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Disclaimer

The recommendations in this guideline represent the view of NICE, arrived at after careful
consideration of the evidence available. When exercising their judgement, professionals are
expected to take this guideline fully into account, alongside the individual needs, preferences
and values of their patients or service users. The recommendations in this guideline are not
mandatory and the guideline does not override the responsibility of healthcare professionals to
make decisions appropriate to the circumstances of the individual patient, in consultation with
the patient and/or their carer or guardian.

Local commissioners and/or providers have a responsibility to enable the guideline to be
applied when individual health professionals and their patients or service users wish to use it.
They should do so in the context of local and national priorities for funding and developing
services, and in light of their duties to have due regard to the need to eliminate unlawful
discrimination, to advance equality of opportunity and to reduce health inequalities. Nothing
in this guideline should be interpreted in a way that would be inconsistent with compliance
with those duties.

NICE guidelines cover health and care in England. Decisions on how they apply in other UK
countries are made by ministers in the Welsh Government, Scottish Government, and
Northern Ireland Executive. All NICE guidance is subject to regular review and may be
updated or withdrawn.
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s Glossary
Term Defimiton

Abnormal uterine bleeding Any departure from normal menstruation or from a normal menstrual cycle

pattern, including regularity, frequency, heaviness of flow, or duration of flow.

Abstract Summary of a study, which may be published alone or as an introduction to a
full scientific paper.

Alkaline Haematin (AH) Colorimetric technique for estimating haemoglobin concentration in blood and

method other fluids based on the formation of haematin from haemoglobin, using 0.1
mole of sodium hydroxide (NaOH). This technique is no longer used (obsolete)

Anaesthesia Loss of pain sensation as intentionally induced by drugs or medication.

Antifibrinolytics Medication given to treat excessive bleeding or to help in the control of

Arm (of a clinical study)

bleeding, by preventing breakdown of fibrin in blood clots.

Subsection of individuals within a study who receive one particular
intervention, for example placebo arm.

Association Statistical relationship between 2 or more events, characteristics or other
variables. The relationship may or may not be causal.
Attrition bias Systematic differences between comparison groups for withdrawal or exclusion

Area under the curve

of participants from a study.

Summary measure of the accuracy of a diagnostic test.

(AUC)

Baseline The initial set of measurements at the beginning of a study (after run-in period
where applicable) with which subsequent results are compared.

Bias Influences on a study that can make the results look better or worse than they

really are. Bias can occur by chance, deliberately or as a result of systematic
errors in the design and execution of a study. It can also occur at different stages
in the research process, for example during the collection, analysis,
interpretation, publication or review of research data.

For examples see Confounding factor, Performance bias, Publication bias
Selection bias.
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Glossary
Term Definition
Blind biopsy Biopsy taken without visual guidance or strong evidence of localised disease.
Blinding The practice of keeping the investigators or subjects of a study ignorant of the

Case-control study

Case series

Clinical effectiveness

Clinical efficacy
Clinician

Cochrane Review

Cohort

Cohort study

Combined oral
contraceptives (COC)

Comorbidity

Comparative group

Concealment of allocation

Confidence interval (CI)

group to which a subject has been assigned. For example, a clinical trial in
which the participating patients or their doctors are unaware of whether they
(the patients) are taking the experimental drug or a placebo (dummy treatment).
The purpose of ‘blinding’ or ‘masking’ is to protect against bias. See also
double-blind study and single-blind study.

A study to find out the cause(s) of a disease or condition. This is done by
comparing a group of patients who have the disease or condition (cases) with a
group of people who do not have it (controls) but who are otherwise as similar
as possible (in characteristics thought to be unrelated to the causes of the
disease or condition). This means the researcher can look for aspects of their
lives that differ to see if they may cause the condition. Such studies are
retrospective because they look back in time from the outcome to the possible
causes of a disease or condition.

Report of a number of cases of a given disease, usually covering the course of
the disease and the response to treatment. There is no comparison (control)
group of patients.

How well a specific test or treatment works when used in the 'real world' (for
example when used by a doctor with a patient at home), rather than in a
carefully controlled clinical trial. Trials that assess clinical effectiveness are
sometimes called management trials. Clinical effectiveness is not the same as
efficacy.

The extent to which an intervention is active when studied under controlled
research conditions.

A healthcare professional who provides patient care. For example a doctor,
nurse or physiotherapist.

The Cochrane Library consists of a regularly updated collection of evidence-
based medicine databases including the Cochrane Database of Systematic
Reviews (reviews of RCTs prepared by the Cochrane Collaboration).

A group of people sharing some common characteristic (e.g. patients with the
same disease), followed up in a research study for a specified period of time.

A study with 2 or more groups of people — cohorts — with similar
characteristics. One group receives a treatment, is exposed to a risk factor or has
a particular symptom and the other group does not. The study follows their
progress over time and records what happens.

A pill that contains both oestrogen and progestogen synthetic hormones, similar
to the natural oestrogen and progesterone produced by the ovaries. Often
referred to as the birth-control pill or colloquially as “the pill”.

A disease or condition that someone has in addition to the health problem being
studied or treated.

The group in the study who do not receive the treatment/procedure or who
receive the norm treatment. This group is used to measure against the
treatment/procedure being investigated.

The process used to ensure that the person deciding to enter a participant into an
RCT does not know the comparison group into which that individual will be
allocated. This is distinct from blinding and is aimed at preventing selection
bias. Some attempts at concealing allocation are more prone to manipulation
than others and the method of allocation concealment is used as an assessment
of the quality of a trial.

There is always some uncertainty in research. This is because a small group of
patients is studied to predict the effects of a treatment on the wider population.
The confidence interval is a way of expressing how certain we are about the
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Glossary

Term

Confounding factor

Continuous outcome

Control group

Cost—benefit analysis
(CBA)

Cost—consequence analysis
(CcA)

Cost-effectiveness analysis
(CEA)

Cost-effectiveness model

Cost-minimisation analysis
(CMA)

Cost—utility analysis
(CUA)

Credible interval (CrI)

Definition

findings from a study, using statistics. It gives a range of results that is likely to
include the 'true' value for the population.

The CI is usually stated as '95% CI', which means that the range of values has a
95 in 100 chance of including the 'true' value. For example, a study may state
that “based on our sample findings, we are 95% certain that the 'true' population
blood pressure is not higher than 150 and not lower than 110”. In such a case
the 95% CI would be 110 to 150.

A wide confidence interval indicates a lack of certainty about the true effect of
the test or treatment — often because a small group of patients has been studied.
A narrow confidence interval indicates a more precise estimate (for example if a
large number of patients have been studied).

Something that influences a study and can result in misleading findings if it is
not understood or appropriately dealt with. For example, a study of heart disease
may look at a group of people who exercise regularly and a group who do not
exercise. If the ages of the people in the 2 groups are different, then any
difference in heart disease rates between the 2 groups could be because of age
rather than exercise. Therefore age is a confounding factor.

Data with a potentially infinite number of possible values within a given range.
Height, weight and blood pressure are examples of continuous variables.

A group of people in a study who do not receive the treatment or test being
studied. Instead, they may receive the standard treatment (sometimes called
‘usual care') or a dummy treatment (placebo). The results for the control group
are compared with those for a group receiving the treatment being tested. The
aim is to check for any differences. Ideally, the people in the control group
should be as similar as possible to those in the treatment group, to make it as
easy as possible to detect any effects due to the treatment.

Cost-benefit analysis is one of the tools used to carry out an economic
evaluation. The costs and benefits are measured using the same monetary units
(for example UK pounds) to see whether the benefits exceed the costs.

Cost-consequence analysis is one of the tools used to carry out an economic
evaluation. This compares the costs (such as treatment and hospital care) with
the consequences (such as health outcomes) of a test or treatment with a suitable
alternative. Unlike cost—benefit analysis or cost-effectiveness analysis, it does
not attempt to summarise outcomes in a single measure (such as the quality
adjusted life year) or in financial terms. Instead, outcomes are shown in their
natural units (some of which may be monetary) and it is left to decision-makers
to determine whether, overall, the treatment is worth carrying out.

Cost-effectiveness analysis is one of the tools used to carry out an economic
evaluation. The benefits are expressed in non-monetary terms related to health,
such as symptom-free days, heart attacks avoided, deaths avoided or life years
gained (that is, the number of years by which life is extended as a result of the
intervention).

An explicit mathematical framework which is used to represent clinical decision
problems and incorporate evidence from a variety of sources in order to
estimate the costs and health outcomes.

Cost-minimisation analysis is a type of economic evaluation which can be used
when the alternatives being compared have equivalent clinical effectiveness.
The costs of alternatives are compared in order to determine which is the
cheapest.

Cost—utility analysis is one of the tools used to carry out an economic
evaluation. The benefits are assessed in terms of both quality and duration of
life, and expressed as quality adjusted life years (QALYS).

See also Utility.

The Bayesian equivalent of a confidence interval.
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Glossary

Term

Cross-over study design

Cross-sectional study

Decision analysis

Diagnostic study
Dichotomous outcomes

Dilatation and curettage
(D&C)

Discounting

Dominance

Double-blind study

Drop-out

Economic evaluation

Effect (as in effect
measure, treatment effect,
estimate of effect, effect
size)

Effectiveness

Effectiveness reviews

Definition

A study comparing two or more interventions in which the participants, upon
completion of the course of one treatment, are switched to another. A problem
with this study design is that the effects of the first treatment may carry over
into the period when the second is given. Therefore a crossover study should
include an adequate ‘wash-out’ period, which means allowing sufficient time
between stopping one treatment and starting another so that the first treatment
has time to wash out of the patient’s system.

The observation of a defined set of people at a single point in time or time
period — a snapshot. (This type of study contrasts with a longitudinal study,
which follows a set of people over a period of time.)

An explicit quantitative approach to decision-making under uncertainty, based
on evidence from research. This evidence is translated into probabilities, and
then into diagrams or decision trees which direct the clinician through a
succession of possible scenarios, actions and outcomes.

A study to assess the effectiveness of a test or measurement in terms of its
ability to accurately detect or exclude a specific disease.

Outcome that can take one of 2 possible values, such as dead/alive, smoker/non-
smoker, present/not present (also called binary data).

A minor gynaecological operation in which the cervix is expanded enough
(dilated) to allow scraping of the endometrium (the lining of the uterus) using a
curette, and the material submitted for microscopic examination. It is usually
performed under anaesthesia.

Costs and perhaps benefits incurred today have a higher value than costs and
benefits occurring in the future. Discounting health benefits reflects individual
preference for benefits to be experienced in the present rather than the future.
Discounting costs reflects individual preference for costs to be experienced in
the future rather than the present.

A health economics term. When comparing tests or treatments, an option that is
both less effective and costs more is said to be 'dominated' by the alternative.

A study in which neither the subject (patient) nor the observer investigator/
clinician) is aware of which treatment or intervention the subject is receiving.
The purpose of blinding is to protect against bias.

A participant who withdraws from a trial before the end.

An economic evaluation is used to assess the cost effectiveness of healthcare
interventions (that is, to compare the costs and benefits of a healthcare
intervention to assess whether it is worth doing). The aim of an economic
evaluation is to maximise the level of benefits — health effects — relative to the
resources available. It should be used to inform and support the decision-
making process; it is not supposed to replace the judgement of healthcare
professionals.

There are several types of economic evaluation: cost—benefit analysis, cost—
consequence analysis, cost-effectiveness analysis, cost-minimisation analysis
and cost—utility analysis. They use similar methods to define and evaluate costs,
but differ in the way they estimate the benefits of a particular drug, programme
or intervention.

A measure that shows the magnitude of the outcome in 1 group compared with
that in a control group. For example, if the absolute risk reduction is shown to
be 5% and it is the outcome of interest, the effect size is 5%. The effect size is
usually tested, using statistics, to find out how likely it is that the effect is a
result of the treatment and has not just happened by chance.

How beneficial a test or treatment is under usual or everyday conditions.

Evaluation of how beneficial a test or treatment is under everyday conditions.
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Glossary
Term Definition
Efficacy How beneficial a test, treatment or public health intervention is under ideal

Endometrial ablation

Endometrial hyperplasia
Endometrial pathology
Endometrial biopsy

Epidemiological study

EQ-5D (EuroQol 5
dimensions)

Evidence

Evidence based

Evidence table

Exclusion criteria (clinical

study)

Exclusion criteria
(literature review)

Extended dominance

Extrapolation

False negative

False positive
Fibroid
First-generation
endometrial ablation
Fixed-effect model

Follow-up

Forest plot

conditions (for example in a laboratory).

A surgical treatment for heavy menstrual bleeding that involves destruction of
the lining of the womb using various techniques and energy sources.

Abnormal thickening of the lining of the uterus.
Endometrial hyperplasia or carcinoma.

A procedure in which a sample of the endometrium (tissue lining the inside of
the uterus) is removed for microscopic evaluation.

The study of a disease within a population, defining its incidence and
prevalence and examining the roles of external influences (for example
infection, diet) and interventions.

A standardised instrument used to measure health-related quality of life. It
provides a single index value for health status.

Information on which a decision or guidance is based. Evidence is obtained
from a range of sources including RCTs, observational studies, expert opinion
(of clinical professionals or patients).

The process of systematically finding, appraising and using research findings as
the basis for clinical decisions.

A table summarising the results of a collection of studies which, taken together,
represent the evidence supporting a particular recommendation or series of
recommendations in a guideline.

Criteria that define who is not eligible to participate in a clinical study.

Explicit standards used to decide which studies should be excluded from
consideration as potential sources of evidence.

If Option A is both more clinically effective than Option B and has a lower cost
per unit of effect when both are compared with a do-nothing alternative, then
Option A is said to have extended dominance over Option B. Option A is
therefore more cost effective and should be preferred, other things remaining
equal.

An assumption that the results of studies of a specific population will also hold
true for another population with similar characteristics.

A diagnostic test result that incorrectly indicates that an individual does not
have the disease of interest, when they do actually have it.

A diagnostic test result that incorrectly indicates that an individual has the
disease of interest, when they actually do not have it.

Benign smooth muscle tumour of the uterus, also known as leiomyoma and
myoma.

A surgical treatment for heavy menstrual bleeding that involves destruction of
the lining of the womb using hysteroscopic-guided techniques (using direct
visualisation of the endometrium with a hysteroscope)

In meta-analysis, a model that calculates a pooled effect estimate using the
assumption that all observed variation between studies is caused by random
sample variability. Studies are assumed to estimating the same overall effect.

Observation over a period of time of an individual, group or initially defined
population whose appropriate characteristics have been assessed in order to
observe changes in health status or health-related variables.

A graphical representation of the individual results of each study included in a
meta-analysis together with the combined meta-analysis result. The plot also
allows readers to see the heterogeneity among the results of the studies. The
results of individual studies are shown as squares centred on each study’s point
estimate. A horizontal line runs through each square to show each study’s

Heavy menstrual bleeding (update): Supplementary material for HMB (update) DRAFT August 2017
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Gonadotropin-releasing
hormone agonist (GnRHa)

GRADE, GRADE profile

Harms
Health economics

Health-related quality of
life (HRQoL)

Heterogeneity

Histopathology
Hyperplasia

Hysterectomy

Hysteroscopic endometrial
resection

Hysteroscopy

Hysteroscopy-guided
biopsy

Imprecision
Incidence

Inclusion criteria (clinical
study)

Inclusion criteria
(literature review)

Incremental cost

Incremental cost
effectiveness ratio (ICER)

Incremental net benefit
(INB)

Glossary

Term Definition
confidence interval. The overall estimate from the meta-analysis and its
confidence interval are shown at the bottom, represented as a diamond. The
centre of the diamond represents the pooled point estimate, and its horizontal
tips represent the confidence interval.

Generalisability The extent to which the results of a study hold true for groups that did not
participate in the research.

Gold standard A method, procedure or measurement that is widely accepted as being the best

available to test for or treat a disease.

Medication that interacts with the GnRH receptors in the body and modifies the
release of pituitary hormones (follicle stimulating hormone and luteinising
hormone).

A system developed by the GRADE Working Group to address the short-
comings of present grading systems in healthcare. The GRADE system uses a
common, sensible and transparent approach to grading the quality of evidence.
The results of applying the GRADE system to clinical trial data are displayed in
a table known as a GRADE profile.

Adverse effects of an intervention.
Study or analysis of the cost of using and distributing healthcare resources.

A measure of the effects of an illness to see how it affects someone's day-to-day
life.

The term is used in meta-analyses and systematic reviews to describe when the
results of a test or treatment (or estimates of its effect) differ

The study of microscopic anatomical changes or structure in diseased tissue.

Enlargement of an organ or tissue, subsequent to the increase in the number of
cells in that organ or tissue.

Surgical removal of the uterus.

A first-generation endometrial ablation technique, where the whole lining of the
womb is extirpated using loop diathermy electrodes, usually with roller-ball
ablation and under direct hysteroscopic visualisation. Also called transcervical
resection of the endometrium.

An examination of the inside of the uterus using a hysteroscope (an endoscope
used in direct visualisation of the canal of the uterine cervix and the cavity of
the uterus).

A tissue sample taken from the inside lining of the uterus using a hysteroscope

Results are imprecise when studies include relatively few patients and few
events and thus have wide confidence intervals around the estimate of effect.

The incidence of a disease is the rate at which new cases occur in a population
during a specified period.

Specific criteria that define who is eligible to participate in a clinical study.

Explicit criteria used to decide which studies should be considered as potential
sources of evidence.

The extra cost linked to using one test or treatment rather than another. Or the
additional cost of doing a test or providing a treatment more frequently.

The difference in the mean costs in the population of interest divided by the
differences in the mean outcomes in the population of interest for one treatment
compared with another.

The value (usually in monetary terms) of an intervention net of its cost
compared with a comparator intervention. The INB can be calculated for a
given cost-effectiveness (willingness to pay) threshold. If the threshold is

Heavy menstrual bleeding (update): Supplementary material for HMB (update) DRAFT August 2017
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Glossary
Term Definition
£20,000 per QALY gained then the INB is calculated as: (£20,000xQALYs
gained) minus incremental cost.
Indirectness The available evidence is different to the review question being addressed, in

Intention-to-treat analysis
(ITT)

Internal validity

Intervention

Intramural fibroid

Invasive techniques

Leiomyoma
Length of stay

Levonorgestrel intrauterine
system (LNG-IUS)

Licence

Life years gained

Likelihood ratio

Loss to follow-up

Magnetic Resonance
Imaging (MRI)

Malignancy

Markov model

Mean

Mean difference

Median

Medical sedation

terms of population, intervention, comparison and outcome (PICO).

An assessment of the people taking part in a clinical trial, based on the group
they were initially (and randomly) allocated to. This is regardless of whether or
not they dropped out, fully complied with the treatment or switched to an
alternative treatment. Intention-to-treat analyses are often used to assess clinical
effectiveness because they mirror actual practice: that is, not everyone complies
with treatment and the treatment people receive may be changed according to
how they respond to it.

How well an experiment is done and if it is clear that the variable being tested is
what is causing the measured effect.

In medical terms this could be a drug treatment, surgical procedure, diagnostic
or psychological therapy. Examples of public health interventions could include
action to help someone to be physically active or to eat a more healthy diet.

Fibroid that develops within the wall of the uterus.

A technique which is some way ‘invades’ the body; this can be anything from
an injection to surgery.

Benign smooth muscle tumour of the uterus, also known as fibroid and myoma.
The total number of days a patient stays in hospital.

A small intrauterine device that releases progestogen hormones into the womb.

See Product licence.

Mean average years of life gained per person as a result of the intervention
compared with an alternative intervention.

The likelihood ratio combines information about the sensitivity and specificity.
It tells you how much a positive or negative result changes the likelihood that a
patient would have the disease. The likelihood ratio of a positive test result
(LR+) is sensitivity divided by (1 minus specificity).

Patients who have withdrawn from the clinical trial at the point of follow-up.

Medical imaging technique that uses a magnetic field and pulses of radio wave
energy to make pictures of organs and structures inside the body.

An illness that is a cancer.

A method for estimating long-term costs and effects for recurrent or chronic
conditions, based on health states and the probability of transition between them
within a given time period (cycle).

An average value, calculated by adding all the observations and dividing by the
number of observations.

In meta-analysis, a method used to combine measures on continuous scales
(such as weight), where the mean, standard deviation and sample size in each
group are known. The weight given to the difference in means from each study
(for example how much influence each study has on the overall results of the
meta-analysis) is determined by the precision of its estimate of effect.

The value of the observation that comes half-way when the observations are
ranked in order.

It is the act of calming or reducing a patient’s conscious state by administration
of medication. It allows the patients to tolerate unpleasant diagnostic or surgical
procedures, and simplify special procedures that require little or no movement.

Heavy menstrual bleeding (update): Supplementary material for HMB (update) DRAFT August 2017
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Glossary

Term

Meta-analysis

Methodology

Minimal important
difference (MID)

Monte Carlo

MRI-guided
transcutaneous focussed
ultrasound for uterine
fibroids

Multivariate model
Myoma

Net monetary benefit
(NMB)

Network meta-analysis
(NMA)

Network meta-analysis
(NMA) only

Non-randomised

Non-steroidal anti-
inflammatory drugs
(NSAIDs)

Number needed to treat
(NNT)

Observational study

Odds ratio (OR)

Definition

A method often used in systematic reviews. Results from several studies of the
same test or treatment are combined to estimate the overall effect of the
treatment.

Systematic, theoretical analysis of the methods applied to a field of study.

Threshold for clinical importance which represents the minimal important
difference for benefit or for harm; for example the threshold at which drug A is
less effective than drug B by an amount that is clinically important to patients.

A technique used to approximate the probability of certain outcomes by running
multiple simulations using random variables.

Procedure that uses magnetic resonance imaging (MRI) to locate the fibroids
and direct high-intensity ultrasound energy to destroy fibroid tissue.

A statistical model for analysis of the relationship between 2 or more predictors,
(independent) variables and the outcome (dependent) variable.

Benign smooth muscle tumour of the uterus, also known as leiomyoma and
fibroid.

The value (usually in monetary terms) of an intervention net of its cost. The
NMB can be calculated for a given cost-effectiveness (willingness to pay)
threshold. If the threshold is £20,000 per QALY gained then the NMB is
calculated as: (£20,000xQALYs gained) minus cost.

Meta-analysis in which multiple treatments (that is, 3 or more) are being
compared using both direct comparisons of interventions within RCTs and
indirect comparisons across trials based on a common comparator.

Study was only included in network meta-analysis and not pairwise analysis.

When subjects of a study are not allocated to a specific treatment/group at
random.

Medication given to reduce pain and inflammation.

The average number of patients who need to be treated to get a positive
outcome. For example, if the NNT is 4, then 4 patients would have to be treated
to ensure 1 of them gets better. The closer the NNT is to 1, the better the
treatment. For example, if you give a stroke prevention drug to 20 people before
1 stroke is prevented, the number needed to treat is 20.

Individuals or groups are observed or certain factors are measured. No attempt
is made to affect the outcome. For example, an observational study of a disease
or treatment would allow 'nature' or usual medical care to take its course.
Changes or differences in one characteristic (for example whether or not people
received a specific treatment or intervention) are studied without intervening.
There is a greater risk of selection bias than in experimental studies.

Odds are a way to represent how likely it is that something will happen (the
probability). An odds ratio compares the probability of something in one group
with the probability of the same thing in another.

An odds ratio of 1 between 2 groups would show that the probability of the
event (for example a person developing a disease, or a treatment working) is the
same for both. An odds ratio greater than 1 means the event is more likely in the
first group. An odds ratio less than 1 means that the event is less likely in the
first group.

Sometimes probability can be compared across more than 2 groups — in this
case, one of the groups is chosen as the 'reference category' and the odds ratio is
calculated for each group compared with the reference category. For example,

Heavy menstrual bleeding (update): Supplementary material for HMB (update) DRAFT August 2017
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Glossary

Term

’One-stop’ clinic
Oophorectomy
Opportunity cost

Outcome

p value

Pairwise analysis
Pelvic ultrasound scan

Performance bias

Perimenopausal
Pictorial Blood Loss

Assessment Chart (PBAC)
Placebo

Placebo effect

Polyp

Post-hoc analysis

Postmenopausal

Definition

to compare the risk of dying from lung cancer for non-smokers, occasional
smokers and regular smokers, non-smokers could be used as the reference
category. Odds ratios would be worked out for occasional smokers compared
with non-smokers and for regular smokers compared with non-smokers.

See also Confidence interval, Relative risk.

See ’see-and-treat’ strategy.
Surgical removal of one or both ovaries.

The loss of other healthcare programmes displaced by investment in or
introduction of another intervention. This may be best measured by the health
benefits that could have been achieved had the money been spent on the next
best alternative healthcare intervention.

The impact that a test, treatment, policy, programme or other intervention has
on a person, group or population. Outcomes from interventions to improve the
public's health could include changes in knowledge and behaviour related to
health, societal changes (for example a reduction in crime rates) and a change in
people's health and wellbeing or health status. In clinical terms, outcomes could
include the number of patients who fully recover from an illness or the number
of hospital admissions, and an improvement or deterioration in someone's
health, functional ability, symptoms or situation. Researchers should decide
what outcomes to measure before a study begins.

The p value is a statistical measure that indicates whether or not an effect is
statistically significant. For example, if a study comparing 2 treatments found
that one seems more effective than the other, the p value is the probability of
obtaining these results by chance. By convention, if the p value is below 0.05
(that is, there is less than a 5% probability that the results occurred by chance) it
is considered that there probably is a real difference between treatments. If the p
value is 0.001 or less (less than a 1% probability that the results occurred by
chance), the result is seen as highly significant. If the p value shows that there is
likely to be a difference between treatments, the confidence interval describes
how big the difference in effect might be.

A process of comparing entities in pairs to judge which of each entity is
preferred, or has a greater amount of some quantitative property.

Medical imaging technique that uses sound waves to look at reproductive
organs

Systematic differences between intervention groups in care provided apart from
the intervention being evaluated. Blinding of study participants (both the
recipients and providers of care) is used to protect against performance bias.

The start of the transition towards menopause when he ovaries gradually begin
to make less oestrogen

Method for assessing blood loss during menstruation

A fake (or dummy) treatment given to participants in the control group of a
clinical trial. It is indistinguishable from the actual treatment (which is given to
participants in the experimental group). The aim is to determine what effect the
experimental treatment has had over and above any placebo effect caused
because someone has received (or thinks they have received) care or attention.

A beneficial (or adverse) effect produced by a placebo and not due to any
property of the placebo itself.

Abnormal growth of tissue projecting from a mucous membrane.

Statistical analyses that are not specified in the trial protocol and are generally
suggested by the data.

The time of a woman's life after her menstrual periods have ceased for 12
consecutive months.
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Glossary

Term

Power (statistical)

Premenopausal

Prevalence

Primary care

Primary outcome
Product licence

Progestogens

Prognosis

Prospective study

Protocol (review)

Publication bias

Quality of life

Quality adjusted life year

(QALY)

Random effect model

Randomisation

Randomised controlled

trial (RCT)

Definition

The ability to demonstrate an association when one exists. Power is related to
sample size; the larger the sample size, the greater the power and the lower the
risk that a possible association could be missed.

The time of a woman’s life immediately before the menopause.

The prevalence of a disease is the proportion of a population that are cases at a
point in time.

Healthcare delivered outside hospitals. It includes a range of services provided
by GPs, nurses, health visitors, midwives and other healthcare professionals and
allied health professionals such as dentists, pharmacists and opticians.

The outcome of greatest importance, usually the one in a study that the power
calculation is based on.

An authorisation from the Medicines and Healthcare Products Regulatory
Agency (MHRA) to market a medicinal product.

Synthetic hormone similar to the natural progesterone produced in the ovaries.

A probable course or outcome of a disease. Prognostic factors are patient or
disease characteristics that influence the course. Good prognosis is associated
with low rate of undesirable outcomes; poor prognosis is associated with a high
rate of undesirable outcomes.

A research study in which the health or other characteristic of participants is
monitored (or 'followed up') for a period of time, with events recorded as they
happen. This contrasts with retrospective studies.

A document written prior to commencing a review that details exactly how
evidence to answer a review question will be obtained and synthesised. It
defines in detail the population of interest, the interventions, the
comparators/controls and the outcomes of interest (PICO).

Publication bias occurs when researchers publish the results of studies showing
that a treatment works well and don't publish those showing it did not have any
effect. If this happens, analysis of the published results will not give an accurate
idea of how well the treatment works. This type of bias can be assessed by a
funnel plot.

See Health-related quality of life.

A measure of the state of health of a person or group in which the benefits, in
terms of length of life, are adjusted to reflect the quality-of-life. One QALY is
equal to 1 year of life in perfect health. QALY are calculated by estimating the
years of life remaining for a patient following a particular treatment or
intervention and weighting each year with a quality-of-life score (on a scale of 0
to 1). It is often measured in terms of the person's ability to perform the
activities of daily life, and freedom from pain and mental disturbance.

In meta-analysis, a model that calculates a pooled effect estimate using the
assumption that each study is estimating a different true treatment effect due to
real differences between studies. Observed variation in effects are therefore
caused by a combination of random sample variability (within-study variation)
and heterogeneity between studies (between-study variation). The overall
effects is an average of the estimated true study effects.

Assigning participants in a research study to different groups without taking any
similarities or differences between them into account. For example, it could
involve using a random numbers table or a computer-generated random
sequence. It means that each individual (or each group in the case of cluster
randomisation) has the same chance of receiving each intervention.

A study in which a number of similar people are randomly assigned to 2 (or
more) groups to test a specific drug or treatment. One group (the experimental
group) receives the treatment being tested, the other (the comparison or control
group) receives an alternative treatment, a dummy treatment (placebo) or no

Heavy menstrual bleeding (update): Supplementary material for HMB (update) DRAFT August 2017

15



DRAFT FOR CONSULTATION

Glossary
Term Definition
treatment at all. The groups are followed up to see how effective the
experimental treatment was. Outcomes are measured at specific times and any
difference in response between the groups is assessed statistically. This method
is also used to reduce bias.
Recruitment bias When proper randomisation is not achieved when recruiting individuals,

Reference standard

Relative risk (RR)

Reporting bias
Resource implication

Retrospective study

Review question

Second-generation
endometrial ablation

Secondary care

Secondary outcome

‘See-and-treat’ strategy

Selection bias

Sensitivity

meaning that the sample obtained may not be representative of the population
intended to be analysed.

The test that is considered to be the best available method to establish the
presence or absence of the outcome — this may not be the one that is routinely
used in practice.

The ratio of the risk of disease or death among those exposed to certain
conditions compared with the risk for those who are not exposed to the same
conditions (for example the risk of people who smoke getting lung cancer
compared with the risk for people who do not smoke). If both groups face the
same level of risk, the relative risk is 1. If the first group had a relative risk of 2,
subjects in that group would be twice as likely to have the event happen. A
relative risk of less than 1 means the outcome is less likely in the first group.
Relative risk is sometimes referred to as risk ratio.

See Publication bias.
The likely impact in terms of finance, workforce or other NHS resources.

A research study that focuses on the past and present. The study examines past
exposure to suspected risk factors for the disease or condition. Unlike
prospective studies, it does not cover events that occur after the study group is
selected.

The plan or set of steps to be followed in a study. A protocol for a systematic
review describes the rationale for the review, the objectives and the methods
that will be used to locate, select and critically appraise studies, and to collect
and analyse data from the included studies.

A surgical treatment for heavy menstrual bleeding that involves destruction of
the lining of the womb without using continuous direct visualisation of the
endometrium with a hysteroscope.

Care provided in hospitals.

An outcome used to evaluate additional effects of the intervention deemed a
priori as being less important than the primary outcomes.

In a ‘see-and-treat’ strategy, women referred for a hysteroscopy will be seen for
a consultation, have the test to identify the cause of bleeding (diagnosis), and
start treatment if necessary, all in just one visit. This is also known as ’one-stop’
clinic.

Selection bias occurs if:

the characteristics of the people selected for a study differ from the wider
population from which they have been drawn; or

there are differences between groups of participants in a study in terms of
how likely they are to get better.

How well a test detects the thing it is testing for. If a diagnostic test for a disease
has high sensitivity, it is likely to pick up all cases of the disease in people who
have it (that is, give a 'true positive' result). But if a test is too sensitive it will
sometimes also give a positive result in people who don't have the disease (that
is, give a 'false positive'). For example, if a test were developed to detect if a
woman is 6 months pregnant, a very sensitive test would detect everyone who
was 6 months pregnant but would probably also include those who are 5 and 7
months pregnant. If the same test were more specific (sometimes referred to as
having higher specificity), it would detect only those who are 6 months
pregnant and someone who was 5 months pregnant would get a negative result

Heavy menstrual bleeding (update): Supplementary material for HMB (update) DRAFT August 2017

16



DRAFT FOR CONSULTATION

Glossary

Term

Sensitivity analysis

SF-12
SF-36

Significance (statistical)

Single blind study

Specificity

Stakeholder

Standard deviation (SD)

Structural abnormality

Subgroup analysis

Submucosal fibroid

Subserous fibroid

Definition

(a 'true negative'). But it would probably also miss some people who were 6
months pregnant (that is, give a 'false negative').

Breast screening is a 'real-life' example. The number of women who are recalled
for a second breast screening test is relatively high because the test is very
sensitive. If it were made more specific, people who don't have the disease
would be less likely to be called back for a second test but more women who
have the disease would be missed.

A means of representing uncertainty in the results of an analysis. Uncertainty
may arise from missing data, imprecise estimates or methodological
controversy. Sensitivity analysis also allows for exploring the generalisability of
results to other settings. The analysis is repeated using different assumptions to
examine the effect on the results.

One-way simple sensitivity analysis (univariate analysis) — each parameter is
varied individually in order to isolate the consequences of each parameter on
the results of the study.

Multi-way simple sensitivity analysis (scenario analysis) — 2 or more parameters
are varied at the same time and the overall effect on the results is evaluated.

Threshold sensitivity analysis — the critical value of parameters above or below
which the conclusions of the study will change are identified.

Probabilistic sensitivity analysis — probability distributions are assigned to the
uncertain parameters and are incorporated into evaluation models based on
decision analytical techniques (for example Monte Carlo simulation).

A 12-question questionnaire to measure Health-Related Quality of life.
A 36-question questionnaire to measure Health-Related Quality of life.

A result is deemed statistically significant if the probability of the result
occurring by chance is less than 1 in 20 (p<0.05).

A study in which either the subject (patient/participant) or the observer
(clinician/investigator) is not aware of which treatment or intervention the
subject is receiving.

The proportion of true negatives that are correctly identified as such. For
example, in diagnostic testing the specificity is the proportion of non-cases
correctly diagnosed as non-cases. In terms of literature searching a highly
specific search is generally narrow and aimed at picking up the key papers in a
field and avoiding a wide range of papers.

See also Sensitivity.

An organisation with an interest in a topic on which NICE is developing a
clinical guideline or piece of public health guidance. Organisations that register
as stakeholders can comment on the draft scope and the draft guidance.
Stakeholders may be:

manufacturers of drugs or equipment

national patient and carer organisations

NHS organisations

organisations representing healthcare professionals.

A measure of the spread or dispersion of a set of observations, calculated as the
average difference from the mean value in the sample.

Endometrial polyps or fibroids.

An analysis in which the intervention effect is evaluated in a defined subset of
the participants in a trial, or in complementary subsets.

Fibroid that grows into the uterine cavity.

Fibroid that grows into the abdominal cavity.
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Abbreviations

Term

Systematic review

Test-and-treat randomised
controlled trial (RCT)

Time horizon

Three-dimensional (3D)
ultrasound scan)

Transvaginal ultrasound
scan (TVUS)

Treatment allocation

True negative
True positive

Two-dimensional (2D)
ultrasound scan

UFS-QOL

Ultrasound scan

Univariate

Uterine artery
embolization (UAE)

Utility

Vaginoscopy

WHOQOL-BREF

Women of reproductive
years

Definition

A review in which evidence from scientific studies has been identified,
appraised and synthesised in a methodical way according to predetermined
criteria. It may include a meta-analysis.

A randomised trial in which 2 diagnostic tests with the same therapeutic
interventions are offered based on the results of tests are compared, and with
study outcomes being clinically important consequences of diagnostic accuracy.

The time span over which costs and health outcomes are considered in a
decision analysis or economic evaluation.

A medical ultrasound technique that provides 3D images.
An ultrasound scan preformed via the vagina.

Assigning a participant to a particular arm of a trial.

A diagnostic test result that correctly indicates that an individual does not have
the disease of interest when they actually do not have it.

A diagnostic test result that correctly indicates that an individual has the disease
of interest when they do actually have it.

A medical ultrasound technique that provides 2D images.

Uterine fibroid symptom and health-related quality of life questionnaire

Procedure that uses high-frequency sound waves to create an image of part of
the inside of the body.

Analysis which separately explores each variable in a data set.

Procedure that treats fibroids by blocking their blood supply, through injection
of particles into the uterine artery.

In health economics, a utility is the measure of the preference or value that an
individual or society places upon a particular health state. It is generally a
number between 0 (representing death) and 1 (perfect health). The most widely
used measure of benefit in cost-utility analysis is the quality-adjusted life year,
but other measures include disability-adjusted life years (DALY's) and healthy
year equivalents (HYEs).

Vaginoscopy approach to hysteroscopy is a technique where the hysteroscope is
inserted into the vagina and through the cervical canal and into the uterine
cavity without a vaginal speculum or cervical instrumentation.

Generic Quality of Life Scale developed through the World Health Organization

A woman within her reproductive age span, assumed for statistical purposes to
be 15-44 or 15-49 years of age.

Abbreviations

Abbreviation
2D

2D-TAUS
2D-TVUS

3D

3D-TAUS
3D-TVUS
AE

AH

Heavy menstrual bleeding

Definition

Two-dimensional

Two-dimensional transabdominal ultrasound scan
Two-dimensional transvaginal ultrasound scan
Three-dimensional

Three-dimensional transabdominal ultrasound scan
Three-dimensional transvaginal ultrasound scan
Adverse event

Alkaline haematin
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Abbreviations

Abbreviation Definition

AMSTAR Assessing the Methodological Quality of Systematic Reviews
AUC Area under the curve

BNF British National Formulary

BSGE British Society for Gynaecological Endoscopy
CHCVR Combined hormonal contraceptive vaginal ring
CI Confidence interval

CoC Combined oral contraceptives

Crl Credible interval

D&C Dilatation and curettage

DIC Deviance information criterion

EBx Endometrial biopsy

EE Ethinyl estradiol

EQ-5D EuroQol five dimensions questionnaire

FN False negative

FP False positive

FSH Follicle-stimulating hormone

GnRHa Gonadotrophin-releasing hormone agonist
GRADE Grading of Recommendations Assessment, Development and Evaluation
HMB Heavy menstrual bleeding

HRQoL Health-related quality of life

HRQoL-4 Health-related Quality of Life — 4 (questionnaire)
HSROC Hierarchical summary receiver operating characteristic
HTA Health Technology Assessment

ICER Incremental cost-effectiveness ratio

LNG-IUS Levonorgestrel-releasing intrauterine system
LR+ Positive likelihood ratio

LR- Negative likelihood ratio

MBL Menstrual blood loss

MD Mean difference

MEA Microwave endometrial ablation

M-H Mantel-Haenszel

MID Minimally important difference

MPA Medroxyprogesterone acetate

MR Mean ratio

MRgFUS Magnetic Resonance-guided Focused Ultrasound Surgery
MRI Magnetic resonance imaging

N/A Not applicable

N/C Not calculable

NGA National Guideline Alliance

NHS National Health Service

NICE National Institute of Health and Care Excellence
NMA Network meta-analysis

NMB Net monetary benefit

NSAIDs Nonsteroidal anti-inflammatory drugs
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Abbreviations

Abbreviation
OPH

OR

PICO
PBAC

pD

PMD

PSA

PSS

QoL
QALY
QUADAS-2
RAND-36
RCOG
RCT

ROC
RPOC

RR

SD

SE

Sens
SF-12
SF-36

SIS

SMF

Spec
TAUS
TBA
TCRE
TCRF

TN

TP

TVUS
TXA
UAE
UFS-QOL
US

WHO
WHOQOL-BREF TR

Definition

Outpatient hysteroscopy

Odds ratio

Population, intervention, comparison, outcome
Pictorial blood loss assessment chart
Possibility of deviance

Postmenopausal bleeding

Probabilistic sensitivity analysis

Personal social services

Quality of life

Quality-adjusted life year

A quality assessment tool for diagnostic accuracy studies
36-Item Short Form Health Survey

Royal College of Obstetricians and Gynaecologists
Randomised controlled trial

Receiver operating characteristics

Retained products of conception

Relative risk/risk ratio

Standard deviation

Standard error

Sensitivity

12-Item Short Form Survey

36-Item Short Form Survey

Saline infusion sonography

Submucosal fibroid

Specificity

Transabdominal ultrasound scan

Thermal balloon ablation

Transcervical resection of endometrium
Transcervical resection of fibroids

True negative

True positive

Transvaginal ultrasound scan

Tranexamic acid

Uterine artery embolisation

Uterine fibroid symptom and health-related quality of life (questionnaire)
Ultrasound

World Health Organization

World Health Organization Quality of Life abbreviated questionnaire (Turkish
version)
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