
statistical measures. For example the proportion of a group
responding and not responding to an intervention can be expressed
as a measure of probability for each group member. However this
does not predict outcome for the individual group member. The
science of "chaos" provides a model to explain why prediction for
an individual is not possible. Computer models have shown how
very small differences in initial conditions can become magnified to
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produce very different outcomes. In reality it is not possible to
measure these differences in initial conditions to infinite accuracy
and so outcome is not predictable. Even if it was possible to
measure small differences to infinite accuracy, the calculation of
outcome may be too difficult (Cohen and Stewart 1994:189-190).
So although biostatistics can give a probability of how many
individuals in a certain group will respond to an intervention, for
each individual it is not possible to predict outcome as initial
conditions can vary in unmeasurable ways.

To sum up, clinical medicine uses both biomedicine and
biostatistics, paradigms that can be distinguished although their
methods and results are often used together. The two paradigms
use different assumptions and provide different types of evidence
for use in clinical medicine. The theory of "chaos" highlights the
limitations of biostatistics and the theory of complexity challenges
the assumptions of biomedicine. The paradigms of biomedicine
and biostatistics are examined separately in the following sections
of this chapter.

2.4 Types of evidence about HRT from biomedicine

To illustrate the type of evidence derived from biomedicine for the
use of HRT, a paper written jointly by a gynaecologist and an
endocrinologist will be described and analysed (Oldenhave and
Netelenbos 1994). The paper was chosen because it appears to give
a thorough review of the type of biomedical evidence available.

Entitled "Pathogenesis of climacteric complaints: ready for
change?" (ibid.), this paper assesses how the existing evidence
about the menopause and HRT may give clues about potential
directions for future research on the role of chemicals in the body,
called interleukins, in the symptoms and bodily changes of the
menopause. The authors use a reductionist way of thinking,
assuming a specific aetiology for the symptoms and the separation
of body and mind.
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The type of evidence quoted in the paper is mainly reductionist.
The paper assumes the reader knows and accepts the current
biomedical understanding of anatomy, physiology and biochemistry
as taught to medical students. It does not mention evidence from
the study of anatomy, but this forms part of the background. It does
discuss the study of the microscopic structure of the body,
describing the role of osteoclasts (a type of cell found in bone).
Evidence is also used from in vitro experiments where cells from
human tissue are cultured in the laboratory and their responses to
different chemicals, including those found in the human body, are
measured. The paper also quotes evidence from research on
animals such as mice and monkeys where changes such as heart rate
and blood vessel size are measured after injections of hormones.

Evidence quoted in the paper about the normal functions of the
human body includes studies of well women. This involved taking
blood samples from many women and analysing the constituents. It
also mentions the monitoring of well women in laboratory settings.
Changes in blood flow, body temperature, the brain's electrical
activity, as well as hormone level changes in the blood, were
monitored to increase the biomedical understanding of hot flushes.
This type of monitoring was also done with women who had a
hysterectomy or who are on HRT, to assess the effects of these
interventions.

The paper also refers to a number of surveys of women about
menopausal symptoms, used to establish the frequency and severity
of symptoms that women suffer. The surveys are extensions of
clinical observation where the doctor observes patterns of
symptoms and signs and describes these patterns as diseases. This
process of describing disease predominated in the nineteenth
century before the causes or pathology of the diseases were known
and was an important precursor to the search for specific causes of
disease. The surveys extend the observation beyond the population
attending doctors to the whole community, and is part of what has
been termed surveillance medicine (Armstrong 1995).
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The paper by Oldenhave and Netelenbos (1994) illustrates the use
of biomedical evidence in helping to increase understanding of the
menopause and the role of HRT. The biomedical disciplines used
in producing the evidence for this paper are anatomy, histology and
biochemistry, endocrinology and physiology, involving methods
such as invitro studies, animal studies, and laboratory studies of
humans, and clinical observation. It also refers extensively to
biostatistical studies, a form of evidence described and analysed in
sections 2.8, 2.9 and 2.10.

2.5 Social influences on the development of a biomedical model
of the menopause and the role of HRT

The sociology of medicine has included the study of the rise of
biomedicine and the social factors that contributed to its
development. These include the search for clinical signs through
clinical examination aided by technological developments such as
the stethoscope, the acceptance of post-mortems to identify
precisely the disease that caused death and the development of
clinics and hospitals where many patients could be observed and
treated (Armstrong 1994; Charlton 1993). In this section, the social
factors that affected the development of the medical understanding
of the menopause and the use of HRT, through the development of
a plentiful and reliable supply of female sex hormones in the
twentieth century, will be discussed.

It has been suggested that the relatively low social status of women
in a patriarchal society, linked with the idea of female frailty, has
been a factor in making women and their complaints more
amenable to clinical observation than men (Turner 1987:99 and
110). The existence of gynaecology clinics seems to have enabled
the research and testing of female sex hormones to develop more
rapidly than that of male sex hormones, as the equivalent ofa
gynaecology clinic for men did not exist (Oudshoorn 1994:110). It
can be argued, from a clinical view, that gynaecology clinics existed
because of real need including the disability caused by prolonged
heavy menstruation and severe menopausal symptoms, as well as
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life threatening problems such as ectopic pregnancy, post
miscarriage haemorrhage and cancers of the reproductive system.
Some of these problems affect young women and, until the advent
of AIDS, there were no equivalents for young men except war and

accidents.

Gynaecologists had studied the role of the ovaries in female
disorders before the field of sex endocrinology developed in the
first decade of the twentieth century, but this research had been
limited by a taboo on the study of human sexuality (Oodshoon,
1994:20). Taboos and social morality affected the way research
into sex hormones continued throughout the twentieth century.

Research into sex hormones was also guided by the previous
training and experience of the researchers and by practical
considerations. During the first three decades of the century, the
supply of sex hormones limited research as the hormones were
extracted from testes and ovaries which came from slaughter houses
(Oodshoon, 1994:68). However when the hormones were found to
be present in urine, the supply of "female" hormones increased as
this was collected in antenatal clinics from pregnant women
(Oodshoon, 1994:74). Collecting male urine was more problematic
although it was attempted in military barracks, but was not very
successful (Oodshoon, 1994:77). Laboratory scientists came to rely
on pharmaceutical companies to gather the raw material for
research and the discovery that the urine of pregnant mares was a
rich source of "female" sex hormones was commercially very
important as this was a relatively cheap source (Oodshoon,
1994:74). By the 1930s the hormones had been chemically isolated
* by biochemists and began to be synthesised, resulting in a reliable
supply of a pure form of oestrogen that could be taken orally. This
enabled clinicians to extend their use and testing of oestrogen (Bell

' 1987).

The measurement of sex hormones was by biological assays of
which there were many, but standard measures were chosen by
international conference. For "female" hormones the standard
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assay was a vaginal smear test of rats or mice inj ected with the
hormone (this area of research led to cervical smear screening for '
women). For "male" hormones the standard assay was the size of
comb developed by a rooster injected with the hormone. The
choice of test was another practical reason why research on "male"
hormones did not develop as fast as that on "female" hormones:
"the keeping of roosters is rather inconvenient” (Oudshoorn
1994:51) whereas rats and mice were more easily kept. A test using
rats and mice did eventually take over as a standard test for the
"male" hormone (Oudshoorn 1994:52).

The different groups involved in the research - laboratory scientists,
pharmaceutical companies and clinicians - developed networks that
were vital to continuing the work, and the importance of the
different groups kept changing, pivoting around access to raw
materials and research methods (Oudshoorn 1994:81). Clinicians
were ambivalent about the incorporation into clinical practice of the
results of the laboratory research on sex hormones. On the one
hand they saw the research as enabling gynaecology to become
more "scientific", yet they wanted to continue to see patients as
individuals, using "science" along with clinical judgement, and
were wary of becoming dependent on the laboratory for clinical
diagnosis and treatment (Bell 1987).

Bell (1987) studied the writings of 37 physicians who were leading
figures in the development of the clinical use of oestrogen,
published between 1938 and 1941. The extracts quoted by Bell
(1987) not only illustrate the ambivalence of gynaecologists about
the use of "female" sex hormones as discussed above, but also an
ambivalence about science in general. Bell suggests that the
gynaecologists writing at the time "questioned whether science
could adequately explain the problems of individual patients”
(1987:536), a view consistent with the ideas of uncertainty and
complexity from the science of "chaos" and complexity, and they
questioned the "value of "mass statistics" in the practice of
medicine" (1987:537), a view similar to the dilemma facing all
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clinicians of how to apply the results of biostatistics to an individual
(Gorovitz and Maclntyre 1976; Willis 1995:24).

Many social factors influenced the development of the use of sex
hormones in medicine. As Oudshoon concludes:

sex hormones may best be portrayed as a mixed blessing. The
implication of my remarks is not a cultural or technological
pessimism but rather that we need to understand science and
technology with all its tensions and ambiguities. My argument
throughout this book has been that bodies and technologies are
not unequivocally determined by nature. Medical technologies
do not necessarily have to be the way they actually are
(1994:151).

Oodshoorn seems to imply that it is assumed that bodies and
technologies are determined by nature. Maybe there are people
who believe this, but it may also be that this impression is given
because people use this type of language as a way of understanding
the world. Willis argues that specialists may have a distorted view
of the world due to their exclusive approach to a subject, shutting
out the context and surroundings of their subject (Willis 1995:22).
In general practice it seems very apparent that "medical
technologies do not necessarily have to be the way they actually
are”. For example as technologies or drugs developed by specialists
come to be used in general practice, the way they are used tends to
be adapted.

In summary, the development of female hormones for use in
clinical medicine was influenced by cultural, social and economic
factors, the ideas and motivations of the laboratory and clinical
researchers, and by practical problems such as the supply of raw
materials and laboratory animals. Influences of a similar nature
may continue to affect the use and promotion of HRT in clinical

medicine.
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2.6 Sociological analysis of the biomedical approach in the
context of the menopause and HRT

The sociology of medicine of the last three to four decades has
analysed clinical practice mainly based on biomedicine. Sociology
includes many different theoretical approaches and its analysis of
biomedicine reflects this (Gerhardt 1989:xxii). This section
examines how different sociological analyses can illuminate the
development of the use and promotion of HRT.

Sociologists have pointed to "a basic assumption of the scientific
paradigm that medicine is objective and value-free" (Morgan,
Calnan and Manning 1991:15). Having taken that assumption to be
present, sociologists then question it. In this section four major
theories will be described, based on the analysis presented by
Morgan, Calnan and Manning (1991:23-37), and examined in the
context of the menopause and HRT. The four theories are
medicalisation, social constructionism, functionalism and Marxism.
Although developed as distinct theses there is overlap between
them so the medicalisation theory will be discussed in most detail
then the others examined for their additional contributions.

2.6.1 Medicalisation

Medicalisation of the menopause has been commented on by
several writers. For example:

While menopause is a normal biological process, in the last fifty
years it has come to be seen as a medical problem in the United
States and many other Western societies. The Western
biomedical literature generally treats menopause as an estrogen
deficiency disease (Freund and McGuire 1991:209).

Bell (1987) argues that the process of medicalisation of the
menopause started back in the 1930s and 1940s, prompted by the
development of oestrogen as an accessible drug for gynaecologists.
Foster discusses the medicalisation of the menopause and its
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characterisation as a deficiency disease and points out that there is
no established correlation between hormone levels and one of the
major symptoms of the menopause, hot flushes (Foster 1995:67).

This lack of correlation was also noted as evidence for the need to
look for new directions for research into the endocrinology of the
menopause in the biomedical paper by Oldenhave and Netelenbos

(1994).

Freund and McGuire summarise the process of medicalisation of
the menopause as follows:

The definition of menopause as a deficiency disease resulted
from the efforts of a small elite of specialists, together with the
development of a disease aetiology that lent itself to medical
management and the promotion of a pharmacological agent that
could be used in the treatment of the newly created disease
(1991:210).

Foster (1995) also gives an account of how doctors have been
involved in the medicalisation of the menopause and, in a similar
way to Freund and McGuire, she identifies two social forces
contributing to the medicalisation of the menopause, doctors
themselves and pharmaceutical companies. Although Foster quotes
evidence for the effectiveness of HRT for the relief of severe |
menopausal symptoms (Foster 1995:73) she is concerned about
more widespread use of HRT by women with only mild symptoms
or none (Foster 1995:73-85), suggesting that women have become
afraid of osteoporosis particularly through media coverage
promoted by the drug companies. Foster points out that these
companies have a financial interest in the increased consumption of
HRT. Other proponents of the theory of medicalisation see the
medical profession as actively extending its influence over areas of
life not previously seen as its concern (Morgan, Calnan and
Manning 1991:23). Bell's research (1987) supports the suggestion
that a small elite of specialists influenced the process of
medicalisation of the menopause. However both Foster (1995:66-
85) and Freund and McGuire (1991 :210) comment on the differing



Griffiths, FE. 1997 Chapter Two 62

approaches of specialists and GPs. By distinguishing a difference
between specialists who may actively promote HRT (Foster
1995:71) and GPs who have been more reserved (Foster 1995:72)
Foster shows how, although the sociological model of
medicalisation of the menopause by the medical profession is
persuasive, there is variation within the medical profession and so
the reality is more complex than the model might imply.

Two themes within the theory of medicalisation will now be
explored, firstly Illich's theme of iatrogenesis, then the theme of
medicalisation to control disruptive behaviour

Clinical, social and cultural iatrogenesis

Tllich, a proponent of the theory of medicalisation, describes the
medical establishment as a major threat to health (Illich 1990:11)
and describes three forms of iatrogenesis. Clinical iatrogenesis is
where doctors cause sickness with their interventions and, although
claiming to have interventions which improve health, actually
provide little improvement to the health status of the community,
most of which comes from the basic provision of food, clean water,
socio-political equality and some low technology interventions such
as hygiene (Illich 1990:21-44). Social iatrogenesis occurs through
the impact of the medical organisation on society through, for
example, the labelling of people as ill, making sickness the only
escape from stressful or demeaning industrial work, and making
suffering, mourning and healing outside the patient role a form of
deviance (Illich 1990:49-56). Cultural iatrogenesis "sets in when
the medical enterprise saps the will of people to suffer their reality
... to express their own values, and to accept inevitable and often
irremediable pain and impairment, decline and death” (Illich
1990:133). By taking control of these areas of life medicine allows
societies' traditional ways of coping to be forgotten (Illich
1990:138). Illich sees iatrogenesis as one aspect of the dominance
of industry over society (1990:215).

From a clinician's perspective, these criticisms can provide a useful
model for looking at the phenomenon of HRT. There are many
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uncertainties about HRT and its effectiveness varies amongst
individuals, as is the case for many medical treatments. HRT is
probably not a safe and effective treatment for everyone so there is
a danger of clinical iatrogenesis. However, HRT can make a big
difference to some women's lives and may be important in
preventing osteoporosis and CVD for some. Illich's analysis is of
society, social forces and social organisations and so cannot easily
take into account the desire to relieve an individual person's distress
in specific circumstances, although his analysis may help to explain
how or why the distress arises. Foster's sociological analysis of
HRT seems to try to take into account the use of HRT to relieve
individual distress (Foster 1995:67-84).

Illich's analysis points to a danger of HRT being seen as a treatment
for everyone, and the menopause being seen as a medical problem.
This form of social iatrogenesis has been advocated (Toozs-Hobson
and Cardozo 1996), but also contested from within the medical
profession (Bewley 1996; Marshall 1996).

Ilich's cultural iatrogenesis may occur for a number of reasons.
Responding to an individual's distress by giving HRT for
menopausal symptoms, may contribute to cultural iatrogenesis as
removing the suffering may remove a woman's will to seek social
changes such as increased social acknowledgement of the
menopause, or working conditions that allow more flexibility for
coping with symptoms. This is a dilemma for those doctors who
are aware of this process as, by attempting to help an individual
patient as best as they can, they may contribute to social trends that
are not good for the health of society in general. For illness
prevention, the changing levels of hormones that occurs at the
menopause is just one of many factors that contribute to the risk of
osteoporosis and CVD. Other factors include exercise, smoking,
diet and family history of these diseases. Community action and
self care can make an impact on some of these, but the promotion of
HRT could well distract individuals, institutions and the state from
attending to diet, exercise and smoking. Public health doctors who
are not involved with the care of individual patients may be in the
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best position to help counter this problem through the promotion of
individual lifestyle changes and lobbying for socio-economic
changes including the upholding of human rights (Mann 1996).
Medicalisation of the menopause has been criticised, particularly by
feminists, who have proposed alternative treatments to HRT such as
exercise and dietary regimes, seeking support from other women
and understanding women's social pressures (Greer 1992; Phillips
and Rakusen 1989). These approaches resonate with Illich's idea of
allowing traditional ways of coping to flourish, but are often
difficult for individuals because of lack of resources, which again
raises questions about socio-economic equality. The ability of
women to cope without HRT may become less if women become
dependent on it, in the sense of a physical drug dependence.
Whether this actually does occur is being debated within the
medical profession (Bewley and Bewley 1992; Whitehead and
Stevenson 1992; Compston 1992; Studd 1992; Griffiths 1995).

Controlling disruptive behaviour

Medicalisation has been regarded as "serving particular interests in
society” (Morgan, Calnan and Manning 1991 :24) including the idea
that medicalisation is a way of controlling disruptive behaviour.
There are a number of ways that the menopause and post-
menopause can be seen as disruptive behaviour and this
phenomenon can be modelled at different levels of analysis: the
individual woman and her social networks, the state and state
provision of health care and the power structures of the social
system as a whole.

Morgan et al. describe medicalisation, using mental illness as an
example, as follows:

the labelling of people as mentally ill occurs not because of the
exercise of political power but because people are in fact
unintelligible to their own friends and families as well as to the
powerful ....... unintelligibility is particularly threatening to the
dominant twentieth century value of rationalisation (Morgan,
Calnan and Manning 1991:26-27).
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The feeling of being apparently unintelligible to friends and family
is something the researcher, as a GP, has heard from women when
talking about their experience of the menopause. At the level of
analysis of family and social networks, HRT could be seen as a way
of controlling the unintelligible behaviour of peri-menopausal
women. Martin conducted a series of in depth interviews with
women, and in her analysis proposes that hot flushes seem to be
connected with embarrassment as the flushes reveal the menopause
publicly (Martin 1987:166-78). Martin comments that young
women tend to see the menopause as a time women go out of
control where as older women tend to see it as a time of reduced
anxiety about pregnancy, less hassle with menstruation and
increased energy and potential. From experience in general practice
and from the interview study described in chapter seven, this is
sometimes reversed as some older women describe themselves as
feeling out of control with their menopausal symptoms, and some
young women look forward to the ceasing of menstruation and the
need for contraception. However Martin's evidence adds to the idea
that the menopause may be seen as something in need of control
with HRT as a solution.

The definition of what is disruptive behaviour is controlled by
"society's power holders" (Morgan, Calnan and Manning 1991:25-
26) and in the context of HRT, an example of disruptive behaviour,
as defined by those with economic and political influence over the
health service, could be that of a woman who does not take
measures, such as HRT, to prevent osteoporosis and has a fracture
of the neck of femur in her 70s. The incidence of fracture of the
neck of femur increases rapidly with age (Grimley Evans 1993) and
almost without exception, someone with a fracture of the neck of
femur will have it surgically pinned. This surgery is sometimes
portrayed as a major problem for the health service as, it is argued,
it uses up the budget of acute hospitals, it is very common and may
become more common as the population ages. The slow recovery
rate of patients means they may be in hospital several weeks. These
factors have prompted a debate on the economics of preventing
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osteopdrosis and so hip fractures (Pitt and Brazier 1990). In this
context, being elderly and having a fracture of the hip could be seen
as disruptive behaviour and so, the promotion of the idea that HRT
could prevent the hip fractures could lead to women who do not

~ take HRT being seen as displaying disruptive behaviour, the more
so if they then fracture their hip. :

Feminist writers have suggested how older women can fight back
"against ageism combined with sexism in society" (Foster 1995:81).
Through support from other women they can examine and name the
social and political pressures on them and see "personal problems as
at least political issues" (ibid.). Turner explores this theme,
examining why certain types of medical categories such as hysteria
and melancholy were used to regulate and control women in a
patriarchal social system (1987 :97-98). He moves on to examine
the current social system, describing it as "patrism", defined as
follows:

a culture which is based upon prejudicial beliefs and practices of
men towards women, but this system lacks a clear backing in law
or religion. Men and women remain unequal in the market place
but this is not fully sanctioned by an overarching system of
patriarchal values (ibid.).

Turner goes on to explore how, under patrism "women are more
likely to experience what I call "representational problems of the
self" " (ibid.) giving anorexia nervosa and obesity as examples of
this type of problem. Linked directly with these ideas is Turner's
discussion of the change of definition of conditions such as
melancholy and obesity from being a sin to a sickness, by
describing the treatments advocated by Cheyne (1671-1743), who
developed a diet and exercise treatment for melancholy, and
contrasting this with modern diets:

Whereas the diets of writers like Cheyne attempted to control the
inner body to promote a religious state of affairs, modemn diets,
cosmetics and other systems of body maintenance are aimed at
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the outer body: looking good is equivalent to feeling good in a
society based upon the dominance of the representational self
(Turner 1987:24).

Applying Turner's analysis to HRT, the change in social structure
from patriarchy to "patrism" has lead to a change in what is seen as
a medical problem. Under "patrism" the external visible self is seen
as problematic and this could include hot flushes, external signs of
ageing, and problems with sexual intercourse which, although not
publicly visible, are still part of a woman's external presentation.
These problems are portrayed as disruptive behaviour in the sense
that they do not conform with society's image of what is desirable
and the problems are therefore medicalised, with the provision of
HRT as the medicine. Some advertisements for HRT directed at the
medical profession have emphasised the preservation of a woman's
"femininity" and "sexuality” beyond the menopause with the use of
HRT (Bridgewater 1994), rather than the relief of symptoms
causing debility. This appears to be a direct attempt to persuade the
medical profession to see the menopause as a representational
problem for women.

Summary

Conrad identifies four basic conditions for medicalisation to occur
which can be used to summarise the medicalisation theory and its
relevance for HRT. The four basic conditions are:

(1) the traditional forms of control are inefficient or
unacceptable; (2) there exists some medical form of control by,
for example, drugs or surgery; (3) the problem must be
associated, even if in a rather ambiguous sense, with some
underlying organic cause; and (4) the medical profession must
accept the deviant behaviour as being within its jurisdiction,
while the greater the benefit of medicalisation to established
institutions the more likely it is to occur (Conrad 1975 discussed
in Morgan, Calnan and Manning 1991:27). |
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Conrad's first condition includes Illich's cultural iatrogenesis and
the menopause being seen as disruptive behaviour, the second
condition is met by the development of HRT, the third is the link
between the menopause and hormones, and the fourth condition is
met, to varying degrees, through the medical profession accepting
the menopause as a medical problem. The benefit of medicalisation
of the menopause to established institutions is exemplified by the
benefits it gives the pharmaceutical industry and to certain
specialists within the medical profession, particularly where income
depends on fee for service such as in the US where the provision of
HRT is linked with regular medical check ups.

2.6.2 Social Constructionism

Social constructionism is a critique of medicine that: "serves to
challenge the claim that modern medicine is technical, asocial and
value-free" (Morgan, Calnan and Manning 1991:33). The
description of the social determinants of the development of HRT in
the discipline of biomedicine in section 2.5 and the discussion of
medicalisation in section 2.6.1, have challenged this claim. In
general practice it seems very apparent that medicine is not
technical, asocial and value-free, and the social pressures that
impinge on general medical practice are often discussed, at least
informally. Sedgwick gives an example of a medical category as a
social construct that has particular relevance to osteoporosis, HRT
and general practice: "The fracture of a septuagenarian's femur has,
within the world of nature, no more significance than the snapping
of an autumn leaf from its twig" (Sedgwick 1982:30 discussed in
Morgan, Calnan and Manning 1991:29). Before surgical fixation of
hip fractures was widely available, hip fractures used to be known
as "the old lady's friend" as an elderly woman who fractured her hip
would become bedridden for about six weeks during which time she
was prone to bronchopneumonia and possibly death. However, a
hip fracture is now actively managed, almost regardless of the
general state of health of the patient. Many septuagenarians who
snap their femurs can benefit from surgical fixation. However, it is
when dealing with the people not included in the "many" that the
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social construction of the disease becomes apparent in general
practice. For example if a patient with severe senile dementia
(itself a terminal illness but one that can go on for years), living in a
nursing home, has signs that they have fractured their femur, the GP
feels almost obliged to send them to hospital for an X-ray to check
for a fracture, knowing that once in the hospital, if a fracture is
found, they will have it surgically fixed. Occasionally an
experienced doctor can, with the support of the nursing staff and
relatives, arrange for the patient to be cared for in bed until they
either succumb to bronchopneumonia or the fracture heals.
However social expectations are such that this rarely happens and
the GP bows to pressure for the patient to be sent to hospital.

From a general practice perspective this construction of a hip
fracture as a medical problem requiring intervention seems, as
discussed above, inappropriate for some individuals. However
checking the nursing perspective reveals quite different issues. A
septuagenarian with a fractured hip requires intensive nursing and
can suffer considerable discomfort when moved for nursing care.
The patient is prone, not only to bronchopneumonia, but to
distressing pressure sores. The nursing care can be made more
difficult if the patient is suffering from senile dementia. Operating
to fix the hip fracture avoids some of the distress for the patient and
many of the nursing difficulties. Thus examining the practical detail
of the situation for nurses reveals that operating to fix the hip
fracture may be an appropriate response.

In conclusion, as suggested by social constructionism, the use of the
technology of modern medicine involves judgements about its
appropriate use, and different groups and individuals may use
different values in making these judgements. These judgements are
also influenced by social pressures and the social consequences of
using medical technology. Modern medicine involves technology,
but it is not asocial and value free.
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2.6.3 Functionalism

The "functional importance of health for society was recognised by
Parsons who defined health as a person's optimum capacity for
effective functioning in their roles and tasks in society” (Morgan,
Calnan and Manning 1991:33). Parsons' description of the "sick-
role" was developed as a model "towards which behaviour tends to
conform" (Morgan, Calnan and Manning 1991:51), using the
medical process as an illustration of his general theory of social
systems. Parsons was implicitly critical of the biological idea of
illness and his "sick role" provided an alternative to the biomedical
model (Turner 1987:39). The idea of a "sick role” was that people
took on this role, usually legitimised by a doctor, and with it came
certain responsibilities for the individual that were intended to get
the person back to health as soon as possible, as well as the right for
the sick person to withdraw from normal social functioning while
sick. The "sick role" was part of society's system for minimising
the amount of illness and its disruptive effects on society by making
return to health and work personally and socially desirable
(Morgan, Calnan and Manning 1991:34; Turner 1987:57). The
context of Parsons' analysis was a society where individualism,
activism and achievement were valued (Morgan, Calnan and
Manning 1991:34; Turner 1987:55). In the UK, in the 1990s, the
pressures to return to "health and work" are different from those of
the US in the 1950s, as being unemployable by being certified sick
is economically better for many individuals, and politically better
for the Government, than being unemployed and looking for work.
The function of the "sick role" is therefore not always the same as
in Parsons' analysis. However it still tends towards Parsons' model
in some parts of the world of work. For example, where women are
working in jobs that have previously been held mainly by men and
the symptoms of the menopause such as hot flushes seem
unacceptable, women may accept medicalisation of the problem and
take HRT, legitimised by a doctor, as a way of maintaining
themselves in the job. This could be interpreted as accepting a
nsick role" in the sense that the symptoms become seen as sickness
and so the women, in taking this "sick role", become responsible for
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doing something about the symptoms, so they take HRT with the
agreement of their doctors. Women doctors take more HRT than
the rest of the population (Isaacs, Britton and McPherson 1995),
perhaps partly because of their greater access to information about
it. However the nature of their job may also make coping with hot
flushes very difficult, so prompting them to take more HRT than the
general population (Griffiths 1996). If women doctors accept the
medicalisation of the menopause and so see menopausal symptoms
as a medical problem, taking HRT would be a way of moving out of
the "sick role".

2.6.4 Marxism

Marxism sees the capitalist economic system as shaping definitions
of health and so has much in common with Illich's analysis.
Morgan, Calnan and Manning, describing Navarro's analysis,
suggest that the biomedical model with its emphasis on individual
intervention was encouraged by the industrial bourgeoisie as it
distracted attention away from social causes of ill health (1991:34-
35). This analysis is similar to the suggestion that HRT could
distract from the tackling of the issues of diet, smoking and exercise
at a social level (see section 2.6.1). Navarro sees a further function
of the medical system as encouraging the demand for consumption
and so sustaining the capitalist economic system, and proposes that
consumption is a response to the lack of control experienced by
workers in the workplace. This lack of control leads to a need to
look for self-realisation in the sphere of consumption (Morgan,
Calnan and Manning 1991:36). Certainly the promotion of HRT
has economic advantage for the pharmaceutical companies which,
in turn, helps sustain the capitalist economic system. Women may
consume HRT to feel more in control of their bodies, in particular
to maintain themselves within a work situation where they have
limited control, for example where they have to respond to the
demands of the public or where they can not keep stopping to
remove layers of clothing and open windows when they have a hot
flush. This seems to fit with Navarro's analysis, that consumption is
a response to the lack of control experienced by workers in the
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work place. At the level of analysis of society, by maintaining
themselves in their present work situation by taking HRT, it can be
argued that women contribute to the maintenance of work situations
where there is little worker control. However at an individual level,
taking HRT can be seen as a person maintaining some control over
their life by having some disposable income from their paid
employment.

2.6.5 Conclusion

The sociological models, when applied to HRT, hold a great deal of
explanatory power at their specific level of analysis, and increase
our understanding of HRT as a social phenomenon. The
sociological models, described in this section, have focused on
biomedicine, although many of the criticisms also apply to aspects
of medicine based on biostatistics. The discussion, in the context of
experience in clinical general practice, has revealed some issues
that do not fit the models well, particularly when analysis at the
level of a social system is then applied to individuals. The models
also fit less well where social phenomena are in the process of
evolving. For example, Illich's idea of social iatrogenesis with HRT
being seen as a treatment for everyone, is the subject of debate and
is not, at present, generally accepted. Examining the models of
social systems from the perspective of individuals and their
particular context, such as is found in general practice, can
contribute a reality to the sociological models which helps to clarify
their limitations. The sociological models can provide general
practice with a useful tool for analysis of its work that can
otherwise be difficult to achieve because of its focus on individuals.

2.7 The use of the biomedical model in general practice in the
context of the menopause and HRT

In the previous section sociological analysis has challenged the
claim that modern medicine is "technical, asocial and value-free”
(Morgan, Calnan and Manning 1991:33) and it has been argued that
general practice also does not make this claim for medicine.
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However the biomedical model is used in general practice, and
some of the ways it is used may lead an observer to conclude that
general practice does see medicine as "technical asocial and value
free". GPs themselves will also vary in the assumptions they make
and the amount of thought they give to such issues. This section
explores ways in which the biomedical model is used in general
practice consultations, rather than how the results of biomedical

research are used.

The biomedical model has become incorporated into lay models of
health and illness (Gordon 1988; Nettleton 1995:47) and a woman
attending a GP may use biomedical ideas in presenting her reason
for attending. In my clinical experience I have heard women use an
expression such as "I wonder if it is my hormones?" when
describing why they have come to see me. I would usually listen
further, not so much for why they think it may be their hormones,
but for the problem that is troubling them. Using "hormones" as an
entry to the consultation may help women feel that it is alright to
see the doctor as there is a "biomedical" question to ask. However,
it does not necessarily mean that the women believe their problems
are due to their hormones.

GPs may use biomedical ideas, such as the effect of hormone
levels, to provide an explanation for a patient as to why they feel
how they do, or why they should take, or at least try, the prescribed
medication. This involves telling the patient a story to help their
understanding of their problem. Using the biomedical model in this
way does not mean that GPs believe it entirely and without
question, but the story may help maximise the placebo effect
(Charlton 1993). This is the non-specific effect of medical
treatment and is affected by many aspects of the treatment including
the colour and taste of tablets and the "bedside manner" of doctors.
The effect is real and has been measured in various ways. Charlton

suggests that:

In most situations, in the general run of human illness - the
placebo effect seems to be the single most important factor in
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therapy ....... enough is known of the nature of placebo factors
for doctors deliberately to maximise them. This is as valid a part
of effective medicine as the application of group results (author’s
own highlights) (1993:13).

When consulted by a woman about menopausal symptoms, it may
be appropriate to use the idea of a reduced level of oestrogen as the
cause of hot flushes, even though it is not strictly true. Research
has not revealed an association between hot flushes and oestrogen
levels (Foster 1995; Oldenhave and Netelenbos 1994:67). Using
the idea about hormones may help reduce the woman's own anguish
and negative feelings about herself, or help separate out different
components of the mountain of problems she may be carrying, so
enable her to sort through them rather than be overwhelmed by
them. The biomedical model may also be used because the woman
herself uses it and seems to find it useful.

Although no association has been found between oestrogen levels
and hot flushes, it is not completely untrue that oestrogen has
something to do with hot flushes. The connection seems to be via
adjustments, during the menopause, of the hypothalamus (a centre
in the brain that affects hormone levels) (Oldenhave and
Netelenbos 1994). The complexity of the biomedical model used in
a consultation will depend on why it is used. When a simplé model
is used that is not precisely true, the GP is not lying in order to
dupe the patient, but using "controlled lying" or "slippage" as Willis
calls it (1995:57), in a way that hopefully will help the patient.

Clinical experience would suggest that HRT really does help some
women with distressing menopausal symptoms, and this is
supported by published clinical evidence. However a sociological
assessment of this evidence has suggested some caution in
assessing HRT as beneficial; some of the effect may be placebo,
other non-medical interventions may help mild symptoms, and only
a minority of menopausal women experience severe menopausal
symptoms (Foster 1995:73). It is not possible to predict for an
individual patient whether HRT will be of benefit. This is a
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problem for all biomedical interventions as discussed in section 2.3.
However some biomedical interventions are so successful that their
effectiveness for individuals is not doubted (Charlton 1993), for
example replacing vitamin B12 for pernicious anaemia or thyroxine
for myxoedema. HRT is not generally so successful and Foster's
caution may be justified. As the effect of HRT for an individual
woman cannot be predicted, a GP may suggest a trial of therapy to a
particular patient. A trial of therapy for a patient is based on the
biomedical model of the intervention and evidence of its
effectiveness from biostatistics, but does not assume that it is
effective for all individuals. It is an approach to therapy used for
several conditions including asthma and epilepsy. A trial of therapy
for a patient is not a randomised controlled trial but involves
suggesting to a patient that they try a treatment to see if it works for
them. The offering of the therapy in this way uses the biomedical
and biostatistical evidence for the therapy but assumes doubt about
the universality of its effectiveness and acknowledges the
complexity and individuality of patients (Gorovitz and Maclntyre
1976; Marinker 1997).

In conclusion, the biomedical model can be used to reduce a
patient's distress about making a decision in the way that other
models, including religious ones, have been, and still are, used to
help individuals make life decisions. The biomedical model is used
in varied ways and can be a useful tool in clinical practice,
including enhancing the placebo effect. Biomedical evidence,
along with biostatistics, is not necessarily applied irrespective of the
patients' context and individuality.

2.8 The biostatistical paradigm and its evidence on hormone
replacement therapy

An example of biostatistical evidence on HRT will be presented and
the reliability of this form of evidence discussed. The example is a
review article published in 1992 that draws on the English language
literature since 1970 (Grady, Rubin, Petitti, Fox, Black, Ettinger,
Ernster and Cummings 1992). This paper was commissioned by a
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body called the Clinical Efficacy Assessment Sub Committee which
reports to the Health and Public Policy Committee, part of the
American College of Physicians. The aim of the paper isto
"critically review the risks and benefits of HRT for asymptomatic
postmenopausal women who are considering long-term hormone
therapy to prevent disease or prolong life." (Grady, Rubin, Petitti,
Fox, Black, Ettinger, Emster and Cummings 1992:1016). The
paper is about treating women who are "well", not already ill or
distressed. It is firmly within the biostatistical paradigm,
commissioned by a sub-committee interested in Clinical Efficiacy
and looking at women's risk of disease and death and how HRT
may affect this. The paper reviews the extensive literature on HRT,
uses meta-analysis techniques and makes estimates of the effect of
taking HRT on the probability of diseases and on life expectancy. It
uses evidence from biomedicine, such as histology and animal
studies, for questions where the authors found biostatistical
evidence does not exist. Grady et al. (1992) had to make many
assumptions during their analysis as they did not have all the
necessary evidence and this is a major drawback for their results.
There was less evidence available on the effects of combined HRT
preparations then on the effects of oestrogen alone. In the UK
combined HRT is used more extensively than in the US, so this lack
of evidence is more of a problem for UK readers than for those in

the US.

In this paper, the authors focus on the risks and benefits of HRT for
perimenopausal, or recently postmenopausal, women aged 50 years
and particularly consider the effects of HRT on endometrial cancer,
breast cancer, coronary heart disease, osteoporosis and stroke. The
results are summarised in tables 2.1, 2.2, 2.3 and 2.4. Itis
particularly helpful to use the median ages for dying from the
diseases for reference, when considering the changes in overall life
expectancy. Of course balf of the women who die, for example,
from a osteoporotic hip fracture, are younger than the median age of
79 years old, and half are older, and an individual does not know
where they will fall in the overall range. The spread around the
median is also important but is not given in this paper. It is also
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important to keep in mind the increase in incidence of many other
diseases with age, including most types of cancer, dementia and
arthritis. After considering the evidence for each disease
separately, the authors calculate estimates of the increase in life
expectancy for particular scenarios (table 2.5). The authors
estimate that, primarily because of the protective effect from CVD
oestrogen therapy increases the life expectancy of a 50 year old
white woman by 0.9 years and where the woman has had a
hysterectomy, by 1.1 years. This depends on the woman taking
long term HRT for around ten years and maybe longer. The
increase in life expectancy is higher for women who have risk
factors for, or a history of, CVD. For women taking combined
HRT the authors do not have enough evidence to be sure about its
effect, but for a 50 year old white woman with no risk factors, they
calculate the increase in life expectancy as one year if progesterone
does not alter the effects of oestrogen except to remove the risk of
endometrial cancer. However, if the combined HRT does not
provide the full CVD benefit and causes an increased risk of breast
cancer then the estimated increase in life expectancy is only 0.1
years.

The median age of death from CVD and osteoporotic hip fracture,
the diseases HRT may help to prevent, is relatively high and the
increase in life expectancy is relatively small. How important these
possible gains seem to a woman may depend on many other factors
including other aspects of her health and social wellbeing, as well
as whether she has risk factors.
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Disease Lifetime Probability Median ageReduction Relative
probability of of dying of death in risk for risk of
developing  from = from having death for
disease  disease (%) disease  disease = women

(years) (%)

Endometrial 2.6 0.3 68# - 3.0
cancer
Breast cancer 10 3 69 - 1.25
Coronary 46 31 74 35% 0.65
heart disease
Osteoporotic 15 1.5 9@ 25 0.75
hip fracture
Stroke 20 8 83 None 0.96
known

# Endometrial cancer is usually curable so median age is that of
development of the disease not death

- Figure not given in Grady's paper

* may be greater for women who already have coronary heart
disease Py

@ age of first hip fracture

Table 2.1 Summary of evidence on hormone therapy to prevent
disease and prolong life in postmenopausal woman based on
statistics for a 50 year old white woman using unopposed
oestrogen (Grady et al. 1992)
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Disease Type and strength of evidence for unopposed
oestrogen

Endometrial cancer  Extensive strong and consistent

Breast cancer A lot, but results not consistent

Coronary heart Extensive, consistent observational evidence

disease

Osteoporotic hip Limited but consistent observational evidence

fracture

Stroke No convincing evidence that oestrogen affects
risk

Table 2.2 Summary of type and strength of evidence on
hormone therapy to prevent disease and prolong life in
postmenopausal woman using unopposed oestrogen (Grady et
al. 1992)
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Disease Lifetime Probability Median age Reduction Relative
probability of dying ofdeath inrisk for risk of

of from from having  death for
developing disease (%) disease disease (%) women $
disease (years)
Endometrial 2.6 0.3 68# - 1.0
cancer
Breast cancer 10 3 69 - Inadequate
data
Coronary 46 31 74 Insufficient Inadequate
heart disease data data
Osteoporotic 15 1.5 9@ 25 0.75
hip fracture
Stroke 20 8 83 No 0.96
evidence

$ for combined HRT these figures are based on limited evidence
# Endometrial cancer is usulally curable so median age is that of
development of the disease not death

- Figure not given in Grady's paper

@ age of first hip fracture

Table 2.3 Summary of evidence on hormone therapy to prevent
disease and prolong life in postmenopausal woman, based on
statistics for a 50 year old white woman using combined
oestrogen and progesterone therapy (Grady et al. 1992)
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Disease Type and strength of evidence for combined
therapy

Endometrial cancer Histological, clinical and limited epidemiology

Breast cancer Limited and inconsistent
Coronary heart Inadequate data
disease

Osteoporotic hip Based on assumption that combined HRT as

fracture effective as unopposed oestrogen as evidence
very limited
Stroke No evidence

Table 2.4 Summary of type and strength of evidence on
hormone therapy to prevent disease and prolong life in
postmenopausal woman using combined oestrogen and
progesterone therapy (Grady et al. 1992)
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Life Net change Net change in  Net change in

expectancy in life life life
For a 50 year (years)  expectancy  expectancy expectancy
old white with with with
woman with: oestrogen combined combined

alone HRT with full HRT with
benefit as with benefit

oestrogen reduced by
alone - progesterone
no risk 82.8 +0.9 +1.0 +0.1
factors
hysterectomy 82.8 +1.1
history of 76.0 +1.5 +1.6 +0.6
CVD
risk factors 79.6 +1.5 +1.6 +0.6
for CVD
risk factors 82.3 +0.7 +0.8 -0.5
for breast
cancer
risk factors 824 +1.0 +1.1 +0.2
for hip
fracture

Table 2.5 Net change in life expectancy for a 50 year old white
woman treated with long term HRT (Grady et al. 1992)
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In tables 2.1 and 2.3 the reduction in risk for having a specific
disease is expressed as a percentage, for example unopposed
oéstrogen reduces the risk of CVD by 35%. This reduction of over
a third sounds very important, however it actually results in a
relatively modest increase in life expectancy. The expression of
risk reduction in relative terms rather than absolute terms may lead
to an impression that the gains are greater than they actually are in
some fields of prevention, particularly when considering drug
therapy for large populations to prevent heart disease (Davey-Smith
and Egger 1994).

Grady et al. (1992) were limited by the evidence available and in
their accompanying guidelines conclude "randomised trials are
required to prove these effects and to define their magnitude, but
such trials would need to be very large and to continue for many
years" (American College of Physicians 1992:1038). A randomised
controlled trial on HRT has now been set up in the UK (Medicines
Resource Centre 1997). Already published is a randomised
comparison of oestrogen versus combined HRT in women with
hysterectomy (Medical Research Council's General Practice
Research Framework 1996). All the women had therapy so there
was no control group. The outcome measures for this trial were
symptoms, blood pressure, weight and tests measuring blood
clotting and blood lipids. These measures all have standardised
systems of measurement developed in biomedicine except for
symptoms, where women's reports of the presence or absence of
symptoms was used with no graduations. Randomised controlled
trials need standardised outcome measures and an attempt has been
made to develop a more sensitive system of measuring quality of

~ life for menopausal women for use in trials (Daly, Gray, Barlow,
McPherson, Roche and Vessey 1993). The need for standardised
measures of outcome limits the application of the randomised
controlled trial to where these can be developed, and the usefulness
of the results of these trials partly depends on how applicable the
outcome measures are to clinical medicine. Randomised controlled
trials also use standardised recruitment criteria for individuals
participating in the trial. Care has to be taken to ensure the results
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of a trial are applied to individuals similar to those in the trial and
not to individuals who are perhaps more ill or less ill than those in
the trial. The randomised controlled trial is the accepted,
methodologically well developed, standard biostatistical method
and theoretically is an ideal method for measuring outcome of
medical interventions. However a well conducted randomised
controlled trial may be so divorced from reality that its results are of
little value to clinical medicine. The application of the results of
randomised controlled trials is more problematic in general practice
than specialised medicine as general practice deals with
undifferentiated illness; people presenting to a GP have a very wide
spectrum of illness and different aspects of illness such as the
social, psychological and physical aspects are closely interwoven.
Specialists see patients when the problem has been defined and the
severity clarified to some extent.

For an intervention such as HRT which is mainly prescribed in
general practice, it is appropriate for a randomised controlled trial
to take place in general practice. The randomised comparison
described above drew on general practice data. However it has
been argued that carrying out a randomised controlled trial in

general practice:

may either disrupt the culture of primary care to such an extent
that the findings do not reflect real practice, or the
methodological problems encountered may reduce the scientific
reliability of the results (Pringle and Churchill 1995:1382)

Pringle and Churchill (1995) suggest that the less rigorous methods
such as cohort studies and case-control studies are acceptable
alternative methods when a randomised controlled trial is not

practical.

Grady et al. based much of their meta-analysis on biostatistical

~ methods other than randomised controlled trials including a number
of cohort studies. These are studies that follow up a group of
people and record what happens to their health, for example
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whether they develop CVD. These cohort studies have been re-
examined and evidence found of "unintended selection of relatively
healthy women for oestrogen therapy", which indicates that at least
some of the apparent cardioprotective effect of HRT may be due to
selection bias; healthier women are less likely to develop CVD and
are more likely to take HRT (Posthuma, Westendorp and
Vandenbroucke 1994). This type of bias is well known and
documented in epidemiology and can lead to over estimation of
risks or benefits (Sackett, Haynes, Guyatt and Tugwell 1991:287-
89).

Case control studies were the other main source of data for the
meta-analysis by Grady et al. (1992). These studies identify
"cases", for example women with CVD or osteoporosis, then
identify "controls" which are women matched with the "cases"
according to particular characteristics chosen by the researchers
such as age, smoking habit and social class. Case control studies
are liable to many biases and the method "deserves even greater
caution in interpretation” than cohort studies (Sackett, Haynes,
Guyatt and Tugwell 1991:289-90), but despite this there are a great
number of this type of study. Sackett et al. give two reasons for
this, firstly they are easy to carry out and with computerisation of
medical records they are becoming even easier, secondly, they are
the only feasible method for studying rare, late adverse effects of
treatments (Sackett, Haynes, Guyatt and Tugwell 1991:290). An
example of bias that can occur in cohort studies and case control
studies is the over diagnosis of outcomes or cases. Ina study of
postmenopausal oestrogen therapy and vaginal bleeding, as
bleeding was caused by oestrogen therapy there was a higher rate of
performance of the diagnostic tests for endometrial cancer among
women taking oestrogen therapy compared to those who were not.
This higher rate of performance of the diagnostic tests resulted in
the disorder, endometrial cancer, being detected in its early stages
in women taking oestrogen. This resulted in an over estimate of the
odds of oestrogen causing endometrial cancer because evidence for
endometrial cancer was searched for much harder in the group of
woman taking oestrogen than among those not taking oestrogen.
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Further studies were needed to correct for this bias (Sackett,
Haynes, Guyatt and Tugwell 1991:292).

In conclusion, the evidence on the use of HRT for prevention is
limited but, based on the evidence available, the magnitude of
benefit, even for those at highest risk, is relatively small and the
diseases HRT hopes to prevent occur, on average, in relatively
elderly women. Biostatistical methods have their methodological
problems, but the method that is most rigorous, the randomised
controlled trial, is difficult to perform in the reality of clinical
general practice. Where a randomised controlled trial is carried out,
great care has to be taken to ensure the entry criteria allow for the
inclusion of the people for whom the trial has most relevance, and
that the outcome measurements are measuring what is important for
the clinical situation. All biostatistical evidence is about groups of
people and can not give an individual woman a prediction of benefit
from HRT.

2.9 Social influences on the development of biostatistics and its
evidence on HRT

Surveying groups or populations, measuring details of the
individuals and aggregating the results, developed in the nineteenth
century. Foucault argues that this development was a response to
the pressure of population in the industrial cities of the nineteenth

“century and the need to regulate the population (discussed in Turner
1987:16 and Nettleton 1995:112-13). Foucault argues that both the
social sciences and medicine responded to this crisis of population
with the development of sociology and social medicine, both
concerned with the social causes of disease (Turner 1987:16-17).
However, it is argued that sociologists use a different paradigm
from social medicine or epidemiology:

Whilst sociologists are fundamentally concerned with social
interactions and social processes, epidemiology is more
concerned with the characteristics of individuals which, in
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aggregate, predispose them to certain diseases (author's own
highlight) (Stacey 1987 as discussed in Nettleton 1995:163).

The collection of population data allowed the development of the
idea of what was "normal”. Surveillance identified those who
deviated from this norm, and were labelled as in need of -
intervention. Nettleton has traced this development for dentistry
from the nineteenth century through to the present day (1992
discussed in Nettleton 1995:114), and Armstrong describes the
intensive surveillance of the body of children that developed in the
early twentieth century (1995).

During World War 11 a sociomedical survey was used to assess the
perceived health status of the population. This is identified by
Armstrong as a key event in the rise of what he terms surveillance
medicine, when healthy and ill are all included in the surveillance:
"The survey revealed the ubiquity of illness, that health was simply
a precarious state" (1995:397). The need for a nation at war to
know the state of health of the population thus contributed to the
development of biostatistics in medicine, and the counting of illness
that had not yet been brought to the attention of a doctor, or may
never have been reported to a doctor. This lead to the development
of the idea of a largely submerged "iceberg" of illness or health
needs (Nettleton 1992:39). Awareness of unreported illness is still
seen as important for public health (Guy 1993:13). Medical
sociology, from the 1950s to the 1970s investigated aspects of
medicine that included the "iceberg" of illness and, Nettleton
argues, was predominantly influenced by the concerns of the
medical profession (1992:39).

The epidemiological study on smoking and lung cancer by Doll and
Peto (1976) had an major impact on clinical medicine and it has
been suggested that the fact that this study was on doctors may have
helped this acceptance (Williams and Boulton 1988).

The twentieth century has seen an explosion in the number of
pharmaceutical agents. This started with the replacement of
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hormone and vitamin deficiencies using concentrated extracts and
was followed by antibiotics. Some of these drugs were clearly
effective, such as penicillin for pneumonia. However, therapies for
illnesses which vary between individuals and are less predictable
than pneumonia, needed studies of groups of patients to show
overall benefit (Charlton 1993). By 1960 randomised controlled
trials were being done on pharmaceutical products and now have
become standard for drug therapies. Their use has also spread to
the assessment of surgical therapies and diagnostic tests (Evidence-
Based Medicine Working Group 1992).

The movement known as 'outcomes research' developed within
biostatistics as a response to the findings of apparently unexplained
variation in medical practice (Tanenbaum 1993). An example of
this is the variation in hysterectorriy rate discussed in section 1.2.2.
Awareness of variation in medical practice along with concern over
the cost of health care led the US government to fund outcomes
research, as variation was seen as wasteful for health resources
(Tanenbaum 1993). The outcomes research movement developed
rapidly in the US from the late 1980s and was seen as an attempt to
bring order and predictability to the American health care system
(Ellwood 1988).

In 1989, the UK government introduced a requirement for medical
audit into the NHS. This was defined as the systematic, critical
analysis of the quality of medical care, including the procedures
used for diagnosis and treatment, the use of resources and the
resulting outcome for the patient (Secretaries of State for Health
1989). The extent of medical audit has however been limited by the
lack of evidence of effectiveness for many medical treatments
(Royal College of General Practitioners 1995). Opinions of experts
have been used in the development of "gold standards" of clinical
care which have then been used to measure clinical performance.
This use of expert opinion and not evidence has been criticised by
those advocating Evidence-Based Medicine (Evidence-Based
Medicine Working Group 1992; Sackett, Haynes, Guyatt and
Tugwell 1991). Although they accept the need for developing
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clinical experience and accept the importance of understanding
disease processes using the biomedical approach, they argue this is
not sufficient and can be incorrect or misleading (Evidence-Based
Medicine Working Group 1992). The Evidence Based Medicine
movement emphasises the need for understanding the rules of
evidence and for consulting and interpreting the literature, but
emphasise the use of biostatistics which provides probabilities
which, as Tanenbaum puts it, is a "demand for certainty about what
is probable" (Tanenbaum 1993:1270). |

In summary, the rise of biostatistics has been affected by political
needs including the control and monitoring of populations and the
assessment of the health of the population in times of war, by the
interests and needs of groups in society including the medical
profession and pharmaceutical companies, by economic factors
such as concerns over the cost of health care, and by the efforts of
individuals such as David Sackett and his team who have become
leading figures in the Evidence Based Medicine movement.

2.10 Sociological analysis of the biostatistical approach in the
context of the menopause and HRT

The sociological analysis of biomedicine in the context of the
menopause and HRT was considered in section 2.6. The major
sociological theses about medicine, developed in the past three to
four decades, were examined. During this period biostatistics
began to be widely applied in clinical medicine, so the sociological
analyses of biomedicine included biostatistics to the extent that it
had become part of clinical medicine.

The development of surveillence medicine along with biostatistics
was discussed in the previous section. Over the last 20 - 30 years
the surveillence of the population with the aim of preventing ill
health has been introduced to general practice, as discussed in
section 1.2.3. This use of biostatistics has been criticised by
sociologists with arguments already familiar from the sociological
analysis of biomedicine in section 2.6. These include concern about
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the increased medicalisation of life, that the introduction of
prevention is an attempt by general practice to enhance its
professional status, and that by channelling prevention activities
through general practice the wider social influences on health are
overlooked (Williams and Boulton 1988). Those in general practice
itself have pointed out the potential harm of screening (Herman
1996; Stoate 1989) and the need for effective public health policy
on issues such as tobacco, food and transport (Mant 1994) as
discussed in section 1.2.3. As the biostatistical evidence about
HRT accumulates, general practice is reconsidering its approach to
prescribing HRT, with some initial enthusiasm for its use in
prevention now less certain (Gray, Evans, Sweeney and Steele
1996).

The biostatistical approach in medicine has also lead to a change in
the way people think about themselves, in terms of health. The
concept of the "risky self" (Ogden 1995) has developed, where risks
to health have become located within the self. This contrasts with
earlier models of what was healthy and unhealthy spaces. For
example the quarantine model drew lines between healthy and
unhealthy spaces such as houses, towns or ships. In the sanitation
model risks were located in the exchanges between the body and the
external world. Now risks are seen to exist everywhere (Armstrong
1993). Ogden argues that the present evaluation of risk through
surveillance has given rise to the location of risk within the
individual. This risk identity has a temporal dimension. For
example, a risk factor can develop into a pre-clinical form of
disease, such as the abnormal cells that can be identified by a
cervical smear, then in to an overt clinical manifestation.
Surveillance medicine, in the form of screening, surveys and public
health campaigns, search for the risk factors or early stages of
disease, offer anticipatory care and attempt to transform the future
by changing the health attitudes and behaviours of the present
(Armstrong 1995). This idea of a risk identity that changes over
‘time fits with the promotion of HRT for the prevention of future
illness where there is an attempt to assess the risk of future harm
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from osteoporosis or CVD for an individual, and to balance that
against the potential risks of taking HRT.

In conclusion, the use of biostatistical methods of research has
contributed to a change in the way individuals view their health, in
as far as they assess their health in term of future risk. It has also
widened the realm of influence of medicine beyond those who are
currently ill.

2.11 The use of biostatistics in general practice in the context of
the menopause and HRT

' Women distressed by menopausal symptoms can try HRT and
assess its immediate benefits and side effects for themselves. The
GP can warn about possible long term side effects and while new
evidence continues to be produced about HRT, this advice may
include the suggestion that there is little evidence of harm for five
or so years of use and, in five years time there should be more
evidence available. A feminist critique of HRT concludes that:

under the circumstances it would seem that offering women a
more sophisticated and up-to-date digest of the medical research,
which is complicated, often contradictory and rapidly changing,
may be as important a part of empowerment as offering
information about alternatives (Lewis 1993:53) ("alternatives"
referring to alternative therapies for menopausal symptoms).

Patient choice about a medical intervention such as HRT becomes
very important where the probability of a poor outcome (disability
or death) is very low, and patient choice may itself affect the
therapeutic outcome (McPherson 1994a). Drug trials which have
included placebo medication have shown better outcome for those
taking their medication, whether it be the active ingredient or
placebo, than those not taking it. (McPherson 1994a; Sackett,
Haynes, Guyatt and Tugwell 1991:194), but there is no clear
evidence about whether health care is more effective in an informed
patient (Kee 1996).
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If HRT is to be used for prevention and is not needed for symptoms,
the GP has to assess the woman's risk identity (Armstrong 1995).
In the UK, the use of HRT for prevention of CVD is currently
advocated mainly for secondary prevention, that is for women
women who already have CVD (for example those who have had a
heart attack or suffer from angina) in order to prevent further
development of the disease. There are of course other risk factors,
such as smoking, that would have a greater effect on a woman's risk
than the introduction of HRT. Where HRT is being considered for
the prevention of osteoporosis, the GP may assess risk factors such
as family history of osteoporosis, and may suggest a bone density
test. Bone densitometry gives a measure of risk but itself depends
on a judgement about what is considered normal or not. In a paper
assessing whether population screening for osteoporosis should be
provided in the UK, the problem of defining this risk was

highlighted:

There is no accepted cut-off point for bone density below which
a woman is identified as being at high risk of fracture. With the
cut-off point being taken as the lowest 20% of all bone density
measurements, then only 28% of those so identified as 'high risk’
would have gone on to suffer a fracture in later life in the
absence of therapy. More importantly, 63% of all fractures will
occur in women with bone densities above this arbitrary cut-off
and so will not be identified (authors own highlights) (University
of Leeds, University of York, Royal College of Physicians and
Department of Health 1992:4).

This paper was much criticised after its publication as it only
considered population screening rather than screening for those
already considered at high risk. However the basic argument
remains about where the cut-off point should be placed, even
though people may disagree about the proportions involved.

Bone densitometry can be used to diagnose the presence of
osteoporosis, but when used to assess future risk of osteoporosis, it
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is being used as a screening procedure. Sackett et al. argue that
early diagnosis in the form of screening must be based on evidence
from randomised controlled trials as screening involves healthy
people. Screening and any subsequent intervention can sometimes
cause harm by getting the diagnosis wrong, the treatment can cause
harm, and labelling the patient as someone with a health problem
can have a detrimental effect. Telling a symptomless man he has
hypertension can double his absenteeism from work, independent of
any side-effects from drug treatment (Sackett, Haynes, Guyatt and
Tugwell 1991:163-66). The labelling of a woman as at risk from
osteoporosis, whether by identification of risk factors or by a
measured risk from bone densitometry, may have an effect on her
health. It could be argued that if identification of a higher than
average risk encourages a healthy lifestyle with plenty of exercise
and a calcium rich diet, this may improve her health, but it may also
reduce her sense of well being.

The ethics of screening and using medical interventions such as
HRT for prevention are not clear cut. It has been argued that
preventive interventions provide the "greatest good for the greatest
number" (Herman 1996:547), but evidence from its practice suggest
this may not be the case (Herman 1996). For example, HRT may
result in a relatively small gain in length of life when elderly, in
return for the long term consumption of HRT, potential harm from
screening and side effects of the therapy, and medicalisation of the
menopause. Herman argues that reactive care has a firm ethical
basis as it is extended to those requesting help because of disease,
discomfort, disability, fear and anxiety (1996). GPs advise women
who have sought their help about HRT and osteoporosis after
becoming aware of this through the media or from friends and
colleagues. Based on Herman's argument (1996), advising these
women on screening and prevention is ethical whereas seeking out
women for screening or advise is more questionable. As most
women use the media as their main sources of information about
HRT (Kadri 1991; Sinclair, Bond and Taylor 1993) this ethical
argument seems to have, at least partly, moved beyond the medical
profession into the media and commercial world.
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Given the uncertainties about the medical evidence about HRT, the
questions about the use of screening and prevention, ethical
considerations, and possible cultural and health organisation effects,
it is not surprising that the prescribing of HRT varies widely
(Jolleys 1993). The point at which GPs decide to take action has
been termed the threshold. Examples of thresholds include the
decision to prescribe HRT; the action of arranging bone
densitometry; deciding to seek out women on their practice lists
who may benefit from HRT. The position of the threshold appears
to be a major factor affecting variation in observed rates of medical
intervention (McPherson 1994a) . McPherson suggests that these
differences in intervention threshold are seldom assessed in an
unbiased way "partly because the uncertainties are not sufficiently
stark and partly because consumer choice is (often illegitimately)
cited as the driving force behind the decision” (1994:11).
McPherson (1994) focuses his discussion on medical intervention
for people with symptoms and signs of illness, but his argument can
apply to intervention in the form of risk assessment or prevention.
He discusses the problem of acknowledging, and studying, medical
uncertainty:

the nature of the existence of medical uncertainty is complicated
because on the whole it is disparaged. Medical teachers do not
like it, for obvious reasons, and certainly patients don't like it at
all. In both cases, the essential distinction between ignorance
and uncertainty is blurred, but for entirely different reasons.
Patients are hard put to acknowledge, much less recognise, the
true extent of uncertainty when they have been led to believe that
medicine is an exact powerful science; which of course it mostly
is. The medical profession is hard put to admit to legitimate
uncertainty when patients, on the whole, desperately hope for
certainties. However, medical advance is ill served in the long
run by concealing uncertainties (McPherson 1994a:9).

Many sociologists may disagree with the idea that medical science
is mostly exact and powerful. However McPherson clearly sees the
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uncertainties and the problems it can cause doctors and patients.
The uncertainty caused by insufficient or unreliable evidence can be
distinguished from the uncertainty for an individual when trying to
make a decision based on evidence from biostatistics which gives
probability for a group. McPherson, a researcher with long
experience in biostatistical research makes this distinction as

follows:

The tools of medical research have produced staggeringly
impressive results but there remains staggeringly impressive
uncertainties..... The relationship between the pursuit of clinical
science and the pursuit of clinical practice is complicated. The
objectives of the former are to establish the best clinical response
to particular circumstances while those of the latter are to
respond to a particular patient, which might often override the
obligation to search for the truth (McPherson 1994b:62).

To avoid digression let us assume McPherson's uses the word 'truth’
in the sense of the best evidence that biostatistics can provide rather
than a claim to an absolute truth. One of the skills taught in the
training of GPs is that of dealing with uncertainty (e.g. Neighbour
1996:225-232). There are many aspects of this, some of which
have already been mentioned. In an encounter with a patient, the
GP collects as much information from the patient as seems
appropriate, but cannot be certain of having all the important
information. Patients often only reveal intimate or painful
information after many encounters with the GP. The GP cannot
predict what will happen over time, but often uses observation over
time to clarify the problem presented and test possible
interventions. There may be borderline results from tests, raising
questions about what is "normal”. Even if the problem does seem
to be clear, the evidence for an intervention may be incomplete or
unreliable. Even where there is clear evidence about an
intervention, the individual patient may not fit the criteria used in
the research. Then, for biomedical research, the GP has to assume
that the research, for example on a biochemical process, applies to
the individual patient. Biostatistical research only provides a
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probability for a group so the outcome for an individual is
uncertain. The management of uncertainty and the skills of helping
patients cope with uncertainty have to be central to the role of

general practice.

It may be the ability of physicians to advise in the face of
uncertainty, to help patients make good and helpful decisions on
the basis of inadequate data, as much as their ability to act on the
basis of evidence, that will retain their value to society (Taylor
1996:270).

Through the processes of training GPs and developing their skills,
this issue of uncertainty for general practice and how to cope with
it, has been explored, discussed, and ways of teaching the necessary
skills researched. This has tended to be in the face of the certainties
claimed by biomedical and biostatistical research. The more recent
development of the theory of "chaos" may provide general practice
with theory that backs up these skills. The theory points to the
unpredictable nature of outcomes for a "chaotic" system and asserts
that only observation over time can indicate how it will develop.
The probabilities measured by biostatistics apply to groups of
individuals. In terms of "chaos" theory, each individual is a
"chaotic" system that has potential to change in response to an
intervention. If the outcome of an intervention is observed for
many individuals then the probability of an outcome can be
calculated for the group. However, for each individual the outcome
can only be observed not predicted.

In conclusion, some of the uncertainties with which general practice
works have changed with the rise of biostatistical research. There is
uncertainty about the effect of HRT long term because of
insufficient biostatistical evidence. When further evidence is
available there will still be uncertainty in the application of the
evidence to individuals, although the evidence may provide a
measure of risk and benefit for the population. GPs will still need
to be observers, with patients, of how HRT affects each individual.
Analogy with the theory of "chaos" helps clarify the limits to
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medical certainty and provide a theory supporting the skills of
coping with uncertainty in general practice

2.12 Conclusion

The chapter started by discussing a study of the provision of HRT
in one general practice and some of the issues in a doctor-patient
consultation about HRT. The provision of HRT in general practice
is one aspect of the social context in which a woman considers the
use of HRT. This chapter has examined other aspects of this social
context including the medical evidence available about HRT. The
research methods and evidence from biomedicine and biostatistics
were distinguished, although overlap in their use was
acknowledged. Biomedicine looks at the detail of physiological
and pathological processes in the body and assumes that this detail
applies to all individuals. The type of evidence about the
menopause and HRT available from the biomedical paradigm
assumes, even if it cannot yet demonstrate, a single identifiable
cause for symptoms such as hot flushes. Biostatistics measures the
probability of an outcome for a group but cannot predict outcome
for an individual. The evidence about HRT and women's future
health from the biostatistical paradigm reveals relatively modest
average increases in life expectancy at a relatively old age, in return
for taking HRT over ten years or more. Biostatistical evidence can
be biased and to avoid this, the use of randomised controlled trials
is advocated. However this type of trial can be difficult to do, may
inappropriately squeeze an outcome into a measurable form, and the
results may be difficult to apply to particular situations.

Although more distant from an individual woman than the provision
of HRT and the medical evidence of its effects, the social
influences on the development of the research that provides the
medical evidence also forms part of the social context. The
development of both biomedicine and biostatistics has been
influenced by cultural, social and economic factors, by the ideas and
motivation of individual people, by practical problems such as the
availability of resources and by technological developments.
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The sociological analysis of biomedicine and biostatistics
contributes further understanding about the social context for an
individual woman considering HRT. The sociological critiques
suggest that the menopause has been, and is being, medicalised and
the provision and use of HRT is a major part of the driving force of
this medicalisation. The socio-economic system enables this
process of medicalisation, and those benefiting socio-economically
have an interest in maintaining the assumption that medicine is
asocial, value free and an appropriate response to ill health or
distress. Sociological analysis of biostatistics suggests there has
been a change in the way medicine and ill health is viewed,
proposing that individuals and their doctors now see health in terms

of a risk identity.

Returning to a social context more immediate to the individual
woman considering HRT, this chapter has considered the use of the
evidence, from biomedicine and from biostatistics, by general
practice. In individual consultations the biomedical model may be
used as a form of explanation to reduce distress and to enhance the
placebo effect, but its use is tailored to the individual. The use of
the model does not mean its assumptions are accepted. Biostatistics
claims to provide strong evidence for the use of medical
interventions but many interventions have not been studied using
biostatistics. Even where an intervention has been studied
biostatistical evidence can only give a probability of outcome.

In the course of the chapter the theories of "chaos" and complexity
have been used to challenge the assumptions of biomedicine and
biostatistics. All the theories and ideas explored in the chapter,
including those from the theories of "chaos" and complexity, form
part of the social context for individual women as there is a passage
of concepts from scientific discourse to lay discourse which alters
the way individuals think and which are actively used by
individuals (Billig, Condor, Edwards, Gane, Middleton and Radley

1988:26-27).
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The theories of "chaos" and complexity have also contributed to
clarifying the different levels of analysis used by different
disciplines and how these interact. Much of biomedicine focuses
on the level of analysis of cell biology and biochemistry and has
developed research methods appropriate for research at this level of
analysis. Biostatistics measures the characteristics of individuals,
but aggregates them into groups so although the level of analysis is
the individual, the results apply to individuals in groups, and how
they apply to an individual alone is not predictable. General
practice responds to particular individuals. Sociological analysis
looks at social structure and social trends. Each of the levels of
analysis interacts with its neighbouring level. For example general
practice responds to individuals but uses biomedicine, biostatistics
and sociology to inform what it does, and the action of an individual
can contribute to a social trend such as the medicalisation of the
menopause. A model developed at one level of analysis, for
example the theory of the social construction of medicine or a
biochemical explanation for symptoms, can loose some of its power
of explanation when applied at a different level of analysis but the
theories can also inform other levels of analysis.

This chapter has provided background for the remainder of the
thesis by describing the social context for women's perspectives on
HRT and has offered an anélysis of aspects of this context. The
importance of considering how social context influences both
women's perspectives on HRT and the research for this thesis is a
theme that continues through the thesis. Clarity about the level of
analysis of the research, and of theory, is also a theme that is
considered through the thesis. The thesis continues in the next
chapter with an account of a postal questionnaire survey on
women's attitudes to HRT and an analysis of the method used,
including how the social context influenced the research process
and the levels of analysis used in the development of the
questionnaire.
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Chapter Three

The questionnaire survey method

3.1 Introduction

This chapter describes the method used in developing a
questionnaire and conducting a postal survey. The survey aimed to
increase the understanding of women's attitudes to HRT and what
influences them, and in particular to inform general practice of
women's attitudes. The research process is used to illustrate
questions about research methodology and the research perspectives
taken by different academic disciplines.

In this introduction a brief outline of the questionnaire survey is
given, as its process forms the backbone of the chapter. Different
stages of this research process are used in the chapter to illustrate
specific methodological questions and the perspectives of different
disciplines. These are outlined later in this introduction.

The initial stages of the questionnaire survey were a literature
search and a pre-pilot interview study, both of which aimed to
inform the content of the questionnaire. A draft questionnaire was
then developed and tested on a small number of women. Feedback
from these women was used to refine the questionnaire. A pilot
survey was conducted with 100 women from the researcher's own
general practice list using a numerically coded pilot questionnaire.
The women responding to the pilot survey were sent a second copy
of the questionnaire to complete six weeks later, to provide data for
testing the reliability of the questionnaire. The results of the pilot
survey and reliability test were used to refine the questionnaire
further. The pilot survey results and data from other published
surveys were used in calculating the sample size for the survey.

'The sample frame consisted of the 28,900 women aged 20-69 years
on the practice lists of eight general practices in Stockton-on-Tees,
a post industrial town in the north east of England (the researcher's
own practice was not included). The final version of the
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questionnaire was sent to 1,649 women randomly selected from the
sample frame stratified into five year age bands. Each
questionnaire was marked with a code number for identifying
responders. After two reminders 1,225 usable questionnaires were
returned (74.3%). The questionnaire data was entered into the
statistical computer software (Epi Info and subsequently SPSS) and
analysed by cross tabulations. The pilot study results were not
incorporated with the main study results.

This chapter focuses on the research method used up to when the
questionnaires for the main study were sent out to women. The
response rate, response bias and generalisability of the
questionnaire are discussed in chapter four along with the results.
Further statistical analysis of the survey results is discussed in
chapter five.

The questionnaire survey took place in a particular social context
and was conducted by the researcher with particular aims and
interests. These social factors influenced the research, and are
described before the chapter examines the research process itself.

The aim of the questionnaire was to increase understanding of
women's attitudes to HRT, so the background to how the
measurement of attitude was attempted is described. The researcher
approached the measurement of women's attitudes to HRT with
relatively little knowledge of the debate, particularly in the field of
psychology, as to how attitude can be measured. The way in which
attitude was measured by the questionnaire was assessed in
retrospect, using a conceptual framework for understanding attitude
and behaviour, the theory of planned behaviour (Ajzen 1988:132-
133), developed in the discipline of psychology from quantitative
research. '

Following the consideration of the social context of the survey and
the measurement of attitude used in the questionnaire, the pre-pilot
and pilot stages of developing the questionnaire will be described,
and the methodological questions they raise will be discussed.
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These stages of the research process are chosen for discussion of
methodological questions as they provide a variety of useful
examples. This section forms the major part of the chapter.

Towards the end of the chapter, the final version of the
questionnaire is used as an example for considering a sociological
analysis of the method. This includes the idea of science as
producing "facts", the problem of using methods across disciplines
and the rhetoric of science and the use of codified language.

Finally the chapter describes how the sample was taken and the
response rate enhanced and discusses ethical issues, including the
use of power relations in this process.

3.2 Social factors influencing the research

3.2.1 The aims and interests of the researcher

The background to the researcher's interest in women's attitudes to
HRT and particularly its use in prevention has been described in
chapter one. The aims and interests of the researcher became
focused on specific issues early in the research process as shown by
the plan used for interviews with women in the pre-pilot stage of
questionnaire development (box 3.1). The researcher was interested
in women's personal views of HRT but also in their views on many
other issues related to its long term use to prevent disease. She was
also interested in the effect of the media coverage of HRT and in
women's experiences with their GP. These themes were all
represented in the questionnaire that was developed and recur
during the interview study. It could be argued that the research was
prone to bias with it only revealing what the researcher wanted to
know. Its very focused nature contrasts with more exploratory
research that may be conducted in the field of sociology, where a
researcher may aim to find out about a particular subculture or
social organisation, but may know little about it before commencing
the research. However, researchers often have an interest or stake
in their area of research and this does not invalidate the research,
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Box 3.1 Researcher's plan for subjects to be covered during the
pre-pilot interviews

o Introduction of researcher

« Description of the aims of the study (interview and
questionnaire survey), the specific aims of interview to inform
the questionnaire design, the confidentiality of what is said and
that if quotes are used in a report they would be anonymous

« Discussion of HRT, distinguishing short term HRT used for hot
flushes or other menopausal symptoms for 1-2 years and long
term HRT used for prevention.

o Women's personal views on HRT

« Women's views on the health of the community and themselves,
including priorities for health care, mass therapy, the use of
persuasion, natural menopause versus hormone therapy, old age,
death-its causes and timing.

« Exploration of what the women hear about HRT from the media
and how they feel about it.

« Women's experiences of GP's behaviour around HRT and how
women feel about that.

« Other relevant information about the women e.g. use of HRT.

« Future feedback of results and looking at draft questionnaire.

particularly where this stake is acknowledged. However the image
of medicine as "asocial and value free" (Morgan, Calnan and
Manning 1991:33), as discussed in chapter two, can lead to medical
research ignoring the stake that the researchers have in the research
and any bias this may cause. Commenting on medical research, and
in particular biostatistics, Marinker states "when facts are
determined by stakeholders the research bias may be as much in the
questions posed as in the answers obtained" (Marinker 1994).
Biomedical journals have attempted to address this problem of bias
in part, by insisting on a signed statement of conflicts of interest
and sources of funding for published research. The definition of
conflicts of interest is not straight forward. A political aim such as
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to increase awareness of women's views, as in this research, is more
a motivation rather than a conflict of interest, so does not have to be
declared even though the motivation shaped the research. Personal
experience of considering and debating primary care research in
research meetings has revealed that discovering the motivation of
the researcher often clarifies the aims of the research and enables
the methods to be refined. Motivations can vary; wanting to
improve treatment for patients with a certain disease; proving the
need for resources to be invested in a specific area of health care by
government; providing evidence in a debate about the role of
primary care; improving the training of doctors; describing a
medical fashion, for example the use of a certain drug, to encourage
debate about it. The field research for this thesis was motivated by
the interest of the researcher in the attitudes of women to HRT with
the aim of conveying, to those working in clinical general practice,
women's perspectives on HRT. The reason for wanting to convey
the women's perspective was to encourage general practitioners to
take account of women's views about HRT when planning for and
providing HRT, particularly if planning to promote the use of HRT.
The researcher also wanted to ensure that general practitioners were
aware that women had views about HRT, and could often make
decisions for themselves about the use of HRT. The aims and
interests of the researcher influenced the research process and
results.

3.2.2 The prevailing culture and the original academic discipline of
the researcher

Models used by science and ideas about what are "facts" are a
product of a particular time, place and cultural context. In
contemporary Western thinking there is an emphasis on numbers,
with phenomena only regarded as "real" when they can be
quantified (Helman 1996). This emphasis on measurement is very
strong within medical sciences and the current interest in
biostatistics has been discussed in chapter two. Most peer reviewed
medical journals, until the last one or two years, rarely, if ever,
included papers reporting qualitative research and publication of
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qualitative research in medical journals is still difficult (Jones
1996). As the aim of this research was to disseminate the research
results to GPs, the research needed to be in a form publishable in a
medical journal. For the researcher these influences were
sufficiently strong for the choice of research method, at the very
start of the research process, to be almost inevitable. Other possible
methods, such as an interview study, were not considered at the
time of starting the research, however the researcher was aware of
some of the shortcomings of the survey method so included a pre-
pilot interview stage in the study design. This was seen as a way of
ensuring an appropriate and relevant questionnaire rather than as an
alternative research method. The possibility of an interview study
following the questionnaire survey was suggested by a sociologist
just prior to printing the questionnaires for the main survey.

3.3 The measurement of attitudes to HRT

The original intention for the research was to ask women whether
doctors should persuade them to take HRT. As described in section
1.3.1, the emphasis of the research question was changed to
exploring women's attitudes to HRT. For the original research
question, a methodology that allowed women to explore the issues
such as a focus group may have been appropriate, as women may
have found the question surprising or difficult to answer without an
opportunity for discussion. An indirect method of assessing
women's views on the issue could also have been used, such as
analysing women's health literature, both popular and academic.
The change in emphasis of the research question became much
clearer in retrospect than it was at the time, and involved a change
in the level of organisation being explored. Asking women about
the promotion and use of HRT, and in particular whether this
should be promoted by doctors, is asking their views on a social
phenomenon or trend - an increase in the use of HRT, and asking
their views on the operation of a social structure - the medical
profession. However, asking women about their personal attitudes
to HRT is asking them to consider the therapy as an individual.
This may include taking account of social trends and social
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organisétion, but the focus is on the individual considering the
therapy.

Other research on women's attitudes to HRT influenced the design
of the questionnaire survey. How women approach the decision to
take, or not to take, HRT, had been explored in the US (Schmitt,
Gogate, Rothert, Rovner, Holmes, Talarcyzk, Given and Kroll
1991). In this study women were given a series of scenarios and
asked to decide whether they would take HRT in the situation
described. The authors' analysis grouped the women, according to
how they approached their decisions about HRT (see box 3.2). This
paper prompted the idea of grouping women according to their
attitudes to HRT.

Box 3.2 Women grouped according to their approach to HRT
(from Schmitt, Gogate, Rothert, Rovner, Holmes, Talarcyzk,
Given and Kroll 1991) '

Women who consider acute need to be of pressing importance and
so if menopausal symptoms are present they favour taking HRT.

Women who consider acute need to be of pressing importance but
where there are other social/health problems so HRT is not
favoured.

Women who weigh up costs and benefits and who feel benefits
outweigh the costs so favour HRT.

Women who weigh up costs and benefits and who feel costs
outweigh benefits and so do not favour HRT, including whose who
want a natural menopause and so do not favour HRT.
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At the time the research for this thesis was started, a survey was
underway in Scotland (Sinclair, Bond and Taylor 1993) using a
questionnaire about HRT, based on one used in the US (Ferguson,
Hoegh and Johnson 1989), which included a section about what
would persuade women to take, or not to take, HRT. A series of
statements were given (see box 3.3 for examples) and the women
were invited to mark on a scale 1-5 whether each statement would
persuade them to take HRT (score 1) or not to take it (score 5).
This format was attractive for a questionnaire survey and would
provide numerical results which, from the advice of a statistician,
the researcher hoped could be used to develop a scoring system for
attitude to HRT. Such a system would aim to assign each woman
an attitude score. The scores would be spread across a score range
so would conform to the criteria for using statistical processes such
as multiple regression. Statistical analysis could then identify what
factors may influence the attitude score, according to statistical
criteria, assuming the factors that may influence it could also be
measured in a way appropriate for the statistical method and that
there was a causal relationship.

For the questionnaire survey the researcher decided to develop a
question about women's attitudes based on the format and
statements used by Ferguson et al. (1989) and Sinclair et al. (1993)
(see box 3.3 for examples), and to use the pre-pilot interviews to
develop new statements. At the time this was a practical decision as

Box 3.3 Examples of statements used to ask women what would
persuade them to take HRT (Sinclair et al. 1993)

o To be effective, HRT would have to be taken for the rest of my
life

« HRT might cause periodic bleeding like a menstrual period

« A test could be done to determine my risk of osteoporosis

« HRT would not cause cancer
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the format had already been tested, there were published results
with which to make comparisons and it offered numerical results
for statistical analysis. These factors appeared to be very important
to the researcher at the start of the research process. However,
during the process of analysing the results, the researcher began to
reflect on what the results really meant and how they related to the
original aims of the research. In the discipline of psychology there
is debate about the assessment of attitudes that is not explored in
this thesis, although aspects of it ar