Is acupuncture an effective treatment

for menorrhagia?

Systematic review, exploratory randomised trial,

qualitative investigation and GP survey

Volume 1.

Alison Elizabeth Longridge
BA DipAc MScAc MBAcC

Submitted in partial fulfilment of the requirements for a PhD Degree

Department of Health Sciences
University of York

January 2006



Abstract

The systematic review in Chapter Two reveals little compelling evidence for
acupuncture in the treatment of menorrhagia and other menstrual disorders. The
York and Selby Acupuncture for Menorrhagia Exploratory Trial (ACUMEN) was
undertaken to explore the potential for a definitive pragmatic trial to evaluate the
relative clinical and cost effectiveness of acupuncture in primary care.

ACUMEN was a rigorous pragmatic randomised trial set within Selby and York
Primary Care Trust. Nineteen patients randomised to the comparator arm received

usual care from their GPs. Twenty patients randomised to the experimental arm
were also offered referral for traditional acupuncture to one of three professional
acupuncture practitioners in York. Despite a total sample size of only 39, the findings
are promising. Chapter Three concludes that a full trial is justified, but highlights

recruitment as an issue

The longitudinal qualitative enquiry nested in ACUMEN and ngorted in Chapter Four
provides evidence of the acceptability of acupuncture treatment and how this evolved
over time for six women in ACUMEN. In spite¥ of its small sample size, its
methodological rigour and degree of congruence with previous work generate insight
into: why patient-centred recruitment strategies were successful in ACUMEN; why

patients complied fully with acupuncture; and the nature of the complex package of
‘active ingredients’ acupuncture patients experienced within ACUMEN. Moreover
these findings offer guidance for the design of recruitment material and the delivery

of acupuncture in future trials.

Chapter Five reports a complementary postal survey to investigate barriers to patient
recruitment by GPs. This leads to recommendations for procedures to overcome

these barriers and guard against failure to complete a full-scale trial. Chapter Six
considers the evidence from ACUMEN in the light of past research, concludes that a

full trial is justified and feasible, and highlights design issues.
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Preface

| was one of the first students to study for a Masters in Acupuncture at the Northern College
of Acupuncture in York and qualified with a distinction in May 2000, almost six years ago.
This primarily literature based study with six complementary case studies was an exploration
of the treatment of primary dysmenorrhoea by traditional acupuncture. This study furthered
my interest in the potential role for acupuncture in the treatment of menstrual disorders and
led me to adopt this as my special interest in clinical practice. It also led to my writing a
briefing paper for the Acupuncture Research Resource Centre on the evidence of
effectiveness for acupuncture in the treatment of gynaecological conditions. This enabled me
to understand better what makes a good effectiveness study and whether such research is
possible for a holistic medical paradigm like traditional Chinese medical acupuncture. A
prominent concern within the profession at that time was that, whilst qualitative research
affords the methods to investigate patients’ treatment experiences and perceptions of benefits
for example, quantitative research threatens only to divorce acupuncture from its theoretical
principles, transforming it utterly by reducing it to a rigid set of points uniformly administered
within the confines of the laboratory style experimental model. Whilst the York Acupuncture
for Back Pain (YACBAC) trial was raising awareness about rigorous studies of individualised
acupuncture as practiced in ‘the real world’ by members of the British Acupuncture Council,
there were concerns that such studies would ultimately be thwarted and acupuncture’'s effect
systematically underestimated owing to a lack of tools to detect and estimate accurately the

range and type of benefits that patients experience and value.

The studentship at the Department of Health Sciences provided me with a unique opportunity

to begin to grapple with some of these questions. | also took this opportunity to move from

the study of primary dysmenorrhoea to that of menorrhagia, as it was a condition which [ had
had some success treating, that caused women much distress, and which was not

characterised by pain — a characterisation of acupuncture that | was keen to leave behind.
But as | was the sole acupuncturist in the department, it was a journey that was not without its
challenges. It took me eighteen months to reach the point where | felt able to assert my
research agenda and approach those with the expertise and open mindedness that | needed
to help me achieve my aim. | am indebted to Professors lan Russell and Kate Thomas for

accepting my request to supervise my studies and to Dr Hugh MacPherson for providing
financial backing for a trial in his role as Director of the Foundation for Traditional Chinese
Medicine. Within months ACUMEN had come into being and epitomised the wish “to do
justice to holism” — words taken from a colleague’s MSc thesis (Alison Gould), which | wrote
on my application for a studentship at the Department of Health Sciences, University of York.
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Chapter One

Is acupuncture an effective treatment for menorrhagia?

An Introduction to the Thesis

1. Background

1.1 The nature of menorrhagia

Menorrhagia 1s defined as excessive or prolonged menstrual bleeding in the absence
of discernable organic pathology, such as fibroids or endometriosis (Shaw et al.
2002). It can result in physical, psychological and social impairment (Lumsden &
Smith 1992; Vessey et al. 1992), and is likely to have important effects on
employment, though no studies have assessed the extent of this problem. When
objectively assessed, what constitutes ‘excessive’ or ‘prolonged’ is a measured
menstrual blood loss in excess of 80 ml, which is thought to affect approximately
10% of women of reproductive age. The population studies from which these figures
are derived defined 80 ml as the upper limit for normal menstrual blood loss on the

basis that it is women with a menstrual blood loss in excess of 80 ml whom are at

greater risk of developing iron deficiency anaemia (Barer & Fowler 1936; Halberg et

al. 1966; Cole et al. 1971), and menorrhagia is the commonest cause of iron

deficiency anaemia in the developed world (Cohen & Gibor 1980).

What these studies also revealed, however, was that this objective measure does not

always correlate with women’s subjective assessments of their menstrual loss.

Halberg and colleagues (1966) found 40% of the women who met the criteria for
objectively defined menorrhagia to consider their loss moderate or light, whilst 26%
of those with a measured loss of 60 ml or less described their menses as heavy.
Similarly, the studies by both Fraser and colleagues (1984) and Cameron and
colleagues (1990) found 38% and 50%, respectively, of women presenting with
menorrhagia to have a measured loss within the normal range. It is notable, therefore,
that whilst objectively assessed menorrhagia is estimated to affect 10% of women of
reproductive age, in a national survey of women conducted in the UK in 1990, 30% -

almost a third of all women - reported that they experienced symptoms of heavy



menstrual loss (MORI 1990). This finding is helpful, as it is more likely to reflect the

extent of the demand for medical care for menorrhagia.

A number of explanations have been given to explain the discrepancy between
measured and perceived menstrual loss. Fraser and colleagues (1985) argued that the
alkaline haematin method used to provide an objective measure of menstrual loss may
be inadequate, because of the considerable variation in blood to fluid ratio between
women, whereby the presence or absence of anaemia is not predictive of the volume
of fluid loss and the distress this may cause. However, the most widely reported
explanation is that because women have no perception of what their actual menstrual
loss is, they can only make a subjective assessment based on their own experience or
that of other women (Rees 1991; Miles 1991; Prentice 1999a), and psychological
factors are also thought to influence their perception and tolerance of symptoms
(Heiman 1956; Greenberg 1983; Marshall 1998). Thus, clinicians and researchers
have suggested that counselling, advice and reassurance, may be more appropriate
than any active intervention in women whose measured menstrual blood loss is within
the normal range (Rees 1991; Coulter 1995; Marshall 1998), especially given the
ethical implications of prescribing them medication that carries the risk of unpleasant,
and potentially serious side effects (Lumsden & Smith 1992; Coulter et al. 1995;

Irvine & Cameron 1999). The problem with recommending that management be
based on such laboratory criteria is twofold: First, the alkaline haematin method 1s a
specialised and time-consuming technique that is not available for routine clinical use.
And second, it is a technique that requires women to collect their used sanitary towels
and tampons, a process which many women find unacceptable. Thus, general

practitioners (GPs) have continued to employ a more pragmatic approach, whereby a
woman’s perception and experience of menstrual loss, and the degree to which

symptoms adversely affect quality of life, play a key role in the therapeutic decision

making process.

1.2 The medical management of menorrhagia

Menorrhagia is a common reason for GP consultation (Nuffield Institute & Centre for
Reviews and Dissemination 1995), with 5% of women in the UK seeking help for this

symptom annually (Vessey et al. 1992). Itis also responsible for 12% of all referrals



Figure 1: Medical management of the complaint menorrhagia from “Guideline: The Initial
Management of Menorrhagia” published by the Royal College of Obstetrics and
Gynaecology, UK www.rcog.org.uk/guidelines/menorrhagia.html 01/02/00

Does not require contraception or
prefers non-hormonal treatment

Mefenamic acid 500 mg tds starting on

first day of period for days of heavy
flow (A)

Tranexamic acid 1 g tds starting on first
day of period for days of heavy flow (A)

Use for 3 months

If blood flow is reduced to an
acceptable level and no side effects

treatment can continue indefinitely

N

Has copper or non-hormonal
IUD in situ

Add Change to
tranexamic progestogens
acid or -releasing

mefenamic IUD (A)

‘acid (dosage
as above) (A)

if flow still unacceptable REMOVE 1UD
and suggest altemative contraception

A = based on randomised trials

Whilst oral luteal phase progestogens are ineffective in reducing menstrual blood loss (A),
Intrauterine progesterones are effective (A)

If blood flow is not reduced to an
acceptable level or unacceptable side

effects try the other drug whilst awaiting
REFERRAL

[ 3 ]

Needs contraception as well

el M

Combined Progestogen Long-acting
oral releasing progestogens
contraceptive IUD (A) (C)

pill (A)

Review after
3 months
Add

mefenamic acid
if necessary

Review after 6
months
if flow still
unacceptable
Review after 3 REFER
months
If flow still

unacceptable
REFER

B = based on other robust experimental or observational studies
C = based on more limited evidence but the advice relies on expert opinion and has the endorsement

of respected authornties

Note: This guideline was in date at the time of the ACUMEN Study



to gynaecology outpatient departments (Bradlow et al 1992), and at least 60% of those
referred for menorrhagia will undergo surgical intervention (Coulter et al 1989;
Coulter et al 1991). About half of all women who undergo surgery for menorrhagia
have a normal uterus (RCOG 1998). So it is important to provide women with less

invasive and more supportive treatment options for menorrhagia.

The treatment objective in the initial management of menorrhagia is to alleviate heavy
menstrual flow and, as a consequence, prevent iron deficiency anaemia and improve
quality of life. The drug therapies available fall into four main categories: (1)
Hormonal treatments (e.g. norethisterone, danazol and hormone releasing coils); (2)
prostaglandin synthetase inhibitors (e.g. mefenamic acid and naproxen); (3) inhibitors
of fibrinolysis (e.g. tranexamic acid); (4) and reducers of platelet fragility (e.g.
ethamsylate). In 1995, Coulter and colleagues conducted a systematic review of
randomised controlled trials of drug therapies for menorrhagia, which later informed
the development of the national guideline for the initial management of menorrhagia
published by the Royal College of Obstetrics and Gynaecology in 1998 [Figure 1].
Coulter concluded that tranexamic acid, danazol and progestagen-releasing coils
(Mirena coil) could significantly reduce both objective and subjectively assessed

menstrual blood loss. The Mirena coil has not yet been licensed for use in Britain, but

it is thought it may provide an effective alternative to surgery and be useful in patients
who also require contraception (Irvine et al 1997; Prentice 1999a, b). The
considerable risk of becoming amenorrhoeic after 12 months use may, however, make
it an unacceptable option for many women. Danazol is also extremely effective at
reducing menstrual blood loss, but its use is restricted due to the considerable risk of

developing serious androgenic side effects (Coulter et al 1995; Irvine et al 1997).
Thus, the most effective and acceptable of the drug therapies currently available is

tranexamic acid, which induces a reduction in menstrual blood loss of around 50% in
the majority of patients (Coulter et al 1995; Bonnar & Sheppard 1996). However,
tranexamic acid is ineffective in around 15% of patients, and its’ acceptability is
compromised in approximately 30% of patients, owing to the frequency of side
effects such as headache, skin rashes and gastrointestinal symptoms (Nilsson & Rybo
1967). It is also an inappropriate drug therapy for women with thromboembolic
disease and coagulation or fibrinolytic disorders (BNF 2005), and a treatment that

achieves a reduction in blood loss, at the expense of unpleasant side effects is unlikely



to be acceptable when considering quality of life terms (Coulter et al 1995; Irvine et al
1999; Lumsden & Smith 1992). Moreover, studies have found that many women find
long-term drug therapy unacceptable (Marshall 1998; Coulter et al 1995), especially if
their symptoms will return on cessation of medication. Unless they can be reassured
on this point, they may find surgery a more attractive option. A preference for
treatment that does not involve drugs or surgery has also been reported by women

(Longridge nee Gamon 2000; Scambler & Scambler 1985).

The premise of this thesis is that acupuncture might usefully add to the therapeutic

options currently available to women with menorrhagia in NHS primary care, so
enabling more women to manage their symptoms without recourse to surgery. In
particular, acupuncture might better address the health needs of those women who
have found drug therapy ineffective, inappropriate because of side effects or

concurrent medical conditions, and unacceptable because they dislike drug therapies.

1.3 Acupuncture in Britain today

Within Britain, practitioners of acupuncture can be broadly defined as practicing
either traditional acupuncture or western medical acupuncture (Acupuncture
Regulatory Working Group 2003). Traditional acupuncture involves completing a
comprehensive three-year undergraduate training programme based on oriental
medical principles originating in China, and the study of western medical sciences
appropriate to the practice of acupuncture and independent practice in healthcare.

Most traditional acupuncturists use acupuncture as their main or only form of
treatment. Western medical acupuncture is a system of practice that focuses on those

aspects of acupuncture which may be easily integrated into orthodox medical practice,
or which are amenable to physiological explanation and evaluation through laboratory

tests or explanatory trials (Filshie et al. 1998; James 1998). A basic competence

course in medical acupuncture typically involves two weekends, a safety assessment

and the submission of 30 case reports. It is practiced by doctors, physiotherapists,

nurses and dentists and 1s most often regarded as an adjunct to existing treatments.

This thesis is primarily concerned with traditional acupuncture, as practiced by

Members of the British Acupuncture Council (MBAcC). The British Acupuncture



Council was formed in 1995 and is a non-statutory regulatory body (BAcC). The
BAcC maintains standards of education, ethics, discipline and practice to ensure the
health and safety of the public at all times. Members are bound by the Council’s
Codes of Safe Practice, Professional Conduct and Health & Disciplinary Procedures,
and are covered by full Medical Malpractice & Public/Products Liability Insurance.
To achieve BAcC membership, practitioners must first attain a recognised
qualification. In Britain, BAcC recommended training institutions are those
accredited by the British Acupuncture Accreditation Board (BAAB), an independent
body closely allied to the BAcC that was established in 1990 (The British

Acupuncture Counctl 2004). To foster the development of a research culture within

the profession, the BAcC has stipulated that research methods be taught at colleges as
part of the core curriculum. The Acupuncture Resource Research Centre (ARRC)
was set up in 1994 by the BAcC to facilitate undergraduate and postgraduate studies
better. In 2004 there were eight fully accredited training institutions and the BAcC
had a membership of over 2500 (The British Acupuncture Council 2004).

1.4 Acupuncture in the treatment of gynaecological conditions — past and present

Gynaecology in Chinese medicine has a long history dating back to 1500 — 1000 BC
(Maciocial997). The Yellow Emperor’s Classic of Internal Medicine: Simple
Questions (1979) was first published 100 BC, and has many references to women’s
physiology and anatomy, including a description of the aetiology and treatment of
menorrhagia and dysmenorrhoea. From 206 BC, texts dealing exclusively with
gynaecology were written. Over the course of two millennia, through a continuous
process of critical thinking and extensive clinical observation and testing, the theory
and practice of acupuncture for gynaecological diseases has been developed. It is a
process and a history that since the 1960’s, the West has participated in (Birch & Felt
1999a). Seminal texts such as Maciocia’s Obstetrics & Gynecology in Chinese
Medicine (1997) continue the tradition of balancing old and new in order to fulfil the
mandate of accurate transmission and appropriate modulation, be it from one
generation or one country to the next. Classical citations are balanced with
contemporary case histories and diseases common in Western societies, but rare in

China, are innovatively presented (Kaptchuk in Maciocia 1997).



Table 1: lllustration of the range of variables significant to the process of diagnosis and
treatment in TCM - from a case report of “Lydia” (Longridge nee Gamon 2000

Pre-menstrual symptoms: o Quite overweight since childhood, family pattern
o Feeling *"wound-up” o Malar flush Pulse quality: slippery, wiry and rapid
o Ir!'itabilrty o Tongue: pink, wet, redness and swelling in central
o Tiredness area, many heat spots, thick greasy yellow coat at
o Abdominal bloating the root
o Menstrual symptoms: Other factors:
o Abdomen feels heavy and dragging © No breakfast as appetite poor am.
o Low backache more pronounced o lrregular diet due to work environment (hospital
o Heavy ache down front of thighs nurse)
o Severe cramping abdominal pain that is fixed o Snacks on convenience foods (crisps, chocolate,
o Pain stops as soon as clots are passed sandwiches)
o Heavy, dark, clotted loss days 1 and 2 o Main meal often a take-away (Chinese, Indian, fish
o Clots size of 50p and chips)
o Bleed brighter in colour and lighter flow days 3 o 4106 cups of coffee per day
to 6 o 1to2bottles of wine one evening each week
Other symptoms and signs: o Lots of cold water throughout the day
Abdominal bloating after eating o Too tired to exercise
Low back ache - constant ache and weakness o Frustration and worry related to financial problems

Loose, strong smelling stools Dark, strong and work
smelling urine Good personal and working relationships

Feels the heat and sweats easi! Supportive family close b

QO O

Table 2: lllustration of a TCM differential diagnosis according to syndrome patterns - from a

case report of “Lydia” (Longridge nee Gamon 2000
Spleen Q} Xu and Damp Loose, strong smelling stools
Dark, strong smelling urine
Feels the heat and sweats easily
Drinks a lot of cold water throughout the day
Puilse: slippery and rapid
Tongue: redness and swelling in central area, many heat
spots, thick greasy yellow coat at the root

Kidney Yin Xu with Empty Heat
Low back ache = constant dull ache, weakness

Tiredness

Tendency to be overweight
Abdominal bloating
Appetite poor am

Pulse: slippery
Tongue: wet, swelling in central area
Liver Qi Stagnation

Feeling "wound-up”

O 00000
OO0 0000

Irritability Malar flush
Pulse: wirey Feels the heat and sweats easily
Damp Heat in the Lower Jiao Pulse: rapid

Stagnation of Blood in the Uterus and Chong Mai

Abdomen feels heavy and dragging during menses
Severe cramping abdominal pain that is fixed

Low back ache during menses
Heavy ached down front of thi

O 00000

hs during menses

Q000000

Today, traditionally trained acupuncturists in the West are taught to diagnose and treat

a range of gynaecological disorders including menorrhagia, dysmenorrhoea, and
irregular menstruation, according to oriental medical principles originating in China
(Flaws 1997; Kaptchuk 1983; Maciocia 1989; Maciocia 1997; Maciocia 1998). This
holistic medical paradigm requires that the patient’s specific and general
physiological and psychological response to a disease entity is assessed by means of
questioning, observation, palpation, listening and smelling [Table 1]. The
relationships between the patient’s signs and symptoms are then categorised and a
differential diagnosis made [Table 2]. The context in which the disease takes place,
the patient’s living and working environment, is also taken into consideration in order
to understand the disease process and create the most effective treatment strategy
[Figure 2 & Table 3]. This approach tends to the unique way in which disease

manifests itself in individuals and involves the tailoring of treatment to the individual.



The emphasis 1s also on education and self-care according to aetiology, whereby
advice on diet, rest and exercise 1s offered as appropriate. Consequently the quality of

the patient-practitioner relationship is understood to be an important factor in bringing
about health and healing (MacPherson & Kaptchuk 1997).

Table 3: lilustration of a treatment protocol -- from a case report of “Lydia” (Longridge nee
Gamon 2000

Points, point actions and nheedling details
o SP6 sanyinjiao, strengthens the Spleen, resolves Damp, moves the Biood and Nourishes Kidney Yin - bilateral, even

method, deqi obtained [needle type: Seirin 0.20mm x 25mm]
o ST36 taichong, regulates Liver Qi and moves Blood ~ bilateral, reducing method, deqi obtained [needle type: Seirin

0.20mm x 25mm]}
o REN3 zhongji, resolve Dampness and Blood Stagnation in the Uterus ~ reducing method, deqi obtained [needle type:

Seirin 0.20mm x 25mm]
o ST28 shuidao, resolves Dampness and Blood Stagnation in the Uterurs — reducing method, deqi obtained [needie

type: Seirin 0.20mm x 25mm]
o SP4 gongsun and P6 neiguan, regulate menstruation - right-left crossover, even method, deqi obtained [needie type:

Seirin 0.16mm x 25mm]
Chinese Dietary Advice to strengthen the Spleen and resolve Damp
Avoid: dairy (goat and sheeps products are easier to digest), wheat, sugar, yeast, bananas, fruit juices from concentrate

especially orange and tomato, fried foods, peanuts, bananas, pork and rich meat
Include: anchovy, mackerel, aduki beans, garlic, onion, celery, parsley, olive, pear, grapefruit, watercress, pumpkin, dark

leafy green vegetables, brown rice, dried apricot and fig

Qi Gong - to tonify Kidney Yin
Aeroblc activity — walking or cycling to regulate Liver Qi, move Blood and resolve Dampness

Relaxation - to nourish Kidney Yin, strengthen the Spleen and soothe the Liver

It is generally accepted that treatment for menstrual problems is required over the
course of a minimum of three menstrual cycles, involving between 12 and 20 sesstons
(Lyttleton 2004; Maciocia 1998). The treatment itself involves an individualised
acupuncture-points prescription and the insertion of fine (approx. 0.20 gauge),

sterilised, disposable needles into the skin and underlying tissues at precise points on

the body (British Acupuncture Council Code of Safe Practice Committee 2002;
Deadman et al. 1998). Between six and 12 local and distal points are commonly used.
The needle technique, that is the way in which the point is manually stimulated or the
use of electricity to stimulate the point (electro-acupuncture), is determined by the
treatment principle [Table 3] (MacPherson & Kaptchuk 1997). Other interventions
such as moxibustion, infra-red heat lamp, massage, and cupping are administered as
indicated (Birch & Felt 1999b). Moxibustion involves igniting the processed
mugwort plant “moxa” so that the heat from the burning herb stimulates the acupoint
or an area of the body, such as the abdomen. Infrared heat lamps can also be used to
heat areas of the body. Massage or cupping, the application of suction cups to the
body, can be used to stimulate circulation. The precise nature of the intervention may

change over time in line with the patient’s health state and response to treatment.



Figure 2: lllustration of a Pathology and Aetiology Diagram - from a case report of Lydia

(Longridge nee Gamon 2000 )

Constitution

Inadequate diet Dampness

Iregular eating '

ne(g)verwork g —b Spleen Qi Xu J_"" pouring down
Worry '

------------------------------------------------------

~ Emotional stress — | .
 Lack of exercise —» ‘ Liver Qi Stagnation }—b Damp Heat in the

Stagnation of

Blood in the
Uterus and
_ Constitution =
ﬁ Overwork T
~ Lack of exercise Kidney Yin Xu

A lot of standing

Emotional stress
Overwork

> Empty Heat

T'raditional acupuncture has its roots in Daoist philosophy (Birch & Felt 1999c¢:
Kaptchuk 1983; Matsumoto & Birch 1983), and it is this theoretical underpinning that
allows for the holistic treatment approach described. In Daoist thought the cosmos,
heaven and earth, 1s perceived as an integral whole that gives rise to phenomenon.
Creation 1s seen as a continual process that occurs by a kind of inductance, a
movement that comes about as a result of an inner dynamic of cyclical patterns that
arise as a result of the existence of two polar complements or forces labelled Yin Qi
and Yang Qi. Human beings are seen as being connected to this all-encompassing
energetic system, and to be microcosms of the macrocosm. Mind and body are seen
as inter-connected and the dynamic flux and cyclical pattern of change observed in
nature 18 also observed in human beings. As a consequence, health 1s seen not as an
objective state, but as a dynamic harmony. Disease 1s seen as a way of
communicating that the dynamic flux between ourselves and the world we live in has
broken down at some level, be it mind (1.e. psychological), body (1.e. physiological)

or spirit (i.e. the way we infuse purpose or meaning into our lives). The principle of
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treatment 1s to help re-establish this ebb and flow of Qi and in so doing generate the

best possible internal climate for self-repair and recovery.

Clearly the philosophy underlying traditional acupuncture, its language and methods
ditter greatly to those of Western biomedicine. These differences led to the majority
of Western scientists being sceptical of acupuncture. It also led both Chinese and
Western biomedical scientists to investigate how acupuncture accomplishes change in
the human body according to the models of human function they already trust (Chen
& Yu 1991; Han 1997; Mo et al. 1993; Omura et al. 1998; Takeshi et al. 1976). This
research 1s still in the very earliest stages of development (Stux & Hammerschlag
2001). Thus, left entirely to the biomedical establishment, acupuncture would
probably never have begun its westward progress. Unschuld (1992) suggests that the
current extent of acupuncture’s Western adoption demonstrates the rationale of
acupuncture makes sense to patients. Indeed as early as 1986, complementary and

alternative medicine (CAM) had become the second biggest growth industry in

Europe, second only to microelectronics (Reilly 2001).

CAM was best defined by the Cochrane Collaboration for the House of Lords Report
on Complementary and Alternative Medicine (2000) as “a broad domain of healing
resources that encompasses all health systems, modalities, and practices and their
accompanying theories and beliefs, other than those intrinsic to the politically
dominant health systems of a particular society or culture in a given historical
period”. Perhaps what is most striking about the rise in CAM usage is that whereas
most of the great revolutions in medicine have conceivably come from scientists,
doctors, or technology, this phenomenon has been patient-led — a publicly driven
trend (Reilly 2001). Approximately 7% of the adult population in England have
received acupuncture, the majority of whom are women (Thomas et al. 2001).
Professional acupuncturists, of whom there are over 2,500 in the UK (The British
Acupuncture Council 2004), provide the great majority of these treatments, and at
least 6% of those patients consulting professional acupuncture practitioners in the UK

receive treatment for gynaecological and obstetric conditions (Newton et al. 2002;

Wadlow & Peringer 1996).

10



1.5 Acupuncture research

Indeed, it is the rapidly increasing number of patients who are seeking help from
CAM practitioners that is the main reason for the current upsurge of official interest
and research activity. Between 1999 and 2000, the House of Lords Select Committee
on Science and Technology undertook an inquiry into CAM (House of Lords Select
Committee on Science and Technology 2000b). Of significance to acupuncture was
the pragmatic stance taken when considering whether or not patients should be
provided access and research undertaken in the absence of plausible explanations for
the therapy’s mechanisms of action. The opinion of the committee was that the safety
of the therapy should determine continued public access and not the strength of its
evidence base (House of Lords Select Committee on Science and Technology 2000a).
The Select Committee also advised that evidence of a therapy’s efficacy determine
whether or not wider access via the National Health Service is provided, whatever the
controversy over its underlying mechanisms. And, like the European Council
(European Commission 1998) and the British Medical Association (British Medical
Association 2000), the House of Lords recognised the urgent need for research that

answers not only questions of eflicacy and safety, but investigates patients’

satisfaction with CAM.

1.5.1 Acupuncture and safety

Patients generally perceive acupuncture to be more natural than conventional
medicine and have fewer concerns about adverse events. A systematic review of
prospective studies of acupuncture safety carried out in other parts of the world, found
only two cases of pneumothorax and two cases of broken needles in a quarter of a
million treatments (Emst & White 2001). In the UK, two prospective surveys were
undertaken to systematically examine both the rate and nature of adverse events
(MacPherson et al. 2001b; White et al. 2001). Similar methods were used to enable
comparability. In the first survey involving 576 British Acupuncture Council
Members, there were no serious adverse events associated with 34,407 treatments:
that i1s no patients required subsequent hospitalisation (MacPherson et al. 2001b).
This outcome corresponds with the other survey involving 31,822 consultations with

doctors and physiotherapists who performed acupuncture (White et al. 2001). The
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probability of a serious adverse event occurring in 10,000 treatment episodes was

found to lie between 0 and 1.1 (95% CI), a rate classified as minimal (British Medical
Association Ethics 1993). Both surveys also reported a rate of 14 per 10,000

acupuncture consultations for minor transient but significant adverse events (such as
nausea or fainting). A limitation of these studies is the probable existence of reporter
bias, the possibility that some patients who experienced an adverse event following a
treatment did not return to report the event or complete their course of acupuncture,
and that by restricting the survey to immediate complications of treatment, no longer-
term deleterious effects on the patient’s condition could be identified. The results
from a postal survey of prospectively identified acupuncture patients to establish the
type and frequency of adverse events they experienced and attributed to their
acupuncture treatment, therefore provides useful triangulation (MacPherson et al
2004). This survey involved patients who had received acupuncture treatment from
members of the British Acupuncture Council. The adverse event rate reported by
patients at follow-up (n=6348/9408) in relation to the 30,196 consultations during the
three-month period covered by the survey was 350 per 10,000 consultations (95% Cl
330 to 370), and is considerably higher than that reported by practitioners in the
surveys reported above. The most common events reported were severe tiredness and
exhaustion, pain at the site of needling, and headache. Ten percent of adverse events
were due to treatment accidents (moxabustion burns to the skin, needle left in after
treatment, electro-acupuncture with too strong a sensation and inserted needle
breaking), and is again higher than that reported by practitioners. Serious adverse
events that patients associated with acupuncture treatment were rare (0.5 per 1000
patients over three months) and seemingly quite tenuous (falling asleep whilst driving
two days after an acupuncture treatment) or indicative of a healing response (an
aggravation of existing symptoms followed by an overall improvement). Thus this

survey adds additional evidence to support the general finding that acupuncture is safe

in competent hands.

1.5.2 Current research of acupuncture for gynaecological and obstetric conditions

Public endorsement, an official call for evidence, evidence of safety, and the
subsequent availability of funding has created the social climate necessary for

acupuncture research in the UK, a milieu paralleled in other western nations. At the
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time of writing, the first randomised clinical trial of acupuncture and Chinese herbs
for endometriosis was being planned in Oregon, America (Hammerschlag et al.
2000); a tnal of acupuncture for primary dysmenorrhoea was underway in Adelaide,
Australia for the first time (Smith 2000); the first UK study to assess whether
acupuncture/ transcutaneous electrical nerve stimulation can induce ovulation in
women with polycystic ovary syndrome was taking place in Oxford, UK (Kennedy
2002); and the first exploratory trial of acupuncture for the treatment of patients with
menorrhagia in primary care in the UK was drawing to a close (Longridge et al. 2001)

- this trial was undertaken by the candidate for the purposes of a PhD degree in Health

Sciences.

1.6 The ACUMEN programme of research — embracing complexity

The York and Selby Acupuncture for Menorrhagia Exploratory Trial (ACUMEN)
with nested qualitative study and complementary GP survey was designed in 2000.
At its’ core lay the commitment to design a rigorous study that would evaluate
acupuncture as practiced by members of the British Acupuncture Council and so
allow for individualised points prescriptions that might change over time, the use of
co-interventions, development of a beneficial therapeutic relationship, and giving of
lifestyle advice. The evaluation of everyday clinical practice was deemed essential to

preserve the integrity of the therapy and ensure the findings would be relevant to the

acupuncture profession.

The guidelines produced earlier that year for the evaluation of complex interventions
to improve health by the Medical Research Council (2000) proved invaluable,
validating the pragmatic approach taken and informing the study design. The
important message for ACUMEN was that when at an exploratory stage a study can
benefit greatly from the use of multiple methods, as these allow the question to be
investigated from differing perspectives to give a more comprehensive understanding
of the phenomenon. The guidelines highlighted the importance of understanding what
personal, professional or organisational factors might make an intervention more or
less acceptable. They also described a role for qualitative research in eliciting the

nature of the complex intervention delivered. This expansive approach to researching
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complex healthcare interventions was considered entirely consistent with the aims of

ACUMEN in that it acknowledges and embraces their complexity.

1.7 Structure of the thesis

The thesis contains six chapters, of which this introduction is the first.

In the second chapter, the findings from a descriptive systematic review of the
evidence for acupuncture in the treatment of menorrhagia and the related idiopathic
conditions primary dysmenorrhoea and irregular menstruation are given. This

represents the first attempt to synthesise evidence for the effectiveness of acupuncture

in the treatment of menorrhagia.

Chapter Three presents the findings from the York and Selby Acupuncture for
Menorrhagia Exploratory Trial (ACUMEN), which is perhaps the first rigorously
designed and conducted randomised trial of acupuncture for a menstrual disorder, and

certainly for menorrhagia. The feasibility of and justification for a definitive tnal to

evaluate the relative clinical and cost effectiveness of acupuncture in primary care is

considered.

Chapter Four presents the first longitudinal, qualitative study of menorrhagia patients
receiving traditional acupuncture within the confines of a trial. From the findings, an

attempt is made to understand the factors that led women to choose to accept the offer
of acupuncture in ACUMEN, the way in which treatment acceptability changed over

time, and how these findings might inform the design and conduct of future trials.

Chapter Five focuses upon the ACUMEN GP postal questionnaire survey. This
survey adds to the evidence that exists for factors that hinder and help active paticnt

recruitment by GPs within a trial. It provides evidence of specific relevance to trials

of acupuncture for menorrhagia and may inform other trials of acupuncture for

conditions not characterised by pain and for which there is no credible evidence base.

Chapter Six summarises the findings from all of the above and draws the thesis to its

end providing suggestions for possible future research in this area.
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Chapter Two

A Descriptive Systematic Review:

Acupuncture for the Treatment of Menorrhagia

1. Background and Introduction

1.1 The systematic review

Established 1in 1994, the NHS Centre for Reviews and Dissemination is a UK based
organisation with a primary function of conducting systematic reviews to inform
health care policy. The Cochrane Collaboration was founded a year earlier in 1993,
and is a respected international research network that specialises in the preparation
and dissemination of high quality systematic reviews on the effectiveness of
healthcare interventions (Olsen et al. 2001). ‘A systematic review is an overview of
scientific studies that uses explicit, systematic and therefore reproducible methods to
locate, select, appraise and synthesise relevant and reliable evidence’ (Russell et al.
1998). Such reviews are able to minimise the delay between the discovery of new
effective treatments and their implementation in practice (Greenhalgh 2001). In
addition, a rigorous systematic review provides researchers with comprehensive
information by which to identify gaps in the evidence base, and is therefore an

invaluable first step prior to embarking upon new primary research. The studies

included in systematic reviews are typically limited to well-conducted randomised
trials that are selected or rejected according to clear criteria (Clarke & Oxman 2000).
However, in cases where it 1s known that few or no RCTs exist, the assessment of
quasi-experimental and observational studies is of value (Goodman 1993; Jadad 2000;

White et al. 2002). The purpose of such descriptive systematic reviews is often to

stimulate improvements in research and provide a rationale for future research, rather

than synthesise outcomes (Light & Pillemer 1984).

1.2 Reviews to determine the effectiveness of acupuncture for gynaecological

conditions

A recent Cochrane review to determine the effectiveness of transcutaneous electrical

nerve stimulation and acupuncture for primary dysmenorrhea reported on just two
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RCTs of acupuncture (Proctor et al. 2002). A briefing paper entitled Gynaecology
and Acupuncture: the evidence jfor effectiveness and produced by the Acupuncture
Resource Research Centre (ARRC) reported on two studies of menorrhagia, one of
amenorrhoea and seven studies of acupuncture for primary dysmenorrhoea
(Longridge nee Gamon et al. 2000). These 10 studies included the 2 RCTs selected
for the Cochrane review (Helms 1987; Thomas et al 1995). It is worth noting that

both these trials were conducted in the West, whilst seven of the remaining eight case-

series were conducted in China. Socio-political influences are thought to account for
the scarcity of adequately controlled trials from China (Birch & Felt 1999¢). For

example, until recently, the use of placebo controls was illegal. A key issue, however,
is the Chinese acupuncture community’s limited understanding of bio-statistical
methodology, which has led to outcomes being subjectively assessed by the
practitioner-researcher as having, for example, “markedly improved” or “failed to
respond”, and to the use of scientifically meaningless statistics (e.g. counts and

averages). The strength of these studies is considered to be the use of authentic and

credible acupuncture treatment protocols and large patient groups, whilst inadequate

treatments and small sample sizes are a common criticism of the often more
rigorously designed Western studies (Birch 1997; Longridge nee Gamon et al. 2000,
Hammerschlag & Morris 1997). A descriptive systematic review would provide

useful information about the strengths and weaknesses of overall findings, and

provide guidance in how best to interpret the {indings.

1.3 Publication bias and the grey literature

It is clear from the ARRC’s briefing paper that there is a scarcity of available research
even when methodological criteria for selection is widened (Longridge nee Gamon et

al. 2000). This is partly because very few of the studies published in the hundreds of
acupuncture journals in China, Japan or Korea are translated and published in
Western acupuncture journals. It is also a reflection of the poor reputation Chinese

and Asian work has among Western scientists, because of the unusually positive

results cited, a situation that has led to studies published in Asian medical journals in
general being largely excluded from mainstream biomedical information systems such
as MEDLINE (Birch & Felt 1999¢). In a recent systematic review of controlled

clinical trials of acupuncture in the Japanese literature, Tsukayama and Yamashita
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(2002) found that of the 34 trials located only two were listed in MEDLINE or the

Cochrane Library.  Similarly, the thousands of studies of acupuncture for
gynaecological conditions published in the hundreds of Chinese traditional medicine

journals currently remain practically hidden (Mrs Mingming Zhang 2003). The
founding of a Chinese Cochrane Centre in 1999, with a goal of translating RCTs into

English for inclusion in the Cochrane Central Register of Controlled Trials, is a
positive first step to making this body of evidence available to more researchers
(Zhang 2003). Moreover it is an undertaking that is suited to the Cochrane
Collaboration, as the preparation of high quality translations to provide rigorously
consistent databases of information demands an approach similar to that required for
systematic reviews: Notably the independent translation of studies by more than one
translator and the review of these translations by a suitably qualified advisory group.
Indeed, such collaborative efforts are essential to promote a more thorough scientific
evaluation of acupuncture. It is hoped that there will be similar stratcgics to facilitate
access to the Japanese literature, not least because the quality of this research has

improved so dramatically since mid-1990 and the publication of the WHO Guidelines
for Clinical Research on Acupuncture (Tsukayama & Yamashita 2002).

1.4 Hierarchy of effectiveness studies

Figure three illustrates a hierarchy of evidence for effectiveness and was drawn from
a number of sources (Crombie & Davies 1998; Earl-Slater 2002; Greenhalgh 2001;
NHS Centre for Reviews and Dissemination 2001; Thomas & Fitter 2002). This
hierarchy reflects the degree to which different study designs are susceptible to bias or
deviations from the truth. For example, high-quality randomised controlled trials are
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