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1 EXECUTIVE SUMMARY

1.1 Background

1.

The 1998 Scottish Health Survey included questions to estimate the scale of
alcohol dependence in Scotland. It recorded that 10% of male drinkers and 3-
4% of femde drinkers replied affirmatively to one or more of three questions
designed to identify acohol dependence. All three questions were answered
affirmatively by 1% of male drinkers but less than 0.5% of femde drinkers.

Untreated dcohol dependence resultsin levels of drinking, which substantidly
increase therisk of stroke, cirrhoss of the liver, brain damage and severa
forms of cancer and are associated with substantialy increased mortaity.

Following initid detoxification alonger term programme of trestment is
required to prevent relgpse into heavy drinking and dependence. A number of
different psychosocia and pharmacologicd interventions are available to
prevent relgpse. These are the focus of thisHTA.

The Plan for Action on Alcohol Problems was published in January 2002
(Scottish Advisory Committee on Alcohol Misuse (SACAM), 2002) and
covers awide range of socia, economic and clinical aspects of the misuse of
acohal in Scotland including chronic heavy drinking. This Hedth
Technology Assessment provides policy makers, planners and those working
in the field of relgpse prevention in dcohol dependence with a part of the
information required to implement the Plan.

People with established acohol dependence are likely to require trestment
mainly within Tier 3 (Specialist Alcohol Problem Services) or Tier 4
(Regional Specialist Services) of the Scottish Executive s Draft Alcohol
Problems Support and Treatment Framework. ThusthisHTA will be of
primary interest to those concerned with these specidist tiers. However
aspects of relapse prevention may happen in Tier 1 (Local Services) or
Tier 2 (Specialist Support).

Thereisno agreed definition of acohol dependence. When possible the
pragmatic criterion that a process of detoxification has been undergone has
been preferred. However, arange of criteriaare used by investigatorsin
clinicd trids and exclusive use of any sngle criterion would force many
studies to be discarded.

1.2 Objectives of this Health Technology Assessment

The objectives of this Hedlth Technology Assessment were to answer the following
questions:

1.

Which approach or combination of gpproaches (pharmacologica and
psychosocid) will yied the maximum maintenance of recovery amongst the



population of those with acohol dependence who have undergone
detoxification?

2. What isthe mogt effective and efficient gpproach to delivering the individud
interventions (or combination of interventions) taking into account the
different risk groups, locations, durations of trestment, etc?

1.3 Health Technology Assessment Evidence

1. ThisHedth Technology Assessment used systemtic literature searching to
identify evidence published in scientific literature. 1t dso used evidence
submitted by professona groups, patient groups, manufacturers, other
interested parties and experts and undertook primary research with patients to
eicit ther views and preferences.

2. For dinica effectiveness, anumber of comprehensive reviews of trestment for
acohal problems were consulted and also reviews of specific interventions.
Studies particularly relevant to patients with acohol dependence were
extracted from these reviews. Additiona relevant sudies wereidentified and
an andysis was carried out to estimate the effects of treatment in aform
suitable for input to the HTBS economic model.

3. The patient issues component used published scientific literature, materids
from Alcoholics Anonymous, and a quditative study of patient attitudes
commissioned by HTBS,

4. Theeconomic evauation criticaly appraised the economic modds contained
in the literature. HTBS developed a smple, transparent model to combine the
clinica effectiveness and epidemiology data with the cogts of thergpies and
diseases to inform on the codt- effectiveness of five psychosociad and three
pharmacologica thergpiesto prevent relapse in people who are acohol
dependent. The main source of cost datawas Information Services Divison
(1SD), part of Common Services Agency (CSA), itsdf part of Scottish
Executive Hedlth department (SEHD).

5. The current provison of servicesfor prevertion of relgpsein acohol
dependence in Scotland was assessed by two postal surveys. One of these was
targeted at NHS speciaist services and the other at non-NHS providers.

1.4 Clinical Effectiveness

1. A number of psychosocid interventions were found to be of vauein
preventing relgpse in acohol dependence. Thetota combined success rates,
interms of abstinence or controlled drinking at the trid end (varying between
6 months and beyond one year), in trids of those psychosocia trestments
judged effective, was 43% for patientsin the intervention groups and 28% for
those recaiving control trestments. In common with dlinical tridsin many



other areas of medicine, these may overestimate the absol ute benefits
atanablein dinicd practice.

. The HTBS meta-andyss suggested smilar, satidticaly sgnificant, beneficid
effect Szesfor four types of psychosocid treatment. The odds ratios for
abstinence or controlled drinking at the end of the clinical trial compared with
patients offered control trestments were: Behaviourd Sdlf-Control Training
(OR=1.86 [95%CI 1.03,3.36]); Motivational Enhancement Therapy (OR=2.19
[95%CI 1.20,3.98]); Family Therapy (OR=1.81[95%ClI 1.26,2.61]); and
Coping/Communication Skills Training (OR=2.33 [95%CIl 1.44,3.76]).

. Behaviourd Sdf Control Training showed benefit when compared to
ineffective controls. However, the only trid, which focused on the unique
defining features of BSCT and included the more generd featuresin both
trestment groups did not show a benefit. Thusthereisno proof of superiority
over other CBT based approaches.

. Motivational Enhancement Therapy (MET) has mixed evidence. It shows
efficacy over ineffective controls. However, it was dightly less effective than
AA based treatment in outpatients in Project MATCH. This may be dueto the
short course of trestment given. It is suggested that MET form an important
initid eement in acourse of psychosocia treatment but should not be the sole
intervention available.

. Although marital/relationship thergpy has shown abeneficid effect it should

be recognized that this gpproach is only usudly feasble in those with rdatives
willing to invest subgtantia effort in the treetment and with the consent of the
patient. Thusit isan option for treetment of only some patients. An exception
to thisis the Community Reinforcement Approach, which has been shown to
be effective when a contractua eement with non-family members has been
tested.

. Brief Interventions gppear to be of unproven efficacy in patientswith
established a cohol dependence and the current evidence does not suggest that
thisisapromising goproach. The ‘Relgpse Prevention’ modd of treatment is
aso unproven.

. Acamprosate and natrexone are pharmacologica treatments intended to
reduce relgpse. They are sometimes described as anti-craving agents. Both
were found to be effective, the combined success rates, in terms of abstinence
or controlled drinking at the trid end (varying between 3 months and one
year), in trids of these treatments was 36% for treated patients and 26% for
those receiving placebo trestments. These may overestimate absolute benefits
atainablein dinicd practice.

. Disulfiram, which causesillness when taken with acohol, was found to be
ineffective if taken without supervision to ensure compliance. One good
clinicd trid and some supporting evidence supports the use of disulfiram with
supervison.



10.

11.

12.

13.

All the evidence for effectiveness of pharmacologicd treatmentsis obtained
from studies in which they were adjunctive to psychosocid trestments. Thus
the psychosocid treatment should preferably be organised prior to starting
medication.

Within aspecidist unit protocols should be available for al trestment options
to ensure standardized and consistent trestment. These protocols should be
closdly based on methods that have been proven effective in clinicd trids.

Evidence suggests that practical help with problems such as housing, debt, and
claming benfitsislikely to contribute to control of acohol problems. Thus
close liason with Locd Authority services such as Sociad Work and Housing
and groups able to ddiver such help is essentid.

Encouragement to attend AA meetings has been shown to have benefit.
Explanation of the ams and philosophy of AA during trestment will alow
patients to make an informed choice. Aswith other psychosocid treatment
approaches, cooperation with, rather than coercion into, AA treatment appears
essentia for benefit to be obtained.

The effectiveness of relgpse prevention interventions delivered by the
Councils on Alcohol has not been tested in dinica studies. Where counsdllors
are practising treetments, which have been shown to be effective in other
settings thereis likely to be benefit.

15 Patient issues

1.

In reply to the HTBS survey only 36% of NHS specidist services carrying out
psychosocid interventions indicated that they had patient information sheets
or legflets for any of these interventions. It is recommended that such
information should be available for al interventions.

A qudlitative sudy is being undertaken for HTBS, to explore patients
treatment preferences and dso to dicit factors, which, are felt to prevent
relgpse to drinking. The aim isto describe the experiences and preferences of
individuds for pharmacological or psychosocid interventions, or a
combination of both, for the treetment for dcohol dependence. Thiswill be
achieved by undertaking in-depth one-to-one interviews with 45 patientsin 3
NHSScotland Trusts.

Data have, so far, been andysed from interviews with 32 people and this
Interim Report presents the results of the preiminary anadlyss. Of the 32
interviews andysed so far, twenty were with men and twelve with women.
Ther ages range from thirty to seventy-two years. Four people were dlill
drinking in a harmful way, and the longest period of abstinence & the time of
interview was two years.



4. Issuesto emergeinclude:

- Participation in resdential or day case relgpse services may currently depend
on the way services are structured locally, rather than patient choice

- Lack of understanding of terms such as cognitive behaviour thergpy and
motivational enhancement need to recognised in patient literature

- Participants va ued activities such as anger management, stress/anxiety
management and relaxation exercises, coping skills, assartiveness training
and rehearang difficult Stuations within a safe environment

- Women who had experienced ‘women only’ group work had a preference for
women only groups, but conversely men may have a preference for mixed
sex group work

- Individud therapy sessons may be vaued for the depth of work they enable

- Hexihility of times and venues was va ued

- All participants recognised that AA workswell for many people, but most of
them felt thet it was not sutable for them.

- Awareness of services other than Alcoholics Anonymous may be low and
may require better promotion.

5. Itiscdear from the results of clinicd studiestheat dl interventions are of
limited effectiveness. It is thus worth providing arange of options of proven
efficacy. Treatment should be individualised taking account of patients
expectations, needs and wishes with the understanding that these needs may
change and the treatment plan may need to adapt to this.

1.6 Economic Evaluation

1. Theeconomic evaluation compared the costs and conseguences of eight
thergpies in comparison to a standard care package. The relevant outcomes
were disease endpoints being acohol dependence, acohalic psychoss
(indluding dcohol-related brain damage), liver cirrhos's, epilepsy, chronic
pancrestitis, cancer, strokes and death.

2. For each therapy, the costs and consequences for 1,000 patients complying
with the therapy are modelled and compared to the costs and consequences for
1,000 patients receiving a standard care package. Thisinvolves.

defining and costing each intervention

goplying the dinicd effectiveness odds ratio for the intervention to the
epidemiology for the cohort to calculate the number of patients likely to be
in the various disease endpoints

calculating the costs to NHSScotland of the disease endpoints; and
caculating an incremental cost or saving per additiona abstinent patient.

3. Theresults show that four of the five psychosocid interventions (Coping
Sills, Behaviourd Sdf Control Training, Motivetiond Interviewing and
Marital and Family Thergpy) produce net savings per incrementa abstinent
patient. That isthe cost of the treatment is less than the savings available to



NHSScotland. These savings arise because the improved abstinence rate
resultsin alower incidence of diseases, thereby saving inpatient hospita stay's
and other disease related codts.

Acamprosate is less cost effective than these psychosocid interventions but
more cost effective than natrexone and disulfiram. Sengtivity andyss shows
that the ranking of thergpiesis robust

A serious limitation of the mode is the absence of data on relgpse rates
beyond the relatively short trid periods. There are also concerns about
generdisng from tridsto tregting patients in a Scottish setting.  Further
research and evidence is thus needed to give more definitive estimates of the
long-term effectiveness of dl the thergpies in a Scottish setting.

1.7 Organisational |ssues

1.

Randomised controlled trias testing matters related to the organisation of
gpecidist alcohol services are scarce. Thus recommendations with regard to
organisationa issues are based on clinica expert judgemen.

Alcohal services are highly suited to ‘joint working’, as recommended by the
Joint Futures Group, involving speciaist mental hedlth and socid work
addiction services and non gatutory agencies with joint resourcing and
management of community care services.

Trestment should be individualised taking account of patients expectations,
needs and wishes with the understanding that these needs may change and the
trestment plan may need to adapt to this.

Certain subgroups such as young people, the homeless, those with co-morbid
menta hedth problems, have specid service needs and providers should
ensure that the service is responsive and accessible to all.

Specidigt services must make themsaves aware of mutud help (AA) and non
dtatutory agencies operating in their areaand co-ordinate their approach,
meaking this information available to individuas within ther care. Informing
patients about AA and non-statutory agencies should be part of the overadl
relgpse prevention srategy.

Controlled use of acohol may be an appropriate treetment god for those with
less severe dcohol problems. However, aswill usudly bethe caseinthe
specidist setting, abstinence should be the goa for severe dependence, where
controlled useisrardy sustainable and especialy when there is evidence of
acohol related organ damage. If controlled use/ harm minimisation isthe
consdered preferred god of theindividua there must still be options for
intervention e.g. referrd to a non-statutory agency or outpatient maotivationa
sessons.



7.

8.

10.

An improved information collection system isrequired. (ISD are currently
changing the way in which information is collected, for instance from GP
contacts).

A regularly updated comprehensive directory of acohol servicesincluding
residentia trestment would be beneficia. This should be usesble by dll
participating agencies and provide accurate outcome data (as recorded and
andysed) aswell as a greater understanding of progress through the trestment
sysem.

It is essentid to have alonger term measurement of qudity and effectiveness.
Future measurements of outcome should cover longer periods post
intervention eg. up to 5 years.

More research and evidence are needed regarding the benefits of different
settings for psychosocid interventions e.g. group vs. individud, inpatient vs.
outpatient vs. day unit, intensity and length and frequency of sessons etc.

1.8 Draft Recommendations

1.

Patients va ue group and one-to-one psychosocid therapies. Certain
subgroups such as young people, the homeess and those with co-morbid
mental hedlth problems, have specia service needs and providers should
ensure services are respongve and bleto all.

Coping Skills, Behaviourd Sdf Control Training, Mativationd Interviewing
and Maritd/Family Thergpy have been proven to be clinically and cost
effectivein thisHTA and are recommended treatment options. They should
be administered by appropriatdly trained and competent professionas using
standardized protocols. Other psychosocid therapies were less effective and
are not recommended. In particular, Brief Interventions are not effectivein
this population of patients with established alcohol dependence.

Alcohalics Anonymous provide group therapies using the 12-step approach in
hundreds of groups across Scotland. This service isfree to the NHS and the
12-step approach has been shown to be effective. Consequently NHS service
providers should be aware of locd AA groups and offer this as an dternative
trestment. However, pressure to attend AA groups is not recommended.

People with acohol dependence have a high chance of relapse in the longer
term. Non-gtatutory agencies can be aresponsive source of long term support
and information. Speciaist agencies should ensure thet clients are aware of
localy available services.

Disulfiram given under supervison and acamprosate are recommended as
options for trestment in addition to psychosocid therapies, with acamprosate
being the most cost effective. The treetments have different mechanisms of
action and associated side effects and so choice of trestment should be
considered carefully on an individua patient bass.



6. Natrexone does not have Marketing Authorisation in the UK for prevention of
relgpse in acohol dependence and isless cost effective than acamprosate, so it
is not recommended for use in NHSScotland.

7. Specidist unit protocols should be available for dl trestment options to ensure
standardised and consistent treatment. Clear patient information leeflets
should be available for each intervention.

8. For dl therapies, both psychosocid and pharmacological, evidence of
effectivenessis only available over short time periods of 3-12 monthsand in
trid settings. Collection of longer-term audit data, evaluating patient outcome
and resource consequences of acohal relgpse, in various Scottish settings, is
required to refine further these recommendations. Improved information on
the numbers of Scotswho are dcohol dependent and who would benefit from
such sarvices, and the availability of resources to meet these demands, isaso
required.

1.9 Consultation
1. ThisHTA is currently a the stage of open consultation and comments on this

Consultation Assessment Report should be submitted to Ms Susan Quinn,
Medica Writer, by 17 September 2002 (see section 2.3 for further details).



2 INTRODUCTION AND OBJECTIVES

2.1 Introduction

The Scottish Hedlth Plan (Scottish Executive Health Department, 2001) made a clear
commitment relaing to acohol misuse. In particular it stated that we will develop a

plan for action on alcohol misuse, bringing together what needs to be done by all
concerned, including the Executive. Prevention and services for people with alcohol
problemswill lie at the heart of the plan.

This Plan for Action on Alcohol Problems was published in January 2002 (Scottish
Advisory Committee on Alcohol Misuse (SACAM), 2002) and covers awide range of
socia, economic and dlinica aspects of the misuse of dcohal in Scotland. The Plan

notes that “Two current exercises will add in the next year or two to our

under standing of how best to address the whole range of alcohol problems, including
chronic heavy drinking. These are work by the Scottish Intercollegiate Guidelines
Network (S GN) on the management of alcohol problems by primary care
professionals and by the Health Technology Board for Scotland (HTBS) on relapse
prevention” . Thisreport fulfils the second of these commitments.

ThisHTBS Hedth Technology Assessment will consider interventions to prevent
relgpse in those who are acohol dependent and have undergone detoxification. It will
link in dosdly to the SEHD initiative, particularly in terms of organisation of services.

The relgpse prevention thergpies studied in this HTBS assessment are mainly givenin
secondary care settings and so this assessment will complement the SIGN guiddine
on management of acohol dependence in primary care (due to be completed early in
2003 — see Appendix 2).

The Hedlth Technology Board for Scotland (HTBS) uses the internationally
recognised definition of Hedth Technology Assessment (HTA) (INAHTA, 2000)
which describes HTA asamultidisciplinary fidd of policy andysis that sudiesthe
medica, socid, ethica and economic implications of the development, diffusion and
use of hedlth technology.

The HTA congders four components asidentified in Figure2- 1  Health Technology
Assessment (HTA) process: clinicd effectiveness, economic aspects, patient issues
and organisationa considerations. The assessment report presents the evidence
relating to each of these sections and afind discussion and recommendations bring
together the key aspects from each section.

ThisHTA follows the process published by HTBS (Hedth Technology Board for
Scotland (HTBS), 2001) Thisinvolves the submission of evidence from awide
variety of sources, expert saff to undertake the analyses, a multidisciplinary expert
Topic Specific Group (TSG) to collect and critique evidence and andyses, qudity
assurance (QA) by the HTBS Governance Board and wide-ranging open consultation
and expert review.



InthisHTA, nationd and internationa evidence is criticaly appraised, taking account

of Scottish circumstances, so that clear, practica recommendations can be made to the
Nationa Health Service in Scotland (NHSScotland). This detailed, scientific
assessment report will be updated after the open consultation period, to become the
find Hedth Technology Assessment Report. At thefind stage, two other summary
documents will be produced. The Advice to NHSScotland will be amed at policy
makers, NHS Board decision makers and hedthcare professonas. An Understanding
HTBS Advice document will dso be published explaining to patients, carers and the
public how the evidence was reviewed and the reasons for the HTBS
recommendations.

2.2 Objectives

The objective of this Hedth Technology assessment isto answer the following
questions:

1. Which gpproach or combination of gpproacheswill yied the maximum
maintenance of recovery amongst the population of those with acohol
dependence who have undergone detoxification?

2. What isthe mogt effective and efficient approach to ddivering the individud
interventions (or combination of interventions) taking into account the
different risk groups, locations, duration of trestment, etc?

The hedlth interventions consdered fdl into two categories, pharmacologica and
psychosocia. Thislatter category covers awide range from the purely psychologica
to those that atempt to intervene practicaly in many aress of socid welfare and
functioning.

A number of subsidiary questions were identified by our expert advisers, during the
planning phase of thisHTA. These were used to focus on the selection of literature
and the review process. These questions are included as Appendix 3.

2.3 Current stage of assessment: Open consultation

This Hedlth Technology Assessment is currently at the stage of open conaultation and
comments on this Consultation Assessment Report should be submitted by 17
September 2002 to Ms Susan Quinn.

Electronic filesin plain text or in MS Office packages are preferred, but paper copies
will be accepted. Comments may be sent viaemail to squinn@htbs.org.uk or posted
to the Health Technology Board for Scotland, Delta House, 50 West Nile Strest,
Glasgow G1 2NP. Fax +44 (0)141 248 3778.

In the month following consultation, al comments will be posted on the HTBS

website (www.htbs.co..uk). Pleaseindicateif you do not wish your comment to be
posted on the world wideweb. Also, please mark any confidential information,
so that this can be removed befor e uploading to the web.
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Consaultation comments will be incorporated into the Fina Assessment Report, as
considered appropriate by the HTBS team. Individud replies to comments will not be
made, unless specificaly requested.

1



Figure 2-1 Health Technology Assessment (HTA) process
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3 BACKGROUND

3.1 Alcohol misusein Scotland

Scotland has a significant dcohol misuse problem. This has been highlighted in the
Scottish Executive' s Plan for Action on Alcohol Problems (Scottish Advisory
Committee on Alcohol Misuse (SACAM), 2002). Planning sarvices for trestment of
acohol problems requires an understanding of the existing treatment servicesand a
prediction of the volume of service required, in addition to knowledge of the clinical
and cost effectiveness of trestments. This Health Technology Assessment addresses
the particular problems of relgpse prevention in that subgroup of drinkerswho are
acohol dependent. Service planning for these patients is complicated by the
difficulty of defining the group of patients who want, or would benefit from, relapse
prevention interventions.

The misuse of dcohol can lead to awide range of physicd, psychologicad and socid
problems and places a significant burden on the workload of the NHS. This burden
results from damage not only to the harmful or problem drinker but also to other third
parties affected by the excessve drinking. The Plan for Action estimates that a cohol
problems cost Scotland at least £1 billion each year. Much of thisis accounted for by
reduced productivity and human costs. The direct costs of acohol problems (£449M
annudly) to hedlth, socid work and crimind justice systems incur more than drug
misuse (£382M), Alzheimer’ s disease (E155M), schizophrenia (E121M) and stroke
(E118M). Alcohol problems therefore impose a substantia financia burden on
Scottish society, the considerable costs to statutory agencies draining resources from
other priorities.

Thereis no single culture surrounding drinking in Scotland. It extends across age
groups, genders, ethnic and religious groups, urban and rurd aress. This
heterogeneity must be borne in mind when planning services and interpreting dinica
and cost effectivenessreviews. In addition, problems, such as access to appropriate
and sengitive services, that may be experienced by groups including homeless people,
older people, users of illegal drugs, minority ethnic groups, disabled people and
people in rurd areas must be identified and addressed.

The association between acohol and drug misuse should be recognised both in
treatment gpproaches and overal service planning. The Smilarities and differences
between adcohol and drug problems are discussed in the Plan for Action, with some
approaches to treatment being noted to be applicable to both. There has been concern
that alcohol has run a poor second to drugs in terms of service development in recent
years. Redressng thisimbadance will be an important issuein the Plan for Action
service recommendations.

The links between severe problem drinking, homeessness and imprisonment are dso
well known and important factorsin assessment of relapse prevention services.

The Plan for Action on Alcohaol Problems (Scottish Advisory Committee on Alcohaol
Misuse (SACAM), 2002) has highlighted concerning trendsin dcohol usein Scotland
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againg which the current initiatives are sst. The following are Satigtics taken from
the Plan for Action.

44% of al men and 26% of al women are drinking more than twice the

recommended daily benchmarks (>8 units for men; >6 units for women) on
their heaviest drinking day

Alcohol related desth rates for women have doubled in the last decade (from
13.4/100 000 in 1990 to 31.2/100 000 in 2000)

In 1990 acohol related deaths accounted for 1 in 100 desthsin Scotland. By
1999 thishad risento 1 in 40. These figures might in part reflect dtered
recording dthough there is evidence for liver degths that thisis not the
explanation. More than 2/3rds of alcohol related desths are of men.

3.2 Treatment strategy and settings

Treatment for acohol dependence may be considered to have two digtinct but
interrdlated ams. Firgly, heping the individud to stop or reduce dcohol use. This
may require supervised detoxification. The second arm of treetment isto help the
individud live alife of abstinence or controlled drinking depending on the god of
treatment, the ethos of the service and the individud’ s preference. This understanding
that detoxification is only the start of the story in the treatment of acohol dependence
isof mgor importance to dl agencies involved in hedthcare. Long-term benefit
relies on the development of life skills and methods that enable individuas to

maintain the desired changesin their use of alcohal. It isthis second arm of trestment
under thetitle of Relgpse Prevention that will be focused on in this assessment.

Detoxification and relgpse prevention, athough distinct processes, have an important
relationship in terms of timing (Stages of Change, Prochaska and Di Clemente 1992).
Detoxification may only improve long-term outcome if the individual has reached a
crucid point in thelr attitude toward drinking. The early trangtion from

detoxification, whether inpatient or outpatient, to adapting to life without acohol may
be a crucid period for long-term outcome. This may be the point where
pharmacologicd interventions have arole.

Reapse prevention may involve psychosocid (a combination of psychologica and
socid) and pharmacologica interventions. They are characterigtically most intensdy
carried out in the few weeks immediatdly following detoxification, and may dso be
part of alonger-term intervention aimed at reducing overdl harm caused by acohol.
The main ams are to support, motivate and encourage effective coping skills.
Introduction to other agenciesin the trestment ‘system’ can be part of the overdl
relgpse prevention drategy.

Agencies carrying out rel gpose prevention interventions will be described later in this
section of the report. However, it should be mentioned here that the interventions
described are, for the most part, carried out by specidist alcohol services. Generaist
interventions (e.g. as carried out by GPs, generd medica and even generd psychiatric
wards) are usudly limited to ‘opportunigtic’ interventions. These latter interventions



involve screening for acohol problems; identifying hazardous or harmful drinkers and
offering minimd (brief) interventions, amed a reducing drinking to low risk levels.

More serioudy impaired or dependent individuals may be referred on to specidist
services dthough some generdigts fed more able to offer intensve treetments. Other
interventions, which are currently usudly commenced in a specidist service, eg.
Acamprosate, may be best continued in agenerdist setting with ongoing monitoring

by the specidist service. This‘shared car€’ isacurrent area of development in

substance misuse managements generdly. The NHS Executive (1995) defines shared
care as ‘the joint participation of specialists and GPs (and other agencies as
appropriate) in the planned delivery of care for patients with a drug (alcohol) misuse
problem, informed by an enhanced information exchange beyond routine discharge
and referral letters. It may involve the day-to-day management by the GP of the
patients medical needsin relation to hisor her drug (alcohol) misuse. Such
arrangements would make explicit which clinician was responsible for different
aspects of the patients treatment and care.’

3.3 Health Consequences of High Levels of Drinking

The hedlth consegquences of drinking beyond the levels that have been shown to be
safe are many and varied. Harmful acohol use often perssts over many years,
athough some drinkers may have intermittent periods of prolonged sobriety. Those
with a pattern of harmful acohol use may present as dependent seeking help,
intoxicated, in withdrawa, with physica or psychiatric co-morbidity, in the wake of
an accident, with socid problems or having infringed the law.

Prolonged harmful acohol use often leads to serious hedlth disorders affecting the
nervous system (Korsakoff’s Syndrome, alcoholic dementia, peripherd neuropathy),
the liver (cirrhoss, coholic hepatitis), the gastrointestina system (oropharanged
cancer, gadtritis, upper gastrointestina bleeding, pancrestitis), the cardiovascular
system (cardiomyopathy, hypertension), the respiratory system (laryngea cancer),
and the haematologica system (anaemia, bleeding disorders). In addition, the risk to
the foetus in a pregnant acohol misuser iswell recognised.

A recent study of the incidence of Korsakoff’s Syndrome in East Glasgow (Jauhar &
Ramaya) highlighted a sharp increase in this presentation in recent years, amongst the
highest incidence reported anywhere in the world.

Harmful dcohol useis commonly associated with psychiatricillness. Harmful

drinking may be a response to underlying depressive illness or may itsdlf precipitate
depression. It can cause, or sometimes develops dlongside, anxiety disorders. Alcohol
is asociated with a high proportion of completed and attempted suicides. Harmful
drinkers can present with erectile impotence and decreased libido. Dependent
drinkers in withdrawa may develop ddlirium tremens. Alcoholic hdlucinosis/
psychosis may occur secondary to prolonged heavy dcohol use.

A quantitative discusson of the long-term health expectations of heavy drinkersis
givenin section 3.20.
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3.4 Social and Economic Consequences of Problem Drinking

Alcohol dependence often leads to severe socia and economic consequences for
individuas and their families. Harmful adcohol use is associated with violence
(domedtic and otherwise), family stress, problems at work (including loss of job),
financid srain and socid isolation. The socid exclusion that may result from
problem drinking may lead to homelessness and offending behaviour. Thereisan
association with theft and other crimes (including homicide) committed under the
influence of acohol. Alcohol contributes to road accidents due to intoxicated
pedestrians as well asintoxicated drivers.

3.5 ThePrevalence of Alcohol Dependence

Standard definitions of dependence are givenin full in Appendix 4. The definition
commonly used, and upon which hospital discharge data and mortdity data are coded,
uses the Internationa Classification of Disease (ICD-10) (World Hedth Organisation,
1992) diagnogtic categories. This requires the presence of three or more of the
following for a diagnosis of dependence:

astrong desire or sense of compulsion to take acohol

impaired capacity to control acohol taking behaviour

aphysologicd withdrava date

evidence of tolerance to the effects of acohol

preoccupation with alcohol use (to the detriment of dternative pleasures or
interests)

6. persstent acohol use despite clear evidence of harmful consequences

agrONE

The true prevaence of acohol dependence, according to this definition, is difficult to
edimate. Thisis because dependent individuas will not necessarily present for
medica treatment. However, various estimates have been made from concomitant
evidence.

A high proportion of the Scottish population currently drinks. Only 7% of men and
12% of women aged 16- 74 said that they did not currently drink. At mid 2000 there
were estimated to be 1,972,394 men and 2,141,658 women of age 16 or over in
Scotland. This suggests a population of about 1.8 million mae and 1.9 million femde
drinkers.

The Scottish Health Survey 1995 estimated that the numbers of Scottish adults
exceeding the weekly-recommended limits of 21 units for men and 14 units for
women were 33% of men and 13% of women. In the same year 8% of men were
drinking above 50 units per week and 1% of women were drinking above 35 units per
week. These leves are known to have aharmful effect on the drinkers hedth. In
absolute terms they represent about 160,000 men and 19,000 women drinking at
harmful levels

Drinking at a harmful level does not necessarily mean the drinker is dcohol
dependent. The Scottish Hedlth Survey 1998 contained three statements designed to
assess dependence: 'There have been occasions when | felt unable to stop drinking’; ‘I

16



have had adrink firgt thing in the morning to steady my nerves or get rid of a
hangover'; and 'l have found that my hands were shaking in the morning after
drinking the previous night'.

Looking at the three items on physical dependence, 90% of current male drinkers said
none of the three items gpplied to them, 7% said one applied, 2% two items and 1%
al threeitems. Among current female drinkers, the corresponding figures were 96%
none, 3% one item. Precisefigures are not given for two and three items but they are
noted as being lessthan 0.5%: An average ‘ dependence score’ of 0.05 is given for
women which would suggest that about 0.3% answered three items affirmatively .
Thelikelihood of agreeing with one or more of these three items was highest among
16-24 year oldsin both sexes, and then decreased with age. These figures suggest
that 180,000 men and 34,000 women might answer one or more items affirmatively.
However,18,000 men and 5,700 women would answer al three of these dependence
items affirmetively.

SAIf reported information on drinking must always be interpreted with caution.
Cross-sectiona surveys have been found to underestimate per- capita consumption
judged from dcohol sdes figures. However, the figures given above would gppear to
give reasonable bounds on the Size of patient group that might benefit from specidist
acohol services. If we assume that it includes dl those who would answver
affirmatively to the three dependence items but will not exceed the numbers drinking
harmfully, the number of men lies between 18,000 and 160,000 and the number of
women between 5,700 and 19,000.

The number who might use services will not necessarily equa the number who might
benefit. Some measure of current usage of inpatient services can be gauged from 1SD
hospitd discharge figures for 1999/0, which show 3,268 discharges from psychiatric
hospitals and 4,398 discharges from nort psychiatric hospitals with a diagnostic code
of F10.2, dcohol dependence syndrome (not necessarily as primary diagnosis). This
total of 7,666, of course, does not include the numbers undergoing detoxification in
the community and receiving other trestments not involving hospital admission.

These may condtitute Sgnificant numbers,

The Plan for Action on Alcohol Problems (Scottish Advisory Committee on Alcohol
Misuse (SACAM), 2002) givesthefallowing rates

In 1999, 1in 40 (or 1,595) deaths were reported as a cohol related (the
mgority of these have adiagnoss of acohol dependence and acohalic liver
disease: 51% dcohoalic liver disease; 44% a cohol dependence; 13% acute
intoxication; 1% acoholic psychoss). (It isbelieved that acohol is often
omitted as afactor on the death certificate in deaths where acohol was only
a contributing factor, such as deaths from haemorrhagic stroke, cancer of the
head and neck, suicide, burns, drowning or injuries— see below).

An estimated 0.7% (107, 685) of al GP consultationsin Scotland were for
acohol related diagnoses in 2000; of these, 69% were due to acohol

" If we assume the highest value for two items (0.5%) we have 0.03x1+0.005x2+Y x3=0.05 and hence
Y=0.0033.
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dependence, 21% due to acohol intoxication, 5% due to physical / organ
damage (including acohal liver disease), 3% due to dcohol psychossand
2% due to unspecified problem drinking / excess consumption.

3in 100 of acute hospital inpatient admissons had an acohol related
diagnosis; of which 28.5% were diagnosed as acute intoxication, 26.2%
(8,618) as acohol dependence, 24.7% as acohol problems, 17.1% as organ
damage (including liver), 11% as dcohol poisoning (many of which were
linked to overdoses) and 1% as acoholic psychoss.

15% (4,432) of dl psychiatric hospitd admissions had an acohol reated
diagnosis, over 2/3rds of these had adiagnosis of acohol dependence
(71.4% (3,164) a cohol dependence, 20% (885) acohol problems, 7.5%
(332) dcohalic psychoss, (including dcohol-related brain damage), 2.6%
(123) acute intoxication, 0.9% (40) other, 0.2% (9) organ damage including
liver, 0.02% (1) acohol poisoning).

Men are twice as likely as women to be admitted to an acute or psychiatric
hospital for acohol related problems

3.6 Special Subgroups

A number of subgroups within the acohol dependent population may present specia
problems in treetment. These include those with comorbid mentd illness, those with a
dua acohol and substance misuse problem, those presenting through the Crimina
Jugtice System, homeless d cohol misusers and those people, often quite young,
whose memory and judgement are impaired as aresult of brain damage. In addition,
dightly different presentations may exist in different ethnic groups.

3.6.1 Comorbidity

Surveys show that about athird of acute psychiatric inpatients with severe and
enduring menta hedlth problems dso have an dcohol problem. Such a‘dud
diagnosis addsto anindividud’ s difficulties, complicates their trestment and may
well delay their recovery (Scottish Advisory Committee on Alcohol Misuse
(SACAM), 2002). The Greater Glasgow Alcohol Strategy (Greater Glasgow Hedlth
Board, 2000) notes that consultant psychiatrists from dl parts of Glasgow report an
increase in the proportion of patients in psychiatric hospitals where schizophrenia or
depressive iliness are complicated by acohol misuse.

3.6.2 Dual Substance Dependence

Thereis growing evidence of people misusing acohol aong with other drugs, both
street- purchased and prescribed such as benzodiazepines or methadone with
unpredictable short and long-term consequences. The Plan for Action notesthet in
1999/ 2000, 1 in 10 of those attending drug services reported use of acohol asa
problem in addition to their drug problem (Scottish Drug Misuse Database 1SD 2001).
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3.6.3 Alcohol Problemsin Offenders

Over 50% of male prisonersin the UK were drinking hazardoudy in the year before
coming into prison (Psychiatric Morbidity Among Prisoners ONS 1997). In asurvey
of 50% of dl untried prisonersin Scotland in 1993, 22% of the prisoners had acohol
related problems (Greater Glasgow Health Board, 2000). In areview of the medica
higtory of dl 906 men admitted to Barlinnie Prison during January 1998, 10% were
auffering from serious withdrawa symptoms on admission.

The Scottish Prison Service (SPS) assesses dl prisoners on admission for addictions
using agenera screening questionnaire, and for those screened positive, using its
Common Addictions Assessment Tool (CAART). Theredfter atreatment and care
plan is developed for each prisoner. Although a significant proportion of prisoners on
admission have dcohol problems, there is no accessto acohal in prison and hence
thereis no use of acamprosate, disulfiram or nadtrexone. Treatment includes
detoxification and psychosocid interventions including the 12 step programme. AA
has a presence in 11 out of 16 SPS establishments, with structured 12 step
programmes in 3 establishments.

3.6.4 Homeessness and Alcohol Problems

Scotland has over 5,000 homeless people. Studies among ‘rough deepers show that
50% are alcohol dependent. More than half of a sample of homeless people in Greater
Glasgow in 1999 were drinking hazardoudy, increasing from 37% of 16-24 year olds
to 63% of those aged 55 and over; men (60%) more than women (16%) (Kershaw et
al., 2000).

In Greater Glasgow a multidisciplinary Homelessness Addiction Team with
representation from socid work, housing and Gregter Glasgow Primary Care Trust
(Glasgow Problem Drug Service and the Alcohol and Drug Directorate) has been
formed. Particular problems that they have identified in dedling with the homeless
indude:

a proportion of people who do not wish any help

limited access to services and alack of facilities specificaly for the homeess
ensuring referrals are gppropriate

considerable co-morbidity.

3.6.5 Alcohaol vs Drug Misuse

The Plan for Action points out the smilarities and differences between drug and
acohal problems. Links noted are the influence on both by a wide range of
overlapping socia and culturd factors, the fact that many children who drink or
smoke dso try illega drugs and thet many adult drug users so have acohol

problems. However, the numbers of people both usng and misusing acohal in
Scotland far exceeds the number using illegd drugs. In 1997 there were 82 drug
related deaths recorded by the Registrar Generd in Greater Glasgow compared with
351 acohol related desths, although both are likely to be under reported. From 1991
to 1995 there were 3,857 drug related emergency hospital admissions compared with
19,296 dcohal related emergency hospitad admissons. Alcohol continuesto have a
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much greater negative impact on hedth than misuse of illegd drugs (Greater Glasgow
Health Board, 2000). Although there are probably neurochemica and psychologica
overlaps between dependence on al psychoactive substances, and there are many
amilarities between the psychologicd ‘firg-ling trestments, the range of problems
experienced by people who misuse alcohal differ in many respects from those
experienced by drug misusers, as do the effects on society and on their families.
People with drug and acohol problems may need different types of services.

3.7 Organisation of NHSScotland

The National Health Service in Scotland (NHSScotland), like the NHS in other parts
of the UK, provides comprehensive hedlth care for its citizens, and is free at the point
of use. Itisfunded mainly by direct taxation in the form of income tax and Nationa
Insurance Contributions, with a smdl proportion of funding coming from patient
charges such as for dental care and prescriptions. A key advantage of the UK’s
funding system isits fairness, providing maximum separation between an individud’s
financid contributions and their use of hedth care. After socia security payments,
hedlth is the biggest Sngle component of public expenditure.

Tota mortaity and morbidity rates are higher in Scotland than in England, reflecting
differencesin thelr populations, environmental and socio-economic factors.
NHSScotland has core aims of improving the hedlth of the population and reducing
inequditiesin hedth. There are five dinica priorities: coronary heart disease, cancer,
menta hedlth, children and young people, and older people.

In the UK, 83% of health spending is publicly funded (with the figure for Scotland
higher gtill) compared to the European Union (EU) average of 75%. NHSScotland
has around 132,000 gtaff, including more than 63,000 nurses, midwives and heslth
vigtors and over 8,500 doctors. There are dso more than 7,000 family practitioners,
including doctors, dentists, opticians and community pharmacists, who are
independent contractors providing arange of services within the NHS in return for
various fees and alowances.

The Scottish Executive Hedth Department (SEHD) |eads the central management of
NHSScotland. 1t oversees the work of 15 NHS boards responsible for planning hedlth
sarvices for people in their area and, through the boards, the activities of the 28 acute
and primary care NHS Trusts respongible for providing services to patients and the
community. Primary Care Trugts, which include specidist mental heslth services,

have been developing Local Hedth Care Co-operatives (LHCCs), which initidly
involved only generd practitioners but are now evolving into multi- professiona
organisations. Theam of LHCCsisto dlow loca decisonmaking (with

involvement of local communities) to improve hedth and health care.

A number of specid Hedth Boards dso exist which have Scotland-wide remits for
gpecific functions. For example, NHS Education for Scotland commissions education
and training for some NHS staff and HTBS provides advice on the clinica and cogt-
effectiveness of new and existing technologies.

More information about the health service in Scotland can be obtained from
www.show.scot.nhs.uk and www.scotland.gov.uk/publications/recent.asp.



3.8 Structure and aims of current services

NHS specidist services engaging in relgpse prevention for alcohol dependence are
incorporated in Primary Care Trugts. The other Satutory servicesfocusing particularly
on relgpse prevention interventions are those provided by Socia Work services
through Loca Authorities. In addition non statutory services provide considerable
ass stance to people with severe dcohol problems and their families, to the extent that
the tatutory services could not cope in their absence. For example, in Glasgow they
make an indispensable contribution to the overdl provison of services (Greater
Glasgow Hedlth Board, 2000).

There has been progress in the trestment of acohol problems over the yearswith
improvement in the range of options available for relgpse prevention. Thisis probably
secondary to positive changesin the attitudes of the medical profession and increased
recognition of the harm caused by acohal reated problemsin the UK. However, locd
service development in Scotland has been extremely varied probably as aresult of
local funding policies rather than on the basis of objective needs assessment.
Development of training and research resources has also been patchy and generdly
limited.

It is clear that no one agency can meet dl the needs of people experiencing acohal
problems. A combined and co-ordinated treatment ‘system’ (so termed by Hesther,
1995) is required recognising the contribution of statutory and non-statutory services
and guiding individuds gppropriately through the care pathway. The Treatment
Framework of the Plan for Action on Alcohol Problems should guide local agencies
on gtrategic development. Attention should be paid to adequate services at dl tiers of
service and to avoiding duplication of effort between agencies and diversion of scarce
resources from vitd areas of care. For example, it isimportant that the devel opment
of the primary care based tier does not reduce the number of trained staff avalablein
specidid tiers delivering relapse prevention to those with established acohol
dependence. Joint planning across Socid Work, Hedth and non statutory sectors
should take account of such possibilities.

Specidist agencies may be able to increase efficiency by focusing their efforts on
ddivering exiging treetments of proven efficacy and attempting to minimise
duplication and overlap with programmes offered by other agenciesinvolved in the
sameindividud’s care. Relgpse prevention should not be seen asatrestment in
isolation but should be a component part of al trestment programmes (Raistrick &
Heather, 1998). Asindicated in Section 3.5, in addition to usng speciaist agencies,
problem drinkers seek the services of arange of other NHS facilities.

Non specidist NHS services, therefore, dso need to remain aware that detoxification
or tregting the presenting acohol related physica disease is only one part of the
process of treating alcohol dependence and clear understanding of how to access the
care pathway (treatment system) for acohol dependenceis necessary. This
understanding of the care pathway integrating specidist and non specidist, satutory
and non statutory agenciesis relevant to dl agencies within and accessing the
trestment system.
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With respect to specific treatment options there is a need for a balanced response to
acohol misuse. Those at risk of becoming dependent on acohol but not yet
experiencing serious problems may respond wel to minima interventions (Scottish
Intercollegiate Guiddines Network (SIGN), 2002). Those with established
dependence on dcohol require amore intensive approach.

Detalls of the nature and extent of services for treatment of acohol dependencein
Scotland were collected by HTBS in two surveysin 2001. Results of these surveys are
givenin section 3.18

3.8.1 Defining Success

Egtablishing reliable processes to obtain outcome measures for the effectiveness of
available trestments is a problem. Laboratory investigations, corroboretive histories
and s f-reporting questionnaires are currently used patchily throughout Scotland with
no standardised approach. Definition of relgpse is akey issue in outcome
measurement. The consumption of 8 units for aman or 6 units for awoman inasingle
day isacommonly agreed research definition of relgpse for someone in treatment for
acohol dependence. Different considerations would apply to those not meeting the
criteriafor dependence, where the treatment goa may be harm-free drinking.

3.9 The Draft Alcohol Problems Support and Treatment Services Framework

New proposds for the structure of acohol services in Scotland are currently under
consderation. The Draft Alcohol Problems Support and Treatment Frameworks saim
is“to provide equitable, ble and inclusive services to address the needs of

those who experience problems with acohol and those affected by others acohal
problems’ (Scottish Executive Health Department, 2002). The Framework proposes a
tiered approach to provide services with interaction between the tiers for integrated
and comprehensive service provison. Thetiersare:

community based tier — local approaches to dcohol problems with the
promotion of pogitive hedth through community plans, and information from
avaiety of media

Tier 1 Loca services — meets the support and treatment needs of the mgjority
of people with alcohol problems and operates at the level of primary care
teams, socid work teams and Alcohol Action Teams, with support from
NHS24.

Tier 2 Specidist support — provided by staff who give advice, training and
support to those providing local services and provide alink to specidist
acohol problem services.

Tier 3 Speciaist dcohol problem services — operating from within a Primary
Care Trugt, usudly in conjunction with local genera menta hedlth services,
and provide arange of specidist services.

Tier 4 Regiond specidist services— may be based in aresearch or academic
unit to provide particular expertise, as part of amanaged clinical network.

Within tier 1 the Framework identifies a number of groups who have difficulties
accessing maingream services and who should be identified localy. These groups



include young people (including vulnerable groups such as looked after children,
homeless, offenders), women who are experiencing or have experienced domestic
abuse, peoplein areas of socid exclusion, peoplein rurd aress, disabled people,
ethnic minorities, homeless people, older people, and gay and transgender people.
Within tier 2 there is aneed for services for people with menta hedlth problems,
criminal justice services, and support for prisoners. Within tier 3 there should be
specidigt acohol problem services, speciaist services for young people, people with
co-morbidity (acohal +/- substance misuse +/- mentd illness. Tier 4 is envisaged as
dedling with complex acohal problems and would include relgpse prevention in
patients with acohol-related neuropsychiatric problems or brain damage, and those
with sever co-morbidity.

3.10 HTBSsurveys of Scottish services

In order to evaluate the nature and range of servicesfor prevention of relgpse

provided in Scotland two postal surveys were carried out. Thefirst of these addressed
the services within NHSScotland and was sent to dl mgor specidist dcohol units.
Twenty-seven questionnaires were sent out of which four questionnaires were
mistakenly sent to different individuas within the same service and the number of
guestionnaires expected to be returned was therefore reduced to 23. Of these, 22 were
completed and returned including at least one from each NHS Board. Limited dataon
the one service, which did not complete the questionnaire was obtained via telephone
contact The questionnaire is shown in Appendix 5 and narrative and tabular results
arein Appendices 7 and 8.

The second survey attempted to assess the provision of relgpse prevention services by
non-NHSScotland care providers. Thiswas a briefer questionnaire and isshown in
Appendix 6. One hundred and twenty-three (123) questionnaires were sent out and 43
returned. Compiling afull listing of such providersis not an easy task and it was
decided to risk inappropriate, or possibly multiple, contacts with some providersin
order to maximize gppropriate contacts. Thusit is difficult to interpret these response
ratesin terms of coverage of services.

The figures given for Scottish service provision in the following sections are based on
the data obtained from these surveys.

3.11 Psychosocial I nterventions

Psychosocid interventions for relgpse prevention are based around ‘talking therapies’,
which can involve one to one, couple, family or group approaches and encourage self-
help as part of the trestment and support options. These interventions are NUMerous,
having more than 40 different ‘ brand names, dthough certain ingredients are
common to dmost dl (e.g. the therapeutic adliance) and they can broadly be grouped
into four main categories. These are — thergpies aimed at:

1. Building motivation
2. Cognitive regtructuring



3. Behaviourd and coping skillstraining
4. Implementing the Twelve Step Mode based on the Alcohaolics Anonymous

approach
Definitions of individud psychosocid interventions are provided in Appendix 9.

Effective motivation building in acohol dependent patientsis based on Mativationa
Enhancement Therapy (MET) or Mativationd Interviewing.

Mativationd Interviewing / Enhancement Thergpy focuses on diciting the
individud’ s intringc mativation for change (Miller & Rallinick, 1991) and contains
certain thergpeutic drategies. These include expressng empeathy, avoiding argument,
detecting and ‘rolling with’ resstance, highlighting discrepanciesin the history and
drawing out the individud’s own discomfort about the behaviour.

This gpproach, utilisng the individua’ s own skills and resources, is shared generaly
by client centred approaches e.g. Solution Focused Therapy (Berg & Miller, 1992).

Therapiesamed a cognitive restructuring include Cognitive Behavioural Therapy
(CBT) and dements of Relapse Prevention Therapy and Coping Skills Training (as
opposed to behavioura coping strategies). In Relgpse Prevention Therapy individuals
unlearn the patterns of drinking behaviour, implement subgtitute behaviours and
rehearse hedlthier approachesto dedling with situations that previoudy triggered
thoughts of drinking. Relgpse Prevention Thergpy modelsinclude that of Marlatt
(Marlatt & Gordon, 1985), which dso encompasses socid skillstraining and
behaviourd coping strategies, and Gorski’s CENAPS (Early Warning Signs)
gpproach (Gorski & Miller, 1982). This approach involves a series of proceduresto
help the drinker to become aware of their habitua warning sgns of relgpse, develop
and implement plans for coping with each sgn and develop alifestyle to prevent the
occurrence of the sequence of changes leading to alapse.

Therapies amed at behaviourd and coping skills often focus on generd skills (such
as communication and assartion skills) rather than on specific kills for avoiding
substance use. They include Socid Skills Training, Coping Skills Training, Stress
Management, the Community Reinforcement Approach (Azrin et al., 1982), where
emphasisis placed on changing the individua’ s socid environment by developing
rewarding employment, leisure activities and relationships that do not involve acohol,
Behavioura Sdf Control Training (using smple sdf contracted gods and sdf
rewards for their achievement) and Behaviourd Marital / Couples Thergpy (with the
am of increasing the leve of postive reinforcement exchanged by the couple).

Thergpiesinvolving families or couples are usudly in thislast category of behaviourd
/ coping skills. Other marita or family therapy approaches draw on systemstheory in
both formulating the hypothesis about distress and planning interventions.

Group therapy is acommonly used procedure but often poorly defined. Groups can
be run according to various psychothergpeutic principles and, in some cases,
according to no clear principles at al.

Twelve Step Programmes are based on the Alcoholics Anonymous (AA) model
referring to the stages of growth through which the individua must progress in order
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to achieve and maintain sobriety. The individud is expected to acknowledge the need
for help and am for complete abstinence.

3.12 Psychosocial I nterventions within NHSScotland

Psychosocid interventions used in NHS speciaist servicesin Scotland, based on the
HTBS survey, are shown by Hedth Board in Table 3- 1 Psychosocid Interventions
in NHS Secondary Care. One or more of these is offered formaly in 90% of
Specidist services.

Table 3-1 Psychosocial Interventions in NHS Secondary Care

Community Reinforcement

A nnroach
Relapse Prevention .gp.

Motivational Interviewing
Cognitive Behavioural
Brief Intervention
Twelve Steps
Behavioural Marital/
Counles TheranvT.
Social Skills

Coping Skills

Stress Management
Couples Therapy
Family Therapy
Relapse.Managementg.

Theranv

NHS Board/PCT

Lomond & Argyll

Renfrewshire & Inverclyde

Ayrshire & Arran.

Borders.

Dumfries & Galloway

Fife

Forth Valley

Grampian

Greater Glasgow

Highland

Lanarkshire

Lothian

Orkney

Shetland*

Tayside

Western Isles

* No specialist servicesin Shetland

In the NHS, among specialist services offering psychosocid interventions for acohol
problems, Mativationd Interviewing and Coping Skills Training appear to be
universaly used.

For Mativationd Interviewing (MI) the number of sessons offered ranged from 2-10,
or up to 3 weeks depending on the service and the individua. About 20% of services
using the therapy acknowledged having protocols for this. M1 was usudly carried out
on aoneto one basis and in anon-residentia setting. Very few services attempted to
audit the intervention. Staff carrying out the therapy were mogt often internaly
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trained but externd training has occurred in the past. Only in afew caseswasiit
declared that staff had no training in the technique.

For Coping Skills (CS) Training the number of sessons offered ranged from 4-10 or
up to 4 weeks, with over hdf of the services noting thet this varied depending on the
individual. About 15% of the services carrying out this thergpy reported having
protocols. CSwas carried out in one to one and group settings, usudly non
resdentidly. Very few services attempted to audit the intervention. Staff are most
often internally trained but externd training did occur.

Stress Management was used in 95% of specidist services offering psychosocia
interventions. The number of sessons, setting and training of staff were as for
Coping Skills Training. About 10% of the services carrying out this therapy
acknowledged having protocols.

Brief Interventions (BI) were used in 89% of services offering psychosocid
interventions. The number of sessons ranged from 1- 10, with over haf of the
sarvices noting that this varied depending on theindividuad. Over 1/3 of sarvices
carrying out this therapy reported having protocols. Although this intervention may
have been expected to be carried out entirely on aone to one basis, some services
noted using the technique in agroup setting.  Although mostly carried out non
resdentidly there was some use of Bl in resdentia settings which may suggest an
‘opportunistic’ application (eg. by specidist saff liasng to generd wards). Only one
service gppeared to audit interventions of this sort. Both internd and externd training
took place.

CBT was used in 84% of specidist services offering psychosocid interventions. The
number of sessons ranged from 4-10, or up to 4 weeks, but was noted to be variable
in over half of the services. About 20% of the services carrying out this therapy
acknowledged having protocols. CBT was most commonly carried out on aoneto
one basisand usudly in anon-resdentid setting. Very few services atempted to
audit the intervention Most gt&ff training was externd but additiond in-housetraning
did occur.

Socid kills (SS) Training was used in 79% of specidist services offering
psychosocid interventions. The number of sessons, setting and training of saff were
asfor Coping Skills Training. About 20% of services carrying out this therapy
reported having protocols.

Other less common interventions included:

Community Reinforcement Therapy (acknowledged by 40% of the
Specidist services offering psychosocid interventions);

Couples Therapy (35%);

Behavioural Marita / Couples Therapy (25%);

Family Theragpy (20%);

‘Relapse Management’ (20%);

Twelve Step Facilitation Approach (10%, or 2 services).

Non-specific counselling was noted to take place in 36.8% of these NHS services.
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Relapse Prevention Groups were acknowledged in 40% of services offering
psychosocid interventions. Some, if not dl, have written protocols. Greater Glasgow
NHS Board, for instance, uses a standardised protocol based on the Marlatt model
(Larimer et al., 1999) throughout its 4 centres.

Various other psychosocid interventions were acknowledged including Anger
Management, Assartiveness Training, Solution Focussed Thergpy, Anxiety
Management, Alcohol Education Groups, Supportive Counselling and * Relaxation
and Exercisg Groups.

A number of services offered tailored groups e.g. Women's Groups.

For each of these interventions a number of outcome measures are cited as being
used, these varying from service to service, presumably in terms of frequency as well
asform. Outcome measures used included |aboratory investigations (Gamma GT,
Mean Cdl Volume, Liver Function Tests), diaries, self-report, rating scales and
questionnaires (salf-report and therapist), timeline follow back and collatera
information. The rating scales and questionnaires cited were Drug-Taking
Confidence Questionnaire 8, Readiness to Change questionnaires, the Christo
Inventory, the Alcohol Related Problems Questionnaire, client satisfaction
guestionnaires and CBT rating scales.

Eleven percent (11%) of NHS specidist services carrying out psychosocia
interventions did not use routine outcome Measures.

Only 36% of NHS specidist services carrying out psychosocid interventions
indicated that they had patient information sheets or |esflets for any of these
interventions. These are included as Appendix 10.

3.13 Psychosocial I nterventionsin Non NHS Services

In the non NHS day services which we surveyed, of those responding to the
questionnaire 42% carried out non-specific counselling, 25% used Person Centred
Counsdling, 21% used Socid Skills Training, 21% offered support and advice, 17%
used Motivationa Interviewing and 17% used some form of Group Therapy. Other
interventions included psychodynamic counsdlling, Stress Management,
Assartiveness Training, Solution Focussed Thergpy, Complementary Therapy,
Couples Thergpy and Family Therapy.

Although counsdllors from the Councils on Alcohol are usudly centraly trained by
Alcohol Focus Scotland using a CBT based gpproach, the Councils on Alcohol
responding to the survey acknowledged arange of approaches. a CBT based gpproach
(47%), non-specific / eclectic counsdling (41%), Person Centred Counsdlling (23%),
Socid Skills Training (18%), Moativationd Interviewing (19%), Stress Management
(6%0) as well as support and advice, Couples, Family and Group work.

Socia Work services responding to the questionnaire were few in number. The
information obtained from those responding would suggest that arange of vaidated
psychosocid interventions might be offered including CBT, Motivationd
Interviewing and Socid Skills Training as well as non-specific counsdling.
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Of non NHS residentiad rehabilitation services surveyed the returned information
uggedts that arange of interventions are being offered including non-specific
counsdlling, CBT based counsdlling, Person Centred Counsdlling, Task Centred
Counsdling, Positive Modelling, Socid Learning Theory, Anger Management and
Group Work.

Of non-NHS residentid homeless services surveyed only 46% acknowledged offering
psychosocid interventions for dcohol dependence. Interventions most commonly
offered included support and advice, non-specific counsdling, Twelve Step
Facilitation and Socia Skills Training. Less frequently offered interventions included
CBT based interventions, Brief Interventions, Mativationd Interviewing, Work
Theory, Hedth Education, Problem Solving, Group Thergpy and Vocationd Training.

Private care facilities (e.g. Priory and Castle Craig) were not sent the survey
questionnaire. The Priory (Langsde) offers a service which includes detoxification as
an inpatient or outpatient aimed at achieving abstinence, CBT, problem solving,
family therapy, couple therapy, post treetment planning, continuing weekly aftercare
and sdf-help group meetings within the hospita. Castle Craig adoptsa 12 step
approach in aresdentia setting and ams for abstinence.

3.13.1 Alcoholics Anonymous

Founded in 1935, Alcoholics Anonymous (AA) has along history of providing
confidentia support and advice to those with acohol problems.

Alcoholics Anonymous is organised by and for people with a drinking problem. The
only requirement for membership is adesire to stop drinking. There are numerous
loca groups throughout Scotland who may be contacted directly.

HTBS did not survey Alcoholics Anonymous facilities/ meetings. However, alarge
quantity of information was submitted from AA as evidence.

The trustees of the AA Genera Service Board decided in 1968 to begin conducting
anonymous surveys of the membership. These surveys are repeated at three yearly
intervas and provide a continuing view of the demographic changesin acohol related
problems over the last 34 years.

The 1968 survey clarified the need for AA to work more closely with professondsin
the fild, and culminated in the formation of a Professona Rdations Committee
(now Cooperation With the Professona Community). Succeeding surveys have
underlined the importance of outsde help in pointing dependent people toward AA
and in providing additiona help during sobriety. In 1998, 34% of members were
introduced to AA through treatment facilities, 11% by court order, and 17% by a
counsdlling agency or hedth care provider. Before coming to AA, 60% of members
received some type of treatment or counsdlling, and 75% of those members said it
played an important part in directing them to AA. After coming to AA, 62% of
members received some type of trestment or counsdling, and 83% of those believe it
was important to their recovery. Asin the past severd surveys, 75% report that their
doctors know they arein AA.
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There are numerous branches of AA in Scotland. There are 228 weekly meetingsin
Glasgow done and 934 over the whole of Scotland.

The philosophy and gpproach of AA iswell documented in numerous publications. In
particular, AA consder that alcohol dependence, once established, is a permanent
condition which can only be controlled by complete abstinence. The 12 step
facilitation is desgned to help achieve this objective (Appendix 11).

3.14 Pharmacological I nterventions

Pharmacologicd interventions used in acohol dependence for prevention of relapse
include deterrent medication, such as disulfiram (Antabuse), which inducesillness if
the individua consumes acohol, acamprosate (Campral), an NMDA receptor
modulator, specificaly designed to prevent alcoholic relgpse, and ndtrexone (Revia),
an opioid antagonist currently unlicensed for thisindication in the UK.

3.14.1 Disulfiram

Disulfiram isindicated as an adjuvant in the treatment of carefully sdected and
cooperative patients with drinking problems. It should be combined with appropriate
supportive treatment. It is supplied as 200mg tablets and the manufacturers
recommend an initial dose of four tablets, which is reduced by one tablet daily to a
maintenance dose of one or haf atablet continuing for up to Sx months. The
individud taking disulfiram regularly in sufficient dose will, on consuming acohal,
experience an unpleasant reaction (flushing of the face and upper body, throbbing
headache, pal pitation, dyspnoes, tachycardia, nausea, vomiting and with large doses
of dcohoal, arrhythmias, hypotenson and collapse). The reaction occurs about 10
minutes after ingestion of alcohol and may last severd hours. The severity of this
reaction shows agreat dedl of individud variation and, rarely, the reaction can be life
threatening. Conversdy some individuas have no or mild reactions on standard
doses and higher doses may be required. Even smadl amounts of adcohol can lead to
unpleasant systemic reactions and therefore care must be taken when using other
medicind products and toiletries. It isadvisable for patientsto carry a card warning
of the danger of adminigtration of dcohol. The patient istold the nature of the
reaction prior to prescription of the drug.

There are severd contraindications to using disulfiram including cardiac failure,
coronary artery disease, previous history of cerebrovascular accident, hypertension,
pregnancy, breast feeding, severe persondlity disorder, suicidal risk or psychosis
(which isthought may be exacerbated by disulfiram’s action on dopamine b-
hydroxylase). Additiona caution isrequired in rend failure, hepatic or respiratory
disease, diabetes mdlitus, epilepsy and the concurrent use of anti- convulsant, anti-
coagulant and anti- hypertensive medication.

The medication is recommended to be administered daily, but can aso be given twice
or thrice weekly (at 3-4 day intervals) as the action lasts for about 7 days after the last
dose. Thismay be of practical importance if administration is supervised e.g. & aday
hospita, by aworkplace nurse, community psychiatric nurse or practice nurse. As
with al medications there are problems with compliance, perhaps related to the



individua’s prior understanding that algpse isimminent, perhaps related to Side
effects which include lethargy and loss of libido.

Disulfiram is described as an adjunct to psychosocid intervention (not specified) and
is nat, for ingtance, intended for use as a monthly repeat prescription with minimal
doctor / patient interaction.

3.14.2 Acamprosate

Acamprosate, has been licensed in the UK since 1995 for abstinence maintenance
therapy for up to 1 year in motivated alcohol dependent patients. Its chemica
dructure is Smilar to the naturdly occurring amino acid neuromediators, taurine and
gammaaminobutyric acid (GABA) and it is bdlieved that it may act by binding to
NMDA receptorsin the brain, modulating the up-regulaion of NMDA receptors
which occurs on dcohol withdrawa, enhancing GABA inhibitory neurotransmisson
and antagonising glutamate excitation, thus suppressing putative biochemicaly based
craving in response to learned cues (e.g. feding stressed, passing abar or being inthe
company of others drinking dcohal). It ispossible aso that its action reducesthe
likelihood of reinstatement of dependence symptomsif alapse occurs. For this reason
acamprosate should continue to be prescribed despite occasiond lapses, if thereis
evidence that those lgpses are Sgnificantly less severe than previoudy. However,
there is no point in continuing the medication if Sgnificant relapses occur.

The recommended dosage is 2x333mg tabl ets three times per day over a1 year
treatment period. The dosage is reduced to 4 tablets per day (2 morning, 1 midday, 1
night) in those weighing lessthan 60 kg. It islicensed only for patients between 18
and 65 years of age.

Pharmacokinetic studies showed very large inter-subject variations in bicavailability.
Mean bioavailability was reduced by about 20% when tablets were taken with food.
It appearsto be excreted primarily viathe kidneys and is contraindicated in rend
dysfunction (serum cregtinine over 120 micromols/l). Other contraindications are
hypersengtivity, severe hepatic failure (Childs Pugh Classification C), pregnancy and
breest feeding. Adverse effects are usudly mild and trangent and are predominantly
gastrointestind (diarrhoea, nausea, vomiting, abdomind pain) and dermatologica
(pruritis, occasional maculopapular rash and rare cases of bullous skin reactions have
been reported).

Asit takes 5-7 days to reach thergpeutic levels (dimination haf-life 18 hours)
Acamprosate should be started soon after detoxification.

Aswith disulfiram, acamprosate, is currently recommended to be combined with
counsdling.

3.14.3 Naltrexone

Naltrexone, an opioid antagoni<, is not licensed in the UK for use in acohol
dependence. It has been licensed for this use in the Republic of Ireland and severd
other EC countries since 1996, as part of a comprehensive trestment programme for
acohol dependence to reduce the risk of relapse to heavy drinking, support abstinence



and reduce dcohoal craving. 1t may act by breaking the desire for the next drink by
blocking the pleasure or “high’ which would normdly result from sampling acohal.
It is reviewed in this assessment because it is used off-licencein 5 Scottish NHS
Boards Table 3- 2 Pharmacologica Treatmentsin NHS Secondary Care.

The recommended dosage is one 50 mg tablet per day. Aninitid treatment period of
three months is suggested but |onger-term treatment can be considered.

Serious Sde effects of naltrexone are rare but the most commonly reported Sde

effects include nausea (9.8%), headache (6.6%), dizziness (4.4%), nervousness
(3.8%0), fatigue (3.6%), difficulty deeping (3.0%), vomiting (2.6%), anxiety (2.0%),
and somnolence (2.0%). The incidences were estimated over 12 weeks by Croop et a
(1997).

Contraindications are acute hepatitis, liver falure, current dependence on opiates,
current use of opioid containing medication and hypersengtivity.

3.15 Pharmacological Interventionsin NHS Specialist Servicesin Scotland

The Greater Glasgow ‘ Shared Care’ protocol for the use of acamprosate and the
Lothian protocol for the use of natrexone can be found in Appendix 12 and Appendix
13

In our survey of NHS specidist acohol services dl used acamprosate and disulfiram.
In addition 5 services used named patient / off licence prescribing of natrexone (see
Table 3- 2 Pharmacologica Treatmentsin NHS Secondary Care). No other
medications are routindy used in Scotland for relgpse prevention in acohal
dependence. Combinations of acamprosate and disulfiram are used in 57% of
sarvices. Combinations of natrexone and disulfiram are used in one sarvice. There
was no noted use of combinations of natrexone and acamprosate.
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Table 3 -2 Pharmacological Treatments in NHS Secondary Care

NHS Board/PCT acamprosate | disulfiram | naltrexone
Lomond & Argyll

Renfrewshire & Inverclyde

Ayrshire & Arran.

Borders.

Dumfries & Galloway

Fife
Forth Valley

Grampian

Greater Glasgow
Highland

Lanarkshire

Lothian

Orkney
Shetland*
Tayside
Western Isles

* No specialist servicesin Shetland

In the mgjority of NHS speciaist services medicd staff of al grades (SHO to
Consultant) prescribed acamprosate and disulfiram. 1n the services without medica
daff, aswell as many of those with medica staff, GPswould prescribe these
medications on the advice of the team or in co-ordination with the team, if local NHS
Board prescribing arrangements permit.

In services prescribing ndtrexone this was dways done by consultant medica staff
attached to the specialist team.

3.15.1 Disulfiram

Fifty-two percent (52%) of specidist services used supervised adminigration if
required. Supervison may be by CPN / Practice Nurse/ Alcohol Unit Nursing staff
or relatives (18% of services usng supervison acknowledged this method — see
Appendix 14 for useful information for the patient, partner / supervising person and
supervisng doctor (Lothian NHS Board)), place of work or the community pharmacy.

Most of the services commence disulfiram in both inpatient and outpatient settings
with initid proposed duration between services varying from 1 month to 1 year (41%
of services consdered the proposed duration to be variable / indefinite depending on
factors such as patient response).

Protocols exist for the use of disulfiram in 9% of services.

All services noted that psychosocid interventions were used in combination with
disulfiram but, for ingtance, one service commented that this was smply the ‘normal
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cinicregime. The most commonly acknowledged interventions to be used in
combination with disulfiram were CBT and Mativationd Interviewing. Also noted
were Relapse Prevention Groups, ‘ Group Work’, ‘Counsdling’, ‘ Abstinence
Maintenance and ‘ Specific Antabuse adjunctives .

The god of trestment was abstinencein 76.2% of services, with 14.3% citing the god
as either abgtinence or reduced consumption / controlled drinking and 4.8% citing the
god as reduced consumption.

The outcome measures most commonly used were derived from laboratory tests
(28.6% of services), sdf-report (19% of services) and diaries (14.3% of services) with
cumulative abstinence duration (CADs), collatera information and adcometer

readings aso used. One service used No outcome measures.

Only one service (Forth Vdley) noted auditing the use of disulfiram.
3.15.2 Acamprosate

Nine percent (9%) of services acknowledged enlisting athird party to supervise
adminigration of the medication.

Mogt services commenced the use of acamprosate on both an inpatient and outpatient
basis.

Theinitid proposed duration of treatment varied between services from 1 month to 1
year (47% of services answering the question cited 1 year).

Protocols exit for the use of acamprosate in 48% of services (see Appendix 12 for
shared care protocol from Gresater Glasgow).

All NHS specidist services used psychosocid interventions in combination with
acamprosate, the most commonly acknowledged being Mativationd Interviewing,
Relapse Prevention Thergpy, CBT and Group Work. Also noted were ‘ counsdlling’,
Socid Skills Training, Abstinence Maintenance, ‘ specific acamprosate adjunctives
and 1 sarvice noted using the ‘normal clinic regime’.

Fifty-seven percent (57%) of services cited abstinence as the god of treatment, 29%
of sarvices cited ether abstinence or controlled drinking asthe god, and 19% of
services cited controlled drinking as the godl.

The most commonly used outcome measures were laboratory investigations (38% of
savices), including gamma GT, MCV, LFTs, sdf-report (19%), diaries (14%) and
CADs (14%)).

Twenty-eight percent (28%) of services audited the use of acamprosate.



3.15.3 Naltrexone

Of the 5 sarvices usng natrexone, 2 services set no pecia condition for
adminigration, 1 service inssted on regular consultant review, and 2 services used
some form of supervison of trestment.

Four out of the five services commenced natrexone on both an outpatient and
inpatient basis. One service commenced natrexone on an outpatient basis only.

The initid proposed duration was reported as Sx months to one year in one service,
one year in one service, indefinite in two services.

Lothian has a protocol for prescribing natrexone for acohol dependence (Appendix
13).

All services prescribing natrexone used psychosocid interventions in combination
with the medication athough the type of intervention was not specified.

Two services cited abstinence as the god of treatment. One service cited ether
abstinence or controlled drinking as the goa of trestment.

The outcome measures used were |aboratory tests (4 services), self-report (2 services)
and diaries (1 service).

The use of ndtrexoneis not audited by these services.

3.16 The Care Pathway

For the psychosocid and pharmacologica interventions described above it should be
noted that in most services these are not carried out in isolation but as part of an
ongoing reaionship with individuas in contact with the service. Exanples of care
pathways were provided by a number of services. Thosefor Forth Valey and
Dykebar (Renfrewshire & Inverclyde Hedlth Board) have been included in Appendix
15 and perhgpsiillugtrate more smilarities than differences in the care of individuas
from the moment of their referrd to the alcohol problems service. The use of non
datutory agenciesin the treetment system iswell illustrated.

The minimum aftercare package offered to most individuas on discharge from
hospita following acohal detoxification varies from service to service, with one
service suggesting that there may be no aftercare package, and others offering a
follow up appointment by the keyworker (CPN, Day hospitd nuraing staff,
Community Addiction Team, medica Saff) a the base dcohol unit or at home
depending on geographica factors. Others offer an increasingly intense aftercare
package with outpatient clinic gppointments and CPN vidts, immediate (next day)
follow-up by the home detox team and regular follow-up theresfter for several weeks
(eg. every 2 daysfor 6 weeks), Day Hospital attendance for arelgpse prevention
programme or referrd to the waiting list for the Relapse Prevention Group, 1to 1
psychologica intervention, periodic Motivationd Interviewing sessons (eg. 8-10



weekly), on-going drop-in fadility, referral to other agencies eg. Socid Work, if
requested, and consderation of anti-relapse agents eg. acamprosate.

The Argyll and Bute service offers respite admissions as well as the availability of 24-
hour contact with the unit and outreach clinic gppointmentsif geographicdly suitable.
Aress without NHS statutory acohol services will advise individuasto utilise local
voluntary services e.g. counsdling / befriending services, Socid Work Alcohol
Support Groups, AA and Councils on Alcohal.

There seems to be no standardised approach to aftercare with many of the above
elements/ options being employed in various combinations presumably tailored to the
need of the individua and local resources.

The externa agencies mogt frequently used by NHS specidist services when
aranging aftercare are AA, Socia Work day services and Councils on Alcohol with
non statutory residentia rehabilitation services being used more moderately and the
least used agencies being residentia homeless services and private care.

3.17 Default, non-adherence and recurrent relapse

One issue worth conddering is that of default or non-adherence with interventions
offered. About 25% of services report that their gpproach to this may include
discharge back to GP care. Other reportsinvolve various degrees of assertive
outreech including offering 1- 2 follow- up gppointments or contacting the patient by
letter to ascertain their desire for further contact, perhaps individuals with more severe
problems having more aggressive follow-up.

In the case of recurrent relgpse, almost al services reported ether continued contact
or at least no restriction on re-referral.

Miller (1985) notes that a smple hand-written note or telephone call after the first
vigt, or after amissed vist, can double or triple the likelihood that aclient will return.
This‘active interest in theindividua with alcohol problems gppearsto be reflected in
most of the services surveyed.

3.18 Services available for alcohol related problems

The provison of services for individuas with acohol related problems can be
categorised into non-specidised (Genera Practitioners and other Primary Care staff,
A & E Depatments, Genera hospitas, Generd Psychiatric services, Socid services
and Crimind Judtice services and employment-related schemes) and specialised
(statutory (NHS and Sociad Work), voluntary and private). Nonspeciaised workers
are routingly encountering individuals with dcohal problemsin their day-to-day work
with perhaps only the most serioudly affected being referred on to specidist services.
Statutory NHS specidist dcohol services may range from asingle CPN with an
acohol remit to afully integrated resdentid and community based addiction service.



3.18.1 NHS Specialist Services

The Plan for Action on Alcohol Problems (Scottish Advisory Committee on Alcohol
Misuse (SACAM), 2002) states that ‘the genera perception isthat service coveragein
Scotland is patchy and fragmented and there is disparity in support and trestment
available across Scotland’. The HTBS survey of specialist services confirms that
some gapsinthe sarvice exis. Thereis aso an gpparent deficit in forma taff

traning and accreditation. The variability in service provison may reflect higtorica
factors and the enthusiasms of individua consultants and other service developers
rather than regiond differencesin morbidity.

In recent years the emphasis has shifted from inpatient to outpatient trestment.
Inpatient services continue to exist, sometimes with dedicated beds for acohol /
addiction problems, sometimes using generd adult psychiatry beds and occasondly
using generad medica beds. Inpatient care may be restricted to the more complex
cases, for instance those with alack of socid support, the homeless, those with co-
morbid psychiatric or severe physica illness, those at risk of suicide and thosewith a
dua dependence.

As shown in the HTBS survey, thereiswide regiond variation in NHS specidist
service provision with areas such as Shetland offering no specidist NHS acohol
services and areas such as Greater Glasgow, Ayrshire and Arran and Lanarkshire
having ardaively large service, though these need to be seen in the context of local
needs.

At the most specialised end of the spectrum (referred to as ‘tier 4' in the Plan for
Action Services Framework) there is an assumption that the individuas with the most
complex needs are seen. Most people with dcohol problems are not in this category
and will be seen at lower tiers of service, with GPs often being the first and only
source of advice for a subgtantial proportion of those with acohol problems. Itis
edimated that ‘|ess than one in ten individuas with acohol related problems arein
contact with aspecidist agency’ (Unnithan et al., 1994).

3.18.2 Inpatient services

Only certain areas provide specidist inpatient-based services. From the survey those
areas with no acknowledged specidist inpatient beds at dl were Grampian, parts of
Lanarkshire covered by Hairmyres Hospital and Shetland. Forth Vdley, Fife and
Orkney will use avery limited number of generd adult psychiatry, or general medica
beds (Orkney — 1 bed) for acohol problemsif necessary. South Glasgow and Western
Ides have no dedicated beds for adcohol problems but provide inpatient care usng
generad adult psychiatry beds. All other areas have dedicated beds for patients with
acohol problems (61% of dl services surveyed).

From the survey the number of inpatient beds specificaly dedicated to acohol
problemsin NHS specialist services in Scotland is about 100 beds. Table3 - 3
Breakdown of NHS Bed Usage per NHS Board.



Of these services with dedicated dcohol beds 50% have nursing staff specificaly
trained in acohol / substance misuse care to cover these beds.

61% of services use adult psychiatric acute admission beds for alcohol problems,
including 63% of the services, which did not acknowledge any form of inpatient

based service, and 53% of the services, which were considered to have inpatient based
acohal services (inc. South Glasgow and W. Ides as noted above).

From the survey the number of generd adult psychiatry acute admission bedsin
Scotland used specificaly for care of patients with alcohol problems at any onetime
is estimated to be about 30 beds. (Table 3 - 3 Breakdown of NHS Bed Usage per
NHS Board.)

Table 3 - 3 Breakdown of NHS Bed Usage per NHS Board

NHS DEDICATED | GEN. TOTAL POPULATION | BEDS per
BOARD ALCOHOL ADULT BEDS 100 000
BEDS PSYCH. (inuse at
BEDS onetime)
(inuse at one
time)
Borders 15 0.8 2.3 106,389 2.16
Dumfries & 4* 2 6 147,280 4.07
Gdloway
Lothian 12 0 12 774,528 155
Ayrshire & 6(+6)* * 0 18 374,545 481
Arran
G. Glasgow 19-21 6 25-27 897,053 2.90
Renfrewshire & 11*** 4 15*** 290,000 5.17(some
Invercl yde beds daytime
only)
Lomond & 14 0 14 136,046 10.30
Argyll
Lanarkshire 7 8 15 559,150 2.68
Forth Valey 0 2 2 275,806 0.76
Taysde 12 QF*x* 12 391,397 3.07
Hfe 0 44 4.4 348,214 1.26
Grampian 0 0 0 532,110 0
Highlands 6 0 6 210,418 2.85
W. Ides 0 1-2 1-2 28,476 3.51(0n|y used
(probebly) for e prottens
Orkney 0 1 1 19,794 5.05(as above)
Shetland 0 0 0 22,855 0

General Adult Psychiatry (GAP) beds recorded are those used specifically by the Specialist team for
their patients for treatment of alcohol problems

* Dumfries and Galloway has 4 dedicated beds for either alcohol or substance misuse

** Avyrshire and Arran has ‘ 6 beds for alcohol detoxification and 12 beds for residential dual diagnosis
services which at any one time are used by approximately 50% alcohol users (and also drug users)’
(C.Lind.Consultant Psychiatrist, Personal Communication, 13 March 2002)

*** Renfrewshire and Inverclyde have 11 dedicated beds but those inInverclyde (7 beds) arein
daytime use only with severely unwell patients, including those at risk of seizures, being admitted to
general adult psychiatric beds
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**** There are approximately 300 alcohol related admissions/year to General Adult Psychiatry beds in

Tayside. An average length of stay of 12 dayswould lead to 10 GAP bedsin use for primary alcohol

problems at any onetime.

3.18.3 Outpatient services

These can be divided into community, day hospitad and outpatient based services.

22% of services surveyed have no community based acohol service.
22% of services surveyed have no out patient based acohol service.
61% of services surveyed have no day patient based services.

17% of services are solely community based — Borders, Orkney, parts of Fife and

Lanarkshire.

There are no services which are soldly inpatient based

The gaffing of these sarvices varieswiddy. Table 3 - 4 Staff Numbers per NHS
Board Area (whole time equivaent posts)

74% of sarvices have a Consultant Psychiatrit in or leading the team.

26% of services do not have any medica staff.

33% of services have psychology staff of some kind.
33% of services have Occupationd Therapy staff.
14% of services have additional Socia Work staff.

Table 3 - 4 Staff Numbers per NHS Board Area (whole time equivalent posts)

AREA CONSULTANT OTHER NURSING | PSYCHOLOGY OCCUPATIONAL | SOCIAL

PSYCHIATRISTS | MEDICAL | STAFF STAFF THERAPY WORK
STAFF STAFF STAFF

Lomond & 0.2 0.4 9.25 0 0 0

Argyll

Renfrewshire. | 0.5 13 8.2 0.1 0 0

&

Inverclyde

Ayrshire & 12 1.0 27.0 0 1.0 0

Arran

Borders 0 0 2.0 0 0 0.5

Dumfries& 10 10 9.0 0 10 0

Galloway

Fife 0 0 3.0 0 0 0

Forth 0.2 0 6.0 0 0 0

Valley

Grampian 0.5 1.0 25 0 0 0

G.Glasgow 4.4 7.6 53.3 2.4 4.0

Highland 0.2 16 36.2 0 0 10

Lanarkshire 2.0 2.2 22.0 1.7 2.0 0

Lothian 16 1.66 215 0.5 15 0.5

Orkney 0 0 1 0 0 0

Shetland 0 0 0 0 0 0

Tayside 10 2.0 185 0 0 0

W.Isles 0.0 0 2.0 0 0 0




3.18.4 NHSGeneralist Services

Specidist services are resourced to meet the needs of only the small percentage of
those most severdly affected by acohol related problems. Generdist services provide
the bulk of treatment and preventative work. They may be divided into Primary Care
and Non Specidist Hospital care. These two components interact through, for
example, specidis daff offering clinicsin primary care; joint work systems such as
home detoxification; or ddivery of training programmes for Primary Care gaff.

The Plan for Action notes * GPs are often the first source of advice about acohol
problems. They play avitd role in identifying and tackling such problems and
referring patients for gppropriate help’. The GGHB Alcohaol Strategy Consultation
document (Greater Glasgow Health Board, 2000), notes that in arandomised survey
of 227 GGHB GPs, many GPs had large numbers of patients with serious acohol
related problems. Very few of these GPs had a specid interest in dcohol problems.
Seventy percent (70%) of GPs said they employed brief intervention techniques,
amogt 90% employed home detoxification and over 60% employed some form of
counsdlling technique (not specified). Few had accessto nursing or counselling staff
trained in the management of acohol related problems. Current work reviewed |ater
in this report shows that effective specidist psychosocid and pharmacol ogica
trestments are available for acohol dependent patients and that brief intervention is
not sufficient for those with established alcohol dependence. Thus clear evidence
based decision processes for referral to specialist services and greater accessibility of
these services would alow GPsto offer amore complete service,

The HTBS survey did not assess the capacity of generalist servicesfor treating
acohal problems, but in the case of thisHTA, it could be assumed that the bulk of
generdid intervention (not including input from Councils on Alcohol to GP

surgeries) is brief intervention, ‘ support and advice' and the prescribing of medication
(eg. benzodiazepines for detoxification; acamprosate for relapse prevention).

Accident & Emergency Departments have arole in recognising dcohol related
problems and can be appropriate settings in which to offer help, for ingtance through
the use of brief intervention techniques for less severe cases or by referral on to an
appropriate agency within the ‘treatment system’.

Significant numbers of admissons to Genera Hospital medical wards have current
acohal rdated problems. ‘ Thereislittle evidence that most problem drinkers
entering hospital are having their drinking problem recognised, assessed and
appropriate action then taken’ (Greater Glasgow Health Board, 2000). Intervention
may be limited to the immediate management of acohol withdrawa. There may be,
however, the opportunity for some psychosocid intervention on medical wards,
perhaps more so than in the primary care setting, given the lengthier period of timein
contact with the individua. 1t isnot clear to what extent this may be occurring.

The Liaison Psychiatrist can advise and educate not only on the immediate
management of acohol withdrawa but so on appropriate subsequent referral to
pecidist agencies.



Specidigt Alcohol Liaison Nurses are few in number but may provide useful support
to generd hospitd wards in terms of both the management of acohol related
problems and the education and training of generaist hedlth care professionds.
Lothian and East Glasgow currently provide this Alcohol Liaison Nurse service.

Genera Psychiatric Services see alarge proportion of the dcohol misusersreferred to
the psychiatric services overdl, including the specidist addiction services. Many
problem drinkers are admitted to acute psychiatric beds with few of the supervising
conaultants or nurang staff having a pecidigt addiction training.

3.18.5 Non NHS Services

Table3- 5 Non-NHS Services Digtribution (and returned survey numbersin bold)
shows the digtribution of non-NHS services which have at least somerole in the care
of individuals with acohol problems. This does not take into account the numerous
AA meetings, which occur throughout Scotland on a daily basis (Section 6).

Table 3-5 Non-NHS Services Distribution (and returned survey numbers in
bold)
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City 4 2

Council

C.of 1

Scotland (1)

Salvation 1

Army (1)

Other non- 3 2 10 5 7
Statutory (&) @103 (€3] &)
TOTAL 9 16 |8 2 2 4 4 14 (47 |13 |6 27 |1 2 13 |2
Number 7 6 2 2 1 1 2 3 5 6 1 4 5 9 3 7
per 10°

Areaswith 5 or more services per 100,000 of population are Greater Glasgow,
Lomond and Argyll, Renfrewshire and Inverclyde, Highland, Orkney, Shetland, and
Western Ides. Areaswith 2 or less are Ayrshire and Arran, Borders, Dumfriesand
Gdloway, Fife, Forth Valey, and Lanarkshire. These figures do not take account of
differencesin demand or difficulties in accessing the services.

Day Fadilities (which, in thisreport, include al non-residentia facilitiesirrespective

of hours of opening, intensty of workload, type of intervention etc.) make up the bulk
(71%) of non-NHS services (even excluding AA from these satigtics) — largdy
through the numerous facilities provided by Councils on Alcohol (52% of day
facilities); Socid Work services make up the next largest group (24%) of facilities
(Community Alcohol Teams are not included in these figures).

Residential Homeless services provide 21% of nort NHS facilitiesidentified
(excduding AA) through various charitable organisations including Cyrenians (19% of
resdentid homdessfadilities) and, in Glasgow, the Talbot Association (16%), aswell
as city councils (16%).

Many of the homdessfadilities identified do not have a specid remit for deding with
acohol problems and over 50% of facilities returning the questionnaire did not offer
any psychosocid interventions to ded with these problems. Nonetheless, people with
acohol problems seem to account for asignificant proportion of individuas using
those facilities.

Greater Glasgow has most in the way of resdentia homeless facilities (42%), with
Edinburgh and Lothian ( 25%), Taysde ( 19%), Renfrewshire and Inverclyde (8%)
and Grampian ( 6%) making up the rest of identified facilities of this nature.

A large proportion of homeless people have evidence of severe alcohol related
problems. Thereis an gpparent lack of avallability of specidist addictions services
for homeless people with acohol problems, athough the Rough Seepers Initiative
(RSl) and in Glasgow the development of the Homeless Addictions Team is a step
towards tackling thisissue. The GGHB Alcohal Strategy Consultation Document
(Greater Glasgow Health Board, 2000) recognised that liaison between statutory
addiction services and hostels was poor. Glasgow Council on Alcohal hold regular
weekly surgeries at Glasgow City Council Hogtels.
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Resdentid Rehabilitation facilities are few in number (14 facilities, 9-10% of
identified nont NHS facilities). Five (36%) are provided by the Church of Scotland,
with two (14%) provided by the Sdvation Army and only one (7%) provided by
Socia Work services.

Thefadlities are in Greater Glasgow, four (29%), Edinburgh & Lothian, three (21%),
Grampian, three (21%), and one (7%) each in Highland, Renfrewshire and Inverclyde,
Lomond & Argyll and Lanarkshire.

3.18.6 Social Work Services

The socid services arein an ided position to recognise and assess individua s with
acohol problems through their contact with many “at risk’ groups as part of the work
of child and family teams, community care teams and prison socid work teams. In
addition the specidist addiction Socid Work services provide intervention in terms of
advice, information, ‘counsalling’, advocacy, support and care planning. They are
aso involved in purchasing services such as rehailitation.

The development of Community Addiction Teams (CATS) may cregte a grester
resource for outpatient care though there is also concern that this expanding tier 3
service could result in redigtribution of staff from NHS specidist ‘tier 4 services.

The survey of existing non-NHS acohoal facilitiesincluded 14 Socid Work facilities
making up 13% of non-NHS facilities surveyed. A further 17 facilities were
identified post survey from SACAM information taking the totd to 31 facilities
identified (18% of the total non-NHS facilities eventudly identified). Ninety-three
percent (93%) of these were day facilities with 1 resdentid rehabilitation facility and
onereddentia homdessfacility. The Socid Work facilities are modtly to be found in
Greater Glasgow (42%), with other facilities located in Lanarkshire, Grampian,
Taysde, Lomond and Argyll, Renfrewshire and Inverclyde, Lothian, Fife and
Ayrshire and Arran.

It gppearsthat arange of vaidated psychosocid interventions (E.g. Moativationa
Interviewing, Socid Skills Training) may be offered by socid work services.

3.18.7 Non-statutory facilities

Non-gautory services may have charitable or independent status. The Plan for
Action (Scottish Advisory Committee on Alcohol Misuse (SACAM), 2002) points to
the * strong contribution aready made by voluntary organisationsin providing
prevention, education, treatment and support services and notes their good vaue for
monrey. Nonstatutory services may better meet the needs of marginalized subgroups
and communities than Statutory services.

The contribution of Alcoholics Anonymous to non-statutory services in Scotland was
not assessed in the survey but they are discussed separately later in this report
(Section 0).

Eighty-seven (87) non-datutory facilities were surveyed. An additiona 32 Council
on Alcohol sub offices and 10 other facilitiesidentified post survey from SACAM
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information were not surveyed. The tota number of non-tatutory facilities (not AA)
identified was therefore 129.

Sixty-seven percent (67%) are day facilities, mostly Councils on Alcohal (72%), 10%
areresdentid rehabilitation facilities, largely Church of Scotland (38%), and 23% are
resdentid homeessfacilities.

The Scottish Executive provides core funding for Alcohol Focus Scotland (AFS),
which, in turn, has the function of supporting local Councils on Alcohol. Councils on
Alcohol appear to be the largest non-NHS sarvice in the field of dcohaol problems
identified in the survey, with a rigorous sdlection and training process resulting in
counsdllor accreditation. The psychosocid intervention termed ‘ dcohol counselling’
by many of the facilitiesisa CBT based gpproach. The average number of clients
engaged or re-engaged in a month per facility is24. Clients remain engaged in the
sarvice for avariable period of time taking individua needs into account but the
average length of trestment / contact is probably about 3-4 months.

Church of Scotland Board of Socid Responsbility services may vary from facility to
facility. The Board hasfive resdentia rehabilitation facilities plus aday service
centre responding to arange of acohoal related chalenges. The *counsdling’ methods
used are person-centred, dong Smilar linesto Mativationd Interviewing with
psychodynamic gpproaches also employed. (VictoriaView isaresdentia
rehabilitation facility in Glasgow with seven staff, where 12- 16 beds are provided for
acohal problems. The mean length of stay is 26 weeks. Psychosocid interventions
incude intengve group thergpy, family therapy and individud counsdlling. Funding
isthrough socia work and loca authority. Ronachan Houseisaresdentia
rehabilitation facility in Lomond and Argyll area, with eight staff, offering 6-8 month
stays (depending on need) for up to 20 residents. Psychosocid Interventionsinclude
work programme, group work, individua counsdlling, educationa input and leisure
adtivities. MdtaHouse isarehabilitation unit in Edinburgh, with nine gaff, offering

6 month programmes for up to 15 residents with drug / alcohol dependence.
Psychosocid interventions include group work, counsdling, physica work and
activities. Deeford House is arehahilitation unit in Grampian region with seven fulll
time and two part time staff, offering an average stay of gpproximately 12 weeks for
up to 17 clients (four in asatellite house). Psychosocid interventions include group
mesetings, one to one counsdlling and anger management. Beechwood Houseisa
rehabilitation unit in the Highland areg, with 22 gaff, providing a4 week intensve
assessment and intervention programme with optiona access to afurther 10 week
programme for individuals seeking support in re-establishing a pattern of acohol free
living. Funding for these interventions is through socia work. The Hedlth Board
funds supported accommodation for those attending the local NHS day service —
information gathered from SACAM survey and independent sources).

3.18.8 Private Care

Private care facilities (e.g. The Langside Priory and Castle Craig) were not sent the
survey questionnaire. The Langsde Priory offers a service which includes
detoxification asan in- or outpatient aimed at achieving abstinence, CBT, problem
solving, family therapy, couple thergpy, post trestment planning, continuing weekly
aftercare and sdf-help group meetings within the hospita (aftercare is provided free



of chargefor aslong asrequired). Castle Craig adopts a 12 step approach in a
resdentid setting and ams for abstinence. The treatment program includes group
therapy, individua therapy, didactic lectures, video films, individua readings and
written assgnments. Funding eg. in Glasgow is viasocid work and subcontracted
with GGHB; in Highland region, hedth board funding occurs for the first 6 week
intensve period and thereafter social work funding isrequired). Thereisasmilar
gmdler facility in Aberdeen.

3.18.9 Servicesfor Alcohol Dependent Offenders

Prison services have not been addressed athough the SACAM survey identified a
number of prison liaison facilities involving collaboration between socid work or
Councils on Alcohol and the Scottish Prison Service.

3.19 Demand vs Service Distribution

In the consultation process prior to publication of the Plan for Action ‘patchiness in
service provision throughout Scotland was noted. This perception was borne out by
the HTBS survey of specidist dcohol services (Section 3.10). Services appear
fragmented, perhaps leaving some without access to what should be minimum care.
Thisis particularly noticeable in certain rurd aress. It may aso bethat different
populations have different needs and, for instance, rural communities may face
specific arcumstances and difficulties when providing treestment for acohol
problems. distance, geographica location, lack of socid support, fear of igmaetc.
may conditute barriers to trestment and complicate rehabilitation and follow up
procedures.

Some services appear to be comparatively well provisoned but may, nonetheless, be
working beyond their capacity, with pressure on resources and long waiting lists. For
ingtance, 84% of the most deprived people in Scotland live in Greater Gasgow area.
The rates of generd hospitd and psychiatric admissons for alcohol reated diagnoses
are 10 times gregter for people in the most deprived, compared to the most affluent
aress. The greater levels of socio-economic deprivation in Glasgow mean that for
some acohol related problems the area probably has higher rates than any other
hedth authority in the UK (Greater Glasgow Health Board, 2000). The Plan for
Action (2002) notes that men living in the most deprived areas of Scotland are 7 times
more likely to die an adcohol related deeth than those in the least deprived aress.

3.20 Long-term health expectation in alcohol dependence

3.20.1 Effects of chronic and acute exposure to alcohol

The economic evauation of relgpse prevention interventions in this assessment relates
the cogts of the interventions to the benefits obtained from areduction in the adverse

effects of dcohol on hedth. In order to do thisit is necessary to evauate the impact
of acohol on the hedlth of acohol dependent patients.



Drinking large amounts of acohal dters the chance of developing many diseases and
is also associated with increased risks of accidents and suicide. Some of these effects
appear to be related to chronic heavy drinking whilst other may be related to acute
intoxication. However, whether the nature of these effects is different in acohol
dependent individuals from those who drink smilar quantities without developing
dependenceis unclear. For the purposes of this assessment it seems reasonable to
assume that the risks of diseases associated with chronic drinking are Smilar whether
or not dependenceis present and also that alcohol dependent individuds are likely to
be drinking in quantities which carry arisk Smilar to the highest levels of risk seenin
the population in general. However, whether dependent drinkers account for ahigh
proportion of events associated with acute intoxication islessclear. Thisis because
many such events may be experienced by occasiond heavy drinkers. For this reason
it seems reasonable to redirict the consideration within the economic modd to illness
associated with chronic drinking. However, it must be recognized that any benefit of
treatment will only reflect a part of the potentia benefit to the hedth service of
treatment of acohol dependence since acohol dependent drinkers will also
experience the heightened risks associated with acute intoxication, for example
accidents. The possible extent of this underestimation can be roughly gauged from
the following discussion of the Austrdian Nationa Alcohol Indicators Project
(NAIP).

3.20.2 The Australian National Alcohol Indicators Project

The Audrdian National Drug Research Indtitute published a report on acohol-caused
deaths and hospitdisations as part of the NAIP. The report used relative risks of
disease comparing high acohoal intake with low or moderate drawn from a paper by
English (1995), subsequently updated by Gutjahr (Gutjahr et al., 2001). From these,
combined with information on the drinking levelsin Audtrdia and the totd disease
burden, the amount of disease attributable to drinking was caculated. These figures
are of congderable relevance because they show which of the many diseases affected
by dcohal are likely to have the biggest clinica and economic impact. The report
identifies 19 events/conditions associated with acute intoxication and 15 conditions
associated with chronic drinking as partidly or whally attributable to high-risk

alcohol consumptions. An additional two conditions, stroke and suicide, are classified
as ‘mixed’ sncethey are associated with both acute and chronic drinking. The
relative impacts of these classes of hedlth events can be judged from the tota acohol-
caused desths, life-years lost, hospitalisations and bed-days associated with them.

Table 3-6 Impact on health of acute and chronic drinking (Australia)

Acuteintoxication | Chronicdrinking Mixed
Males
Deaths 695 1061 540
Person-years lost 22743 15675 10076
Hospitdisations 31366 14670 3463
Bed-days 156476 95049 25115
Females
Degths 218 328 449
Person-years logt 6246 5309 2933
Hogpitdisations 13517 6165 3122




| Bed-days | 60865 | 41052 | 25238

From thisit can be seen that the adverse health effects of acute intoxication represent
aconsderable burden to the hedlth service. Just over 50% of tota bed-days
attributable to alcohol were taken up by such events. Hence it is concelvable that
hedlth service benefits from effective trestments could be twice as large as we
edimate from our model. However, this would only be under the unlikely
circumstance that dmogt dl of the acute drinking events were in acohol dependent

people.

The impact of each chronic and ‘mixed’ event can be judged from the table below
which shows them in descending order of total bed-days in the NAIP report.

Table 3-7 Total bed-days from diseases associated with chronic or ‘mixed’
drinking patterns (Australia)

Condition® Deaths PYLL® Hosp. Bed-
days

Alcohol dependence 257 4335 13043 85294
Stroke 726 4019 4716 43247
Alc. Liver cirrhosis 683 11108 3222 25654
Chronic pancrestitis 13 151 1516 8377
SQuicide 264 8985 1868 7105
Epilepsy 31 794 1730 6453
Oropharyn.cancer 55 637 395 3708
Hypertenson 38 216 417 1836
Female breast cancer 51 715 371 1810
Oesophaged cancer 54 532 225 1670
Larynged cancer 31 300 182 1485
Oesophaged varices 2 28 473 1205
Liver cancer 65 659 161 1158
Alc. Cardiomyopathy 109 1481 146 873
Alc. poly neuropathy 0 0 32 240
Psoriass 0 0 40 122
Choldithiags* -1 -6 -1118 -3784
Sub-total 2,378 33,954 27,419 186,453

* Alcohal is protective for choldithiass

The only beneficid effect of very heavy drinking appears to be an effect on gal
bladder stones (cholethiasis). Therisk at the highest levels of consumption appear to
about hdlf that at low levels. Clinicaly thisis not a benefit comparable to the harm
since cholethiasisis dmost never afatd condition. However, the NAIP report shows
asaving in hospita bed-days, which may be economicaly important. Ignoring
adverse effects of dcohol will tend to undervaue trestment for dependence whilst
ignoring benefits will do the oppodite. Thus the decison to ignore this effect should
be carefully consdered. However, there are severd potentia adverse effects, which
we have dready disregarded due to the unavailability of satisfactory information
about the relationship between them and the specific type of drinking we are
discussing. Furthermore, there are several small but proven adverse associations
which can be reasonably disregarded as minor effects but which roughly counter-



balance the bed-days gained through any protective effect on choldithiass. Of these
we have chosen to disregard hypertension, oesophaged varices, and psoriasis.
3.20.3 Categorisation of drinking by associated risk

In the study by Gutjahr (Gutjahr et al., 2001) the reative risks for each disease are
esimated from meta-andysis of published sudies. Three levels of drinking are
considered relative to abstinence. These are described aslow, hazardous, and harmful
but definitions of these are not given in the report. The UK Medica Council on
Alcohal (http:/AMmww.medicouncilal col.demon.co.uk/handbook/glossary.htm) defines
these terms as follows.

Low risk Intake unlikely to be associated with the development of
acohol-related harm if taken over 7 days (maes < 21 units/week,
femdes < 14 units/week)

Hazar dous drinking Intake likely to increase the risk of developing
acohol-related harm (maes 22-50 unitsweek femaes 15-35 units'week)
Harmful drinking A pattern of drinking associated with the development
of acohol-related harm (maes > 50 unitsweek femaes> 35 unitsiweek )

One unit corresponds approximately to 8g of pure ethanol and hence these figures
trandate to

Low risk (maes< 24 g/day, females< 16 g/day)
Hazar dous drinking (maes 25-57 g/day, femaes 17-40 g/day)
Harmful drinking (maes > 57 g/day, females> 40 g/day)

3.20.4 Concordance between epidemiological studies

Therisk ratios cdculated by Gutjahr (Gutjahr et al., 2001) between harmful and low
risk drinking for the diseases partidly explained by chronic drinking are compared in
the following table with those quoted by other meta- analytic reports. These other
reports are discussed below.

Table 3-8 Comparison of reported risk ratios for harmful drinking from three
sources. (95% Cl in brackets)

Condition® Gutjahr Bagnardi Mazzaglia
2001 2001 2001
Stroke 3.0 Haemorrhagic
7.72f 1.79m 2.3 Ischaemic
Chronic pancrestitis *
Epilepsy 7.52f
6.83m
Oropharyn.cancer 5.39 6.01(5.5,6.6)
Hypertension 1.79f 2.05m
Female breast cancer 1.66f 2.71(2.3,3.1)
Oesophageal cancer 436 4.23(3.9,4.6)
Larynged cancer 4.93  3.95 (3.4,4.6)
Oesophagedl varices 9.54
Liver cancer 3.60 1.86(1.5,2.3)
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Risk Ratios are not given for chronic pancrestitis but the attributable
fractionis estimated as 0.84.
F=femde, M=mde

Bagnardi’s (Bagnardi et al., 2001) figures are for acohol consumption grester than
100g/day. There are gppreciable differences between the two sources in estimates for
female breast cancer and for liver cancer. Bagnardi dso identifies five additiona
cancers asincreased by acohol intake greater than 100g/day. These are Stomach
(RR=1.32 95% Cl 1.2,1.5), Colon and Rectum (RR=1.38 95% CI 1.3,1.5), Lung
(RR=1.08 95% ClI 1.0,1.2), Ovary (RR=1.53 95% ClI 1.0,2.3), and Prostate (RR=1.19
95% CI 1.0,1.4). Alcohol increases the risk of each of these rather lessthan the
cancersincluded in the NAIP report. However, the contribution that each cancer
makes to the tota burden of acohol related morbidity will depend on the relative risk,
the proportion of heavy drinkers, and on the absolute risk. The Scottish Hedlth
Statistics (1999) give numbers of registration for 1996 which can be used to assess
thisimpact. Thisisarough caculation and has been done for a population of which
8% are heavy drinkers. It dso ignores the raised risks a intermediate levels of acohol
consumption. However, the relative impact of these cancers for men or women is
ingengitive to these assumptions.

Table 3 - 9 Estimates of Scottish cancers attributable annually to heavy

drinking

RR - Bagnardi N (1996) Attributable
Oropharyn.cancer 6.01 (5.5,6.6) 24 7
Female breast cancer 2.71 (2.3,3.1) 3,295 397
Oesophaged cancer 4.23 (3.9,4.6) 840 172
Larynged cancer 3.95 (3.4,4.6) 351 67
Liver cancer 1.86 (1.5,2.3) 252 16
Stomach cancer 1.32 (1.2,1.5) 993 25
Colon and rectum 1.38 (1.3,1.5) 3,567 105
Lung 1.08 (1.0,1.2) 4,806 31
Ovary 1.53 (1.0,2.3) 615 25
Prostate 1.19 (1.0,1.4) 2,027 30

From this smple caculation it appears that the five additiona cancersidentified by
Bagnardi each add more to the disease burden than either liver or oropharynged

cancer. They aso add 216 attributable cases to the 659 from the other cancers. Hence
we have included al ten cancers when caculating the economic impact of acohal.

Mazzaglia defined heavy drinking to be more than 40 g/day when caculaing
estimates of the risk of stroke (Mazzagliaet al., 2001) with acohol. The report
included one cross-sectiond study, 15 case-control and nine cohort sudiesin the
investigation of chronic drinking and stroke incidence. The report does not attempt to
meta- andyse the results and henceis difficult to interpret. Thereisincongstent
evidence concerning ischaemic stroke. All seven case-control studies for which odds
ratios are reported found raised risks, which were between 2.4 and 15.3. Three
studies yielded values around 2.9. However, three prospective cohort studies yielded
relaiverisks of 0.4, 0.8 and 2.0, the former being sgnificantly less than one and the
latter Sgnificantly greater. Random effects inverse variance weighted mean results



(HTBS caculation) for these figures gives an OR of 2.3 (95% Cl 0.8,6.75). Thusthe
effect is not datisticdly sgnificant but suggests some increase in incidence. By
contragt, dl but one of ten studies (4 case-control, 6 cohort) gave sgnificantly raised
risks for haemorrhagic stroke. The inverse variance weighted mean odds ratio was
3.0 (95%Cl 1.1,8.6). There was considerable heterogeneity between studies for both
ischaemic and haemorrhagic sroke. In the latter case thiswas dmost entirely dueto a
sngledudy (Berger et al., 1999) which found areduction in stroke. Thefinding of a
marked difference in additiond risk between men and women (NAIP) is not
supported in this study, most studiesin only men returning relative risks close to the
mean. The NAIP report included the large, anomalous study by Berger, which wasin
mae US physciansand it islikdly that thiswill have strongly skewed the comparison
of maesand femaes. The NAIP authors note that the position with respect to acohol
and grokeis currently being reviewed in Austrdia— which suggests some uncertainty
about the results used in the report. Thus we have preferred the evidence from
Mazzaglia as presented above.

3.20.5 Quicide

Rdative risks for suicide are difficult to determine. Thereisagood discusson of this

in the Internationa Guide for Monitoring Alcohol Consumption and Harm
http:/Mmnww.who.int/substance_abuse/PDHfiles/guidemontr_al cohlconsum.pdf in

which it is recommended that Relative Risk estimates be based upon well-conducted
studies from, ideally, the country to which they are to be applied, or at least from
culturally and economically similar countries. This WHO publication includes
auicide as an effect of acute drinking rather than ‘mixed’ and for the economic
moddling in this report we will not include suicide but note that this may be an
additiond conservetive dement in our andyss.

3.20.6 Alcoholic cardiomyopathy and polyneuropathy

As shown in the NAIP report, dcoholic cardiomyopathy and polyneuropathy —
athough specificaly associated with dcohol — are not mgor contributorsto clinical
costs. Cardiomyopathy contributes to alcohol associated mortaity and hence would
be of interest in an andyss which cogted lost life-years. Alcoholic polyneuropathy is
arare condition. Hence nather is explicitly accounted in the economic anayss for
this report.

3.20.7 Alcohoalic psychosis

Alcohalic psychosis, which was one of the main outcomes considered in the report on
which our economic modd is based (Schadlich & Brecht, 2000) was classified by
NAIP to be primarily aresult of acute episodes of heavy drinking and hence does not
appear in Table 3 - 7 Tota bed-days from diseases associated with chronic or
‘mixed’ drinking patterns (Austrdiag)However, thisis potentidly mideading as it
gopears to be aresult of andgamating severd different conditions including ICD-10
F10.0 (Acute intoxication) F10.4 (Withdrawa state with ddlirium) F10.5 (psychotic
disorder) F10.6 (Amnesic syndrome) and F10.7 (Residud and late-onset psychotic
disorder). Thelatter categories are predominantly associated with chronic drinking
and are included in this HTBS assessment.



Specific risk ratios were not found for these conditions but their impact was estimated
using Scottish data on hospital episodes (Scottish Health Statistics) compared with
hospitdl episodes for cirrhoss. Thisisafairly crude procedure for accounting a
complex mixture of psychologica diseases and we note that a subgroup of patients
will have chronic debilitating mentd problems that have substantid clinicd and
economic costs and are not acknowledged in our modd.

3.20.8 Alcohol associated diseases accounted in the HTBS model

Thusthetotal disease impact of chronic drinking, which we consider in this report
includes the following:

Alcohol dependence
Stroke

Alcohalic Liver cirrhogs
Cancer

(@)

Oropharynged
Female breast
Oesophaged
Larynged
Liver
Stomach
Colon and rectum
Lung
Ovary

0 Progtate
Chronic pancrestitis
Epilepsy
Alcohalic psychodsincluding organic brain damage

OO0 O0OO0OO0OO0OO0Oo

These conditions fdl into two categories, which are handled differently in our
andydss. Cancer, stroke and cirrhogis are mgjor events likely to be fatd or, if
survived, have gppreciable downstream effects upon the patients. For these we
cdculate the proportion of patients likely to suffer afirst event of each type. Chronic
pancredtitis, epilepsy and dcohalic psychosis are likdly to cause ongoing problems
and we calculate the likely burden of each illnessin a patient up till the occurrence of
one of the savere events considered above or degth.

3.20.9 Diseaseincidence

To caculate the probability that a person develops any one of the partidly attributable
conditions when exposed to a hazardous level of acohol exposureit is necessary to
know the probability of doing so at low acohol exposure and the relative risks as
discussed above. |If the proportion of cases atributable to acohol is not greeat the
population incidence may be taken as reflecting the basdline risk with only second
order errorsin caculation of risk to hazardous drinkers. If this assumption is not
credible then a correction based on the prevaence of hazardous drinking should be
used.



3.20.9.1 Cancer

Incidence figures for dl forms of cancer are routindy collected but other, norn-
notifiable, disease incidences must be estimated from other sources. The cancer
incidences for the Scottish population have been taken from the Scottish Health
Statistics 1999. They are based on observations made in 1996.

3.20.9.2 Stroke

Warlow et al. (1996) quoted eleven different studies of stroke incidence. The
averaged age specific incidences per 100,000 were asfollows:

Table 3 - 10 Estimates of the age specific incidence of stroke

Age 0-44 45-54 55-64 65-74 75-84 85+

Incidence | 13 96 278 664 1409 2089

These figures include ischaemic stroke, primary intracerebral haemorrhage, and
subarachnoid haemorrhage. The same source reports that in seven incidence studies
of first ever stroke about 80% of strokes were ischaemic, 10% were primary
intracerebral haemorrhage, 5% were subarachnoid haemorrhage and 5% were of
unknown aetiology. For the purpose of this assessment we will assume that the
unclassfied strokes were predominantly ischaemic and that the age distribution was
roughly smilar for ischaemic and haemorrhagic strokes.

Hart et al. (2000) followed a cohort of Scottish residents aged between 45 and 64 for
twenty years and estimated siroke incidence. They found strokesin 472 (6.7%) of
7052 men and in 557 (6.7%) of 8354 women. This can be roughly compared with the
figuresfrom Warlow et al.,(1996). Over twenty years the chance of strokein a55
year old would be [1-(1-278/100,000)°x (1-664/100000)*° ]x100% = 9%. Thisis
somewhat higher than the 6.7% observed by Hart, however it is strongly dependent on
age, the chance in a45 year old can be calculated to be 3.7% whilst that in a 65 year
old would be 18.2% (ignoring competing mortdity). Thusit gppears that the two
sources of data give Smilar results.

The very smple mode of disease being used in our economic assessment requires
some mean stroke risk and atime horizon to be chosen. We have used a 20 year
horizon and used basdline risks for people aged 45 at the Sart of this period.

3.20.9.3 Liver disease and cirrhosis

Becker et al. (1996) followed 13285 subjects age 30 to 79 over 12 yearsin
Copenhagen. Sdf-reported drinking levels, which were not independently verified,
were compared with the incidence of liver disease and cirrhoss

A very seep increase in both liver disease and cirrhosis was found with dcohal intake
in both sexes. The base-linerisk was that in the lowest, non-abstinent, group (12-72
g/week of ethanol). Reative to this group men and women who fulfilled the * harmful
drinking' criterion had greater than 7 times the risk of cirrhosis and 4 timesthe risk of
any acohol-related liver disease. The highest levels of drinking observed (>120 g/d
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for men and between 48 and 70 g/d for women) carried relative risks of around 17 for

cirrhosgsand 8 for any liver disease.

The basdine risks can be roughly estimated from the figures given in the paper as:
Table 3 - 11 Estimates of population base-line risks of liver disease

Men Any dcohol-related liver disease 1.5 per 1000 per year
Cirrhosis 0.52 per 1000 per year

Women | Any dcohol-related liver disease 0.76 per 1000 per year
Cirrhosis 0.23 per 1000 per year

Any age variation in these rates could not be caculated from the information
supplied.

The very large variation in risk with acohol intake complicates the use of these
figuresin predicting rates for an alcohol dependent population. 1n the population
from the Copenhagen City Heart Study discussed in this paper the mean relative risk
for the 5% of the population with the highest drinking rate was 16.5 in men whilst the
relative risk of any liver disesase was 8.1. These figures were not calculable for
women but the smilarity of rdative risks in men and women at their respective levels
of “harmful’ drinking suggests using the same rdative risks in each group. In the
absence of information based on a Scottish population, we have used these figuresin
the present caculations.

3.20.10 Mortality in harmful drinkers

In order to calculate the expected pattern of acohol related disease in a cohort of
harmful drinkersit is necessary to have some information about the likelihood of
dying without developing such adisease. Some studies of heavy drinkers have
suggested that thisis much higher than in the population in generd.

Chen et al. (2001) followed up 418 acohol dependent patients detoxified within a
psychiatric hospitd in Tawan. The mean age of the patients was 39.4 years and 91%
were mae. Thetotd follow-up was 1268 person years during which 83 deaths were
observed. Life table estimates suggested that only 50% survived for 10 years (mean
surviva 9.9 years). Sixty three desths were non-violent and of these 34% were
gastrointestingl (predominantly liver disease) and 18% were cardiovascular.

Table 3-12 The numbers and causes of death (Chen et al., 2001)

Violent deaths 20
Accident 16
Suicide 2
Homicide 2
Non violent deaths 63
Cancer 6
Cardiovascular 15
Gadtrointestind 28
Respiratory 2
Others/unknown 12
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Denison et al. (1995) followed up 1123 mde dcoholicsin Sweden for one year
following detoxification in a psychiatric hospital. The mean age was 46.5 years.
Ninety-seven (8.6%) of these patients died — this compares with 6% in the first year of
the Tawan study, possbly reflecting the older age.

Table 3-13 The numbers and causes of death Denison et al. (1995)

Violent deaths 23
Trauma 10
| ntoxication 13
Non violent deaths 74
Cancer 5
Cardiovascular (IHD) 20
Liver cirrhogs 6
Cerebrovascular disease 5
Epilepsy 5
Others/unknown 33

The authors note that ethanol was the sole agent in 8 of the 13 intoxication desths and
was involved in 3 others. One of these three and the two cases not involving ethanol
appear to have been suicide.

An interesting finding in both these sudies is the rather low proportion of degaths,
which were attributed to somatic diseases, which are accepted as frequently acohol-
related. In the Swedish study only 16% of deeths were due to cirrhos's, maignancy
or sroke. The proportion in the Taiwanese study may have been higher — up to 37% -
however, al liver disease was amagamated and hence it cannot be determined
exactly. From the point of view of thisHTA it isimportant to know this proportion
as, in cdculaing the incidence of these conditions, dl other desths are taken as
‘censoring’ events. For our calculation we have taken 20%.

In calculating the burden of these dcohoal related diseases in men we have assumed a
mortaity rate amounting to 50% over 10 years. Of course, this information does not
define the entire relationship of mortality to age. Thuswe have assumed a
proportiona hazards mode based on the empirical hazards from Scottish life tables
and cdculated the hazard ratio, which gives a 50% chance of dying from any cause
over 10 yearsto a45 year old man. Thisgivesarather dartling relative hazard of
death for an acohol dependent man compared with the generd population of 12.1.

Vey little information concerning mortality in alcohol dependent women is contained

in the two studies discussed above. The study in Taiwan included 9% of women and
who accounted for 3 of the 83 deaths. Thusthe relative risk for awoman compared to
aman was (3/9)/(80/91) = 0.38. However, no information is given about the age
digribution in the mae and female groups. In this study we have assumed that the
relaive risk of death for an acohol dependent woman compared to an acohol
dependent man would be the same as that for a non-acohol dependent woman
compared to a non-acohol dependent man. Thisis aso caculated from Scottish life
table data.



3.21 Mortality in the Scottish population

The hedlth conseguence attributable to harmful drinking can only be seeniin
comparison with the incidences of the same diseases in a non-a cohol- dependent
population. These can be cdculated in asmilar fashion but require an estimate of the
(much lower) mortdity rate in moderate drinkers. Thisis because the lower risk of
diseaseis partidly compensated by the higher life expectancy alowing more time for
disease to develop. We have used 1998 age and sex specific death rates for Scotland
as reported in Scottish Hedth Satistics 1999. In this, predominantly non-acohol-
dependent, group we assume that the proportion of mortaity due to acohol related
diseases may beignored.

3.21.1 Calculation of life-time probabilities of severe alcohol related disease.
3.21.1.1 Method

The hedth progpects of atypical non-acohol dependent person are assumed to be
reflected in the officid Scottish hedth detigics. We initidly caculate the probability
of developing one of the acohal-related cancers, stroke or liver cirrhosis using age
and sex specific cancer and mortality rates from Scottish Hedth Statistics 1999 and
stroke and cirrhosis rates as described above. For these magjor events we only
caculate first occurrences. Thus each event is considered as censoring for dl others.
We calculated events in each five years period and then added them to get the total
eventsin this period — i.e. assuming non-overlapping disease groups. The disease-
free survivors for the following period was then cdculated astheinitid group minus
the total events.

The same ca culation was done for the a cohol-dependent group with two differences.
Firgtly the incidence rates for each disease were the rates used above multiplied by the
gppropriate risk ratio from the epidemiological studies. Secondly not al desth was
considered censoring. Thiswas because alarger proportion of deaths in these patients
might be expected to be causdly related to the acohol-related events and deeth itself
is much more common in acohol-dependent patients. Hence this second order effect
could not beignored.

Rates of hospitaisation for less serious events were then calculated using proportions
relative to cirrhoss. These were derived ether from Scottish Health Statistics 1999
or, faling this, from the Austraian NAIP report. An important potential source of
underestimation in this cdculation isthat each case of cirrhogswas taken asasingle
hospitdisation. Thus we believe that these estimates are conservative.

For inclusion in the economic andysis dl events were discounted at 6%. Because no
timings could be estimated for hospitalisations, the discounting was approximated
using the same factor as the cirrhosis.

3.21.1.2 Men



We take a base case of a45 year old man and compare this with the hedlth profile of
the genera mae population. During twenty years our model predicts the following
magor events in 1000 individuas (figures in brackets are discounted at 6% p.a.):

Table 3 - 14 Expectations of stroke, cancer, or cirrhosis in men

Alcohol dependent Non-alcohol dependent
Degth 936 318
Stroke (all types) 43 (26) 33 (18)
Cancer* 88 (53) 97 (50)
Cirrhoss 102 (72) 10 (6)

* Aslisted above

In addition we would expect the following hospitdisations:

Table 3 - 15 Expectations of hospitalisation for other disease in men

Alcohol dependent
Alcoholic psychoses' 571  (403)
Chronic pancredtitis® 44 (31
Epilepsy 41 (29
Alcohol dependence’ 814 (575)

These figures are based on the recorded ratios of these events compared with
hospitaisations for cirrhosis in the Scottish Hedlth Statistics. Thus the hospitdisations
for alcohol dependence may be rather lower than might be expected if many patients
are treated only as outpatients.

*These figures are based on the ratio of events to hospitalisations for cirrhosis quoted
in the NAIP report.

3.21.1.3 Women
We take a base case of a45 year old woman and compare this with the hedth profile

of the generd femae population. During twenty years our modd predictsthe
following mgor eventsin 1000 individuds (figuresin brackets are discounted at 6%

p.a):

Table 3 - 16 Expectations of stroke, cancer, or cirrhosis in women

Alcohol dependent Non-alcohol dependent
Degth 785 268
Stroke (al types) 53 (3D 33 (18)
Cancer* 146 (93) 125 (73)
Cirrhosis 52 (35) 4 (3

* Aslisted above

In addition we would expect the following hospitdisations:




Table 3 - 17 Expectations of hospitalisation for other disease in women

Alcohol dependent
Alcoholic psychoses' 160  (107)
Chronic pancredtitis® 32 (22
Epilepsy” 50 (34
Alcohol dependence’ 260 (175)

These figures are based on the recorded ratios of these events compared with
hospitaisations for cirrhosis in the Scottish Hedlth Statistics. Thus the hospitdisations
for acohol dependence may be rather lower than might be expected if many patients
are treated only as outpatients.

*These figures are based on the ratio of events to hospitalisations for cirrhosis quoted
in the NAIP report.

Thereisadso caculated to be an additiona burden of non-cirrhotic liver disease,
which we estimate to be an extra 24 cases (18 discounted at 6% p.a.) per 1000
a cohol-dependent population for men and 22 (16 discounted at 6% p.a) for women.



4 SOURCESOF EVIDENCE

The Hedth Technology Assessments undertaken by the HTBS use internationd

evidence from a range of sources. published literature, grey literature (eg. academic
and government reports, website publications, conference abgracts) and information

submitted from a variety of interested parties.

The following interested parties were invited to submit evidence for the Assessment
(those marked * did not reply and those marked + did not have anything additiona to

contribute):

Professional / Specialist Groups

Church of Scotland Board of Socid Responsibility

Centre for Alcohol & Drug Studies, University of Padey (*/+)
Scottish Association of Health Councils

Royd College of Physicians Edinburgh

Royd College of Physcians London

Strathclyde University (*/+)

Roya College of Nursing Scottish HQ (+)

Royd Coallege of Physcians & Surgeons Glasgow (+)

Centre for Drug Misuse Research, University of Glasgow (+)
Fife Alcohol Advisory Service (*/+)

British Psychologica Society (Scottish Branch) (*/+)

The Medicd Council on Alcoholism

Association of Directors of Socid Work

Royad College of Genera Practitioners (+)

Community Psychiatric Nurses Association (*/+)

Royd College of Psychiatrists Scottish Divison (+)
Intercollegiate Group on Alcohol Problems (*/+)

Roya Free and University College Medica School

Scottish Executive Hedth Department

Patient Groups

Alcohalics Anonymous

Alcohol Concern (+)

Beechwood House (*/+)

Phoenix House (*/+)

Alcohol Focus Scotland

Renewd Clinics Ltd

The Priory Hospital Glasgow (*/+)

Manufacturers
Alpharma AS

Merck Pharmaceuticals
DuPont Pharmaceuticas Ltd

Literature searches for systematic reviews, for randomised controlled trids of
effectiveness and for previous cost-effectiveness studies were carried out and are
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detailed in the gppropriate sections. All searches will be updated during the
consultation period.

Two surveys of Scottish service provision have been undertaken by HTBS.

Researchers at Cadedonian University have undertaken a qudlitative study of patient
attitudes and concerns relating to relgpse prevention.

Alcohaolic Anonymous have provided awide variety of information on the role of
their own organization and given a patient-centred view of many other issues.



5 CLINICAL EFFECTIVENESS
51 Summary

Psychosocid and pharmacologicd interventions were evauated using published
reviews and information supplied by pharmaceutical manufecturers. Following thisa
meta-anaysis was carried out to estimate the proportion of patients who had achieved
abstinence or controlled drinking at the end of the study when treated with various
pharmacologica or psychosocid interventions for prevention of relgpse in acohol
dependence. Inthefollowing section dl treatment effects are expressed as the odds
of one of these successful outcomes compared to patients treated with control
treatments. Control treatments were often judged to have only placebo effects.

The population to whom these results apply is difficult to define precisdly. Almogt dll
trias of pharmacologica trestment enrolled patients who had undergone
detoxification. However, trids of psychosocid trestments are generaly less
proscriptive. Studies were selected when patients were described as dependent or
acoholic. They were not selected if patients were described as problem drinkers or
were obtained through population screening.

The am of trestment may be abstinence or controlled drinking and will be decided by
agreement between the clinician and the patient. Effective treatment packages should
be avallable for ether of theseams.

The following points relate to psychosocid treatments.

The meta-analyss suggested similar, satidicaly sgnificant, beneficid

effect 9zesfor Behaviourd Sdlf-Control Training (OR=1.86 [95%ClI
1.03,3.36]), Mativationa Enhancement Therapy (OR=2.19 [95%CI
1.20,3.98]), Family Therapy (OR=1.81 [95%CI 1.26,2.61]) and
Coping/Communication Skills Training (OR=2.33 [95%CI 1.44,3.76]).
Treatment of control groups varied and, Snce some control trestments may
have been effective, these estimates may be conservetive.

Behavioura Sdlf Control Training (BSCT) appears to show benefit when
compared to ineffective controls. However, the only trid that focused on the
unique defining feaetures of BSCT and included the more generd featuresin
both patient groups did not show a benefit.

Motivationa Enhancement Therapy (MET) shows efficacy over ineffective
controls. However, it was dightly less effective than Alcoholics Anonymous
(AA) based treatment in outpatients in Project MATCH. Thismay be dueto
the short course of trestment given. It is suggested that MET form an
important initid eement in acourse of psychosocid treatment but should not
be the sole intervention.

Marital/relationship therapy has shown abeneficia effect. However, it is
only usudly fessble in those with rdaives willing to invest subgtantia
effort in the trestment and with the consent of the patient. Thusit can only
form an option for treatment of some patients. An exception to thisisthe
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Community Reinforcement Approach in which the contractud eement with
non-family members has been tested.

Brief Interventions appear to be of unproven efficacy in acohol dependent
patients and the current evidence does not suggest that thisisa promising
gpproach. The ‘Relapse Prevention” model of treatment is aso unproven.
However, this modd is quite loosely defined and some currently used
implementations involve Coping Skillstraining, which is effective.

Lack of gandardization of psychosocid trestmentsin clinicd trias often
leaves doubt as to how atreatment shown to be effective in a meta-andyss
should be delivered in clinical practice. A pragmatic approach isto adopt a
protocol as detailed in areport from atria included in the meta-andyss and
with alarger than average effect 9ze.

Encouragement to attend AA meetings has been shown to have benefit, but
as noted in the patient issues section, patients should not be forced to attend.
Explanation of the ams and philosophy of AA during trestment will alow
patients to make an informed choice. Aswith other psychosocia trestment
approaches, agreement upon rather than pressure to enrol in AA treatment
appears essentia for benefit to be obtained.

Thergpists will need to be able to give informed and dispassionate advice
regarding AA and other non-NHS sarvices. This ability may be facilitated by
regular liaison between NHS staff and the other services.

Within a specidigt unit, protocols should be avallable for dl avalable
treatment options to ensure standardized and consistent treatment. These
protocols should be closaly based on methods that have been proven
efectivein dinicd trids.

Practicd help with problems such as housing, debt, and claming benefits
aso gppears likely to contribute to control of acohol problems. Thus close
liaison with Socid Work services and groups able to deliver such helpis
essatid.

The following points relate to pharmacologica trestment.

Pharmacologica treatments have been tested and licensed as additiond to
psychosocia trestment, not as dternative therapy.

Both acamprosate and ndtrexone have extensive clinicd trial data, which
show that, used according to the clinical trid procedures, they can add vaue
to a programme of psychosocia trestment.

Trids of both acamprosate and ndtrexone show datigticaly sgnificant
unexplained heterogendty in effect Szes. Some large pragmatic trids have
not shown an effect. This suggests that differences in the method of use may



materidly affect the effectiveness. Further studies are needed to ensure that
the full benefits of these treatments are achieved in practice.

The effect Size estimated for natrexone is smdler than that for acamprosate.
There are mgor differences in the way these products were eva uated which
make a direct comparison difficult but this fact, in combination with the
unlicensed tatus of ndtrexone, would suggest that acamprosate should be
the current preferred choice between these two medicines.

No strong evidence exigts for the use of unsupervised disulfiram.

Much of the evidence for supervised use of disulfiram arisesfrom
observationa studies and is hence potentidly biased. Most of the evidence
from randomised controlled trials confounds supervised disulfiram with
other interventions. However, one randomised unconfounded study has
found a benefit and it seems likdly that supervised disulfiram can contribute
beneficidly to arelgpse prevention programme.

The following points relate to delivery of trestment

Although a clear benefit for inpatient compared with outpatient trestment has
not been demondtrated the literature suggests, and clinica opinion supports,
the existence of groups of patients who require resdentid or inpatient
trestment. These include those with few socia resources and/or
environments that are serious impediments to recovery and those with
serious medica/psychiatric conditions.

An increased rate of falure to attend associated with delay between referrd
and gtart of trestment has been demongtrated. This underlines the
importance of minimising such delays.

5.2 Literature search

A scoping search was undertaken to gauge the quantity and quality of the existing
literature, with particular attention being paid to finding studies by other HTA
organisations, systematic reviews and research in progress. Following this, the
decision was made to undertake a systematic literature review. Given the large
quantities of literature on this topic, this was restricted to materid published after
1990 and to randomised controlled tridls. Thelist of databases searched isgivenin
Appendix 16. No language restrictions were applied.

To cover dl aspects of the topic, the search was carried out in four parts. Thefirst
two parts looked at the population in question, in combination with either
pharmacological or psychosocid interventions. A third part looked at the population
agan but this time in combination with generd termsfor the intervention, hence
retrieving records concerning interventions which might not have been specified in
the previous two parts of the seerch. Finaly afourth part combined the population
with the outcome of treatment, thereby retrieving records where the individua
recovered without trestment and also relevant records not retrieved in the previous
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three parts of the search. The searches were performed using the available subject
headings (eg. MeSH, EMTREE) and free text terms. Members of the Topic Specific
Group provided assstance in identifying interventions and their synonyms. Use was
aso made of the Nationd Ingtitute on Alcohol Abuse and Alcoholism thesaurus.

A copy of the strategy used to search the Medline database is given in Appendix 17
This strategy was adapted to search the other databases. A complete listing of all
drategies can be obtained by contacting HTBS. Also contained with Appendix 17 isa
flow chart showing the number of studiesidentified as potentidly suitable for meta-
andysis and then included in each stage of the process.

Additiond studies, in particular grey literature, were identified by the TSG, or were
submitted to HTBS as evidence.

5.3 Issuesrelated to assessment of relapse prevention interventions

Thergpists helping patients to overcome acohol dependence have two quite different
sets of clinical interventions open to them. First there are the psychosocia methods
and second the pharmacologicd treatments. In addition to these measures, it may aso
be necessary or desirable to have purely socid facilities available, such as
accommodation or advice and practica help with other aspects of the client’slife
which may have been disrupted by acohol or contribute to continued use of acohal.
All these aspects of a comprehensve acohol service have been tested in clinica

trids.

The psychosocid interventions present very specid difficulties for health technology
asessment. The literature obtained from the searches described above contained
randomised clinicd trids of more than forty nomindly distinguishable psychosocia
methods each of which generdly included severd different components whose
precise gpplication would require a detailed written protocol. This apparent diversity
of interventions is handled by specidigts through classification into broad categories
based both on the underlying conceptual model of acohol dependence and on
familiarity with the practical details of the way interventions are delivered.
Appropriate use of such classfications requires consderable in-depth knowledge and
hence it is necessary to rely on expert judgments as exercised in published reviews of
individua treetment models. We have been guided in selecting which trestment trids
to group by the decisions made in previous trestment specific reviews. Thus, this
clinica effectiveness discussion is organised according to a hierarchy of evidence
ordered by comprehensiveness. First we review mgor extensve reviews then the
reviews of specific trestment models, and lastly, when additiond information is
required, the individud clinicd sudies.

Although we have chosen to rely on published expert reviews for decisions about
grouping of clinicd trids, we note that other approaches are possible. The conceptua
modds, whilgt providing a useful framework for presentation of a trestment
programme, may not be the best basis for systematic datistical andysis of
psychosocid treatments. The component parts of an intervention, for example‘an
andyds of factors which characterise high-risk Stuations for relgpse’ or ‘practisng
respongble drinking skills', may form dements in many different trestment
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approaches and may cut across the boundaries between conceptua models.
Furthermore, even treatments grouped within one conceptual model may contain
some quite striking differencesin terms of their component parts. Thus andysis
based on multiple regressions using such component parts as explanatory variables
might prove informative. However, this does assume that some independent effect is
attributable to these parts—i.e. that primary effects due to components tend to
outweigh those due to interactions between components. To our knowledge, this
approach has not been tried even within such dedicated acohol research facilities as
the Mesa Grande project.

Clinica trias of some trestment attributes have been undertaken. For instance there
have been invedtigations of particular interventions ddlivered to groups or to
individuas, as outpatient or as inpatient trestment, or with abstinence as a chosen
objective compared to controlled drinking.

In this Health Technology Assessment we have had to be sdlective. Tested trestments
for dcohol include many not judged likely to form part of a conventional NHS

sarvice. Examples of these are LSD, dectric shocks, acupuncture and intercessory
prayer. More conventional pharmacological interventions, such as antidepressants,
have aso been excluded since we congdered only products aimed at reduction of
acohol intake, not at comorbid conditions, which may be associated with acohol
problems.

The population to whom these results apply is difficult to define precisdy. Almogt dll
trids of pharmacologica trestment enrolled patients who had undergone
detoxification. Thus this corresponds with the population stated in our primary HTA
questions, section 2.2. However, trids of psychosocia trestments are generaly less
proscriptive. Studies were selected when patients were described as dependent or
“dcoholic’. They were not selected if patients were described as problem drinkers
only or were obtained through population screening. It was hoped in thisway to
select trids of patients at the more severe end of the spectrum of acohol problems.
The setting of many of these studies within specidist centres for trestment of acohol
problems may itsdf add a pragmeatic element to the patient sdlection. The patientsin
these studies will be those who are referred to specidist centres and hence afortiori
appropriate to this assessment.

A primary objective of some recent studies has been to investigate ‘ matching’ in
treating acohol dependence. In other words the intention was to evaluate differences
in effectiveness of trestments between subgroup of patients. Studies aimed at
investigating such questions are il designed as randomised controlled trids but one
or more patient characterigtics are prespecified and the primary hypothesisis
concerned with the interaction between the characteristics and trestment rather than
with the difference in the effect of trestment between randomised groups. In generd
the success of this gpproach has been questionable. Review of recent studies suggests
that it adds ill another layer of complexity to an dready |abrynthine area and the
methodologica difficulties have not been adequately gppreciated. Severa reports
have not reported main effects and the interaction effects, which are the declared
focus of the study, are presented purdly as statistical measures of interaction without
any clear clinical meaning. A gatistical point, which does not seem to have been
generdly understood by the designers of such sudies, isthat atria amed at



characterising an interaction will require at least twice as many patients as atrid
invesigating amain effect. It isaso likely that interactions may be amdler than main
effects and obscured by misclassifications of patients, hence the sample size required
may be even greeter. Matching hypotheses will not be addressed in thisreview and it
may be doubted whether sufficient high quality research exigts for a systematic review
of the questions posed.

By contrast with psychosocid interventions, the investigation of pharmacologica
interventionsiis relatively straightforward. Acamprosate and naltrexone, have been
extendvely tested in conventiond dlinicad trids over thelast few years. Thedinicd
position regarding disulfiram is more complex. This drug has been used for more
than forty years and many of the effectiveness sudies come from an earlier eraof
clinical research when alower standard of proof of efficacy was required for
pharmaceutica licensing. Furthermore, the use of socid contracts between the patient
and a partner to reinforce taking of disulfiram has been incorporated as an dement
into severa psychosocid trestment programmes. Thus, studies that test disulfiram
taken under conditions where trestment compliance is most likely tend to confound its
effects with other components of a treatment programme.

A mgor purpose of the dinica effectiveness anadysis within a hedth technology
assessment isto provide input to the cost-effectiveness andysis. The most
gopropriate clinical outcome measure for ng the impact of trestment on future
hedlth appears to be the success rates by patient in achieving lives free of acohol
problems, in other words in which drinking alcohol is either controlled and safe or
avoided. Not dl studies and no reviews have presented this outcome in a manner,
which alows estimates to be applied to economic models. Thus, for this outcome
only, it was necessary to extract data from studies and perform a meta-andyss.
Rather than include this essentidly separate anadlys's under reviews of specific
interventions, it isincluded as a sdlf-contained section.

5.4 Previous Health Technology Assessments and Comprehensive Reviews
5.4.1 The Mesa Grande Project

The Mesa Grande project (Miller & Hegather, 1998); (Miller & Wilbourne, 2002) isa
long-term and ongoing systematic review of the randomized controlled tridsin
trestments for acohol problems. The results of ranking 87 dternative treatmentson
the basis of 361 separate studies have been presented. Each study was given an
overal score based on methodological quality and the number of studies supporting a
beneficid effect compared with the number not doing so.

A citicdsm of this method of ranking is that interventions are given weight on the
bass of a pogtive benefit relative to a comparator irrespective of the nature of the
comparator or the size of the benefit. A more sophisticated modd might give more
weight to a postive result relative to a comparator which itsalf had been shown to be
effective.

The mgor strength of the Mesa Grande Project is the immense effort that has been put
into identifying and interpreting randomised contralled trids in interventions for



acohol problems. Its methodology leads directly to aranking of these interventions
and hence it forms anaturd starting point for any investigation of rdative
effectiveness. It provides agood basis for differentiating promising interventions
from unpromising ones and hence for focusing further research and reviews of
gpecific comparisons. It o reveds the wide range of interventions, which have
been studied for acohol problems. Thusit isworth presenting the ranking of
interventions on the basis of the Mesa Grande scoring system in full (see Appendix
18).

From the point of view of the present review there are some difficulties in interpreting
the Mesa Grande results. Notably, the database covers studies across a much wider
range of patients and problems than is the remit of this assessment and the ranking
table does not include information concerning the type of patient in each study. Hence
sudiesin severdly dependent patients may be ranked alongside those studying
drinkers with less severe problems. A particular example of thisisthe primacy of
place achieved by brief interventions in the ranking when others have found it
ineffective in acohol dependent patients (see section 5.5.1.3). The outcome measure
isdso not uniform across studies and thus the nature of the effect of each treatment is
unclear. Hence for dinicd applications targeting particular types of patient and with
clinicaly relevant estimates of trestment effect it is necessary to seek more focused
reviews.

5.4.2 Raistrick and Heather

A UK review of effectiveness of interventionsin acohol dependence has been
produced by Duncan Raistrick and Nick Heether (Raistrick & Heeather, 1998). Both
authors were members of the Alcohol Commissoning Guidance Steering Group.

Edimates of the extent of alcohol problemsin England are presented. Eight per cent
of English males and 4% of femaes are estimated to have definite problems and
moderate dependence whilst 1.5% of the population may have definite problems and
severe dependence.

This report includes many recommendations for organisation of a comprehensive UK
service for treatment of acohol problems. Some of these are based on evidence and
some are based on logigtica or clinicad congderations. A summary of those which are
of particular rdlevance to thisHTA isincluded in Appendix 18.

Discusson is dso made of initid assessment of the patient, training of therapigts,
dedling with psychiatric co-morbidity, measurement of outcomesin clinica practice,

A chapter is devoted to intensive acohol focused interventions. Socid Skills
Training, Community Reinforcement, Behaviour Contracting, Averson Therapy,
Cognitive-Behaviourd Maritad Thergpy, and Behavioural Sdf-control Training are
discussed on the grounds that al get good ratings in the Mesa Grande assessment.
Relapse Prevention is also discussed. It is noted that two-thirds of dients will relgpse
within 6 months (Marlatt & Gordon, 1985). Aftercareis discussed and a number of
reasons for it are listed. Some evidence for efficacy of aftercare is noted.

The authors note that dl the treatments, which, they found to be effective are based on
a cognitive behavioural gpproach. They note that drinking is alearned response,



which can be modified by learning through rehearsa of new behaviours. Thereisdso
asocid eement to most of the interventions.

Thefind chapter presents the authors' view of acomprehensive service for treatment
of dcohal problems. Much of the discussion is very genera but specific suggestions
are made (Raistrick & Hesather, 1998), table 14.1) about the treatment programmes
that a hedth district might need. A ‘stepped care modd of treatment is discussed.
The need for training is highlighted and generd proposa's made for research and
development.

5.4.3 Swedish (SBU) Health Technology Assessment

In 2001 the Swedish nationa hedlth technology assessment agency (SBU) published a
two-volume report covering the treatment of acohol and drug abuse (Andreasson et
al., 2001). Thefull report has not yet been trandated into English but the conclusions
of the report have been reviewed.

The report was compiled by apand of 11 expertsand it is noted that the Medline
search found 23000 studies on acohol problems from between 1950 and 2000. 641
relevant studies, mostly RCTs, were selected (presumably thisis acohol and other
drugs).

The main questions addressed include assessment of both absol ute (compared to no
trestment) and relative efficacy. Subgroup effects, setting (inpatient or outpatient),
and concomitant menta illness are mentioned. Cogt- effectivenessis dso an area of
investigation.

Three subjects relating to alcohol are covered: detection of hazardous drinking before
dependence develops, treatment of acohol dependence, and alcohol withdrawa. One
hundred and thirty-nine (139) studiesin psychosocid treatment of acohol dependence
were found 14 of which compared with no treatment. One hundred and twenty (120)
randomised controlled trids in medications for acohol dependence were found.

This report covers amuch wider area than this Hedlth Technology assessment and it
has not been able to review the evidence base as the report is in the process of
trandation but conclusons are listed in Appendix 18.

5.5 Treatment specific reviews and clinical studies

In addition to the ongoing work of the Mesa Grande project (Miller & Wilbourne,
2002) the comprehensvereview by Raistrick & Heather (1998) and the HTA by the
Swedish agency (SBU), there have been a number of reviews focused on specific
interventions for relgpse prevention. These reviews generdly cover arange of severity
of dcohal problems. The approach in thisHTA has been to review these sources of
evidence and ask how well they apply to the group of acohol dependent patients
which is the concern of this assessment and aso whether additiona evidence can be
added to the reviews or subsets abstracted appropriate to the primary HTA question.



5.5.1 Psychosocial treatments

A fairly large number of trestment Sirategies exist which might be classed as
psychosocia therapies. Most of these are based on conceptua models of addiction,
which involve severa components, each of which is addressed by afacet of the
grategy. Different modes frequently contain common themes and hence common
elements to the treetment. Thus, a chalenge in summarising the evidence for the
effectiveness of these trestments is deciding when two treatments are subgtantidly the
same and should be combined, or have important differences and should not be
combined. The following sections report reviews by other authors of anumber of
interventions commonly used in Scotland.

5.5.1.1 Behavioural S&lf Control Training (BSCT)

Walters (2000) (Walters, 2000) reviewed trids of behavioura sdf-control training for
problem drinkers. The author investigated the subgroup of patients judged to be
acohal dependent. Theinclusion of atria in group required that three quarters of the
study population met one of the criteriac DSM-I11-R/IV diagnosis of dependence,
traditiondl classfication of gammaacoholism (Jellinek, 1960), sgnificant acohol
withdrawd symptoms, or hospitalisation for acoholiam.

The technique of BSCT ams a controlled drinking rather than abstinence. Thisis
achieved by teaching clients to drink more dowly and increase intervals between
drinks and choose less dcohalic drinks. They are dso taught to recognise high-risk
Stuations and to set persona goals.

The literature search identified English language studies from the PsycLI T database
between 1984 and 1997 and was extended from reference sections of study reports.
Thisfound 17 randomised controlled trias. Seven studies were of acohol dependent
clients.

Severd comparisons were made. BSCT was compared with controls receiving no
intervention, with aternative non-abstinent controls and with abstinent controls.

A fixed effects meta-analysis was performed on standardised measures of outcome
differences between groupsin the dudies. This gave ahighly sgnificant postive
treatment effect. However, these results combined tridsin patients judged to be
acohol dependent with those classed as problem drinkers. Table 5-1 presents the
results from this paper restricted to studies of acohol dependent patients.

A wide range of outcome measures were found in the studies and hence the andysis
combined disparate effects.
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Table 5-1 Randomized Control Studies on Behavioural Self-control Training for Dependent Drinking: Continuous Outcome

Measures (Walters, 2000)

Mean Scores Effect size
Sudy Sample Outcome Measure Length of BSCT Control d SE
Follow-Up
Sobell & Sobell 20 Alcohalicsrecaiving BSCT % days functioning 24 mo 83.1 40.7 +1.28 .35
(1976) 19 Alcohalics trained in abstinence well
Caddy et 13 Alcohalics receiving BSCT % days functioning 36 mo 94.8 74.9 +0.32 .39
al.(1978) 14 Alcohalics trained in abstinence well
Baker et 29 Alcoholicsrecelving BSCT % days sober 6mo 56.7 47.3 +0.48 .39
al.(1975) 9 Alcohalics recelving standard
program
Volger et al. 23 Alcoholicsrecelving BSCT Monthly consumption 6 Mo 37.0 78.9 +0.95 34
(2975) 19 Alcohoalics recelving standard
program
12mo 38.7 68.8 +0.68 33
Simmd et d. 17 Alcoholics receiving BSCT 2 2- Day dcohol 25yr -15 +1.6 +0.32 .35
(1983) 16 Alcohalics trained in abstinence 2 consumption 3
17 Alcoholics recaeiving BSCT2 2-Day dcohal 25yr -15 -4.4 -0.30 .30
36 Alcohoalics receiving standards consumption 3
program
Foy et al. 30 Alcohoal receiving BSCT % daysfunctioning 12mo 72.4 83.6 -0.51 .26
(1983) 32 Alcohoalics receiving sandard well
program

When combined these results give a non-significant trend in favour of BSCT (effect 5ze=0.21, p=0.09). The heterogendty is highly sgnificant

X?(6)=22.6, p<0.001. The mgjor contributor to thisis clearly the marginally significant adverse effect noted in the study by Foy.




Table 5 -2 Randomized Control Studies on Behavioural Self-control Training for Dependent Drinking: Discrete Outcome Measures
(Walters, 2000)

Length of M ean Scores Effect size
Sudy Sample Outcome Measure Follow-Up | BSCT | Control d SE
Sobd| & Sobell 20 Alcohalicsrecelving BSCT Ratesimproved by 24 mo 85.0 42.1 +1.13 | .39
(1976) 19 acoholics trained in abstinence collatera
Caddy et al. 13 Alcohalics receiving BSCT Continuous drunk days | 36 mo 38.5 714 +.76 46
(1978) 14 dcoholics trained in abstinence
Volger (1975) 23 Alcoholics receiving BSCT Abstinent/control 12mo. 65.2 57.9 +.17 24
19 Alcohalics receiving standard drinking
program
Pomerleau et al. 18 Alcohalics receiving BSCT Abstinent/improved 12mo. 72.0 50.0 +.52 41
(1978) 14 Alcohalics trained in abstinence
Stimmd (1983) 42 adcoholics receiving BSCT 42 Undesirable departure 25yr 26.2 333 +.19 .26
Alcoholics trained in abstinence
42 Alcohalics receiving BSCT Undesirable departure 25yr 26.2 37.2 +.28 .26
43 Alcohalics receiving standards
program

When combined these results give a sgnificant result in favour of BSCT (effect 9ze=0.40, p<0.005). The heterogeneity is not significant. Note

that the study by Foy, which was negetive for the continuous outcomes in the preceding table, did not contribute to this analys's
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It is worth commenting thet the one trid which gave sgnificant negative results for
BSCT (Foy et al., 1984) tested smply those parts of the strategy aimed at controlled
drinking; blood acohol discrimination, respongible drinking skills and socid drinking
practice sessons. Both arms received broad- spectrum behavioura trestment.
Furthermore, there was a mgor imbalance between trestment arms with the pre-
treatment abusive days being 22% higher in the BSCT group (201.6) compared to the
control group (164.6). When corrected for this imbalance, the change in abusive days
over 12 months was identicd in the two treatment arms. Thusit seems likely thet this
trid suggests that the three dement listed above may add little to the overdll
programme but does not suggest that BSCT has a net negative effect.

Thisreview generdly appears to support the effectiveness of the BSCT approach in
promoting controlled drinking.

5.5.1.2 Cognitive Behaviour Therapy in alcohol dependence

Cognitive Behaviour Thergpy provides a conceptua model, which has been widdly
adapted to treatment of drug and dcohol abuse. Many of the interventions discussed
in this report borrow ideas from it. However, this very ubiquity mekesit difficult to
identify any clear set of thergpies, which should contribute to a meta- analysis of CBT
in doohal therapy. The Mesa Grande Project (Miller & Heather, 1998) a
comprehensive assessment of alcohal interventions, does not alot a unique category
to CBT. By contrast, Project MATCH, possibly the largest clinical trid of acohol
treatments, includes a trestment option labelled CBT.

CBT in Project MATCH was designed to help patients understand their thoughts and
feelings and how these trigger behaviours. The goa was to provide clients with
coping killsin hightrisk Stuations that could contribute to rdlgpse. Thisincluded
management of anger, depression and interpersond difficulties. A sSmilar gpproach
has been classified by others (Wolwer, 2001) as Coping Skills Training.

Morgenstern & Longabaugh (2000) reviewed CBT for acohol dependence with the
specific objective of investigating its hypothesized mechanism of action. CBT is
described as care packages which use a standard set of skills that include
identification of specific situations where coping inadequacies occur, and the use of
instruction, modelling, role plays and behavioural rehearsal. These authors
consdered CBT to be amilar in nature to Socid Skills Training. They included
interventions labdlled as relgpse prevention, socid skillstraining or cognitive-

behavioural approaches.

Interestingly, the authors of this study conclude thet, dthough CBT clearly is
effective, the studies provide no evidence to support its hypothesized mechanism.

The concluson we draw from the discusson on CBT in the studies mentioned above

isthat it does not, for the purposes of systematic review, conditute asingle
intervention. Rather it isamodd underlying many of the psychosocid interventions.
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5.5.1.3 Brief Intervention

Wilk et a. (1997) undertook areview of studies of brief intervention (BI) in heavy
dcohol drinkers. These Bls were less than one hour in duration.

The literature search of Medline and PsychLIT covered 1966 to 1995 and did not
exclude dependence. Thus studies relevant to this HTA should have been identified.
However, most of the trids had * dependence’ as a specific excluson criterion.

The odds ratio for moderation of drinking with Bl compared to no intervention was
estimated to be 1.95 (1.66, 2.30). However, the authors note that generalizability of
our results must be limited to less severely affected drinkers who exhibit little or no
alcohol dependence.

A further meta-andyss of Bl was carried out by Poikaainen (1999). Two additiona
sudies (Heming et al., 1997); (Nilssen, 1991) were identified and three, included in
Wilk, were excluded (Babor & Grant, 1992); (Chick et al., 1985); (Antti-Poika et al.,
1988) on the basis that they included some hospital patients.

Oddly, since the excluded studies would seem likely to contain more severely affected
patients, Poikolainen (1999) estimated smdller treatment effects than Wilk et 4.
(1997). He noted only that Bl decreased dcohol consumption in women.

These studies seem to provide no evidence for or againgt the use of very brief
interventions in dependent patients.

Currently the most comprehensive review of brief interventions (Moyer et al., 2002)
identified atotd of 56 sudiesincluding dl those in the Wilk et d. (1997) and
Poikolainen (1999). Thirty-four (34) studies were in non-trestment seeking and 22 in
trestment- seeking patients. Of the 22 studies in treatment - seeking subjects, 20
compared to a more extensve intervention and 10 of these did not exclude a cohol
dependent patients.

The digtinction between non-treatment- seeking and trestment- seeking patientsis
important because the latter group is likely to contain those with severe acohal
problems.

The authors primary finding in respect of these groupsis stated as Brief interventions
wer e effective compared to control conditions in studies where more severely affected
individuals were excluded; brief interventions were not mor e effective than control
conditions in studies where more severely affected persons were not excluded. This
finding suggests that, at least during this period in the post-treatment course (3-6
months), such interventions — which usually consist of a single session of advice, often
accompanied by feedback and delivered in a health-care setting — are useful only for
patients with less severe drinking problems.

Almogt dl sudiesin trestment seeking subjects compared brief interventions with the
longer interventions. Thusthisis amore severe test than the no- treatment
comparisons often made in less severely affected subjects. However, thereisa
suggestion that brief interventions were less effective than these longer interventions.
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The doohal consumption was sgnificantly higher in the brief intervention group after
3-6 months of follow-up (p<0.01) and a composite drinking-related outcome showed
an adverse trend (p=0.072). These are the only outcomes reported.

This study added gppreciably to the previous reviewsin that it showed not only that
brief intervention is unsupported in treatment of acohol dependent patients, but thet it
may be less effective than other measures.

5.5.1.4 Motivational Interviewing (Ml)

Dunn et al. (2001) investigated the M1 method described by Rallnick & Miller
(1995). Thisanalysswas not restricted to adcohol dependence but 17 studies werein
substance abuse and 7 of these included dependent patients and measured an a cohol
related outcome. Only four sudies included only dependent patients. Although very
brief interventions were included, there gppears to be no overlgp with the studiesin
the reviews of Bl by (Wilk et al., 1997) and (Poikolainen, 1999).

The literature search used Medline, Psychinfo and Dissertation Abstracts Internationd
from 1983 to 1999 and looked for ‘ motivationd intervention’, ‘ motivationd
interviewing', ‘mativationa counsdling’, and ‘brief intervention’.

The authors recorded both the time taken to ddiver M1 and, when available, the time
taken to train staff to ddiver MI. The latter averaged 15 hours.
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Table 5 - 3 Drinking Related Outcomes in studies of Motivational Interviewing
(Dunn et al., 2001)

Study | Time | Outcomes | Control | Effect size (95% CI)
ALL DEPENDENT PATIENTS
Bien (1993) 3 months Drinks per week Inactive | 0.72(-0.07,1.52)
N=31 Percentage of days abstinent Inactive | 0.30(-047,1.08)
Composite index Inactive | 0.83(0.03, 1.63)
6 months Drinks per week Inactive | 0.35(043,1.12)
Days abstinent (%) Inactive | -0.20(-0.97, 0.58)
Composite index Inactive | 0.14(-0.63,0.91)
Project 9-month Drinking consequences CBT -0.09 (-0.28, 0.11)
MATCH (o/parm) Drinking conseguences TSF -0.30 (-0.49, -0.12)
(1997a) 15-month Drinking consequences CBT -0.01 (-0.20, 0.19)
N=1726 (o/fparm) Drinking conseguences TSF -0.18 (-0.37, 0.01)
9-month Drinking conseguences CBT -0.02 (-0.23, 0.20)
(aftercare) Drinking consequences TSF -0.02 (-0.24, 0.19)
15-month Drinking conseguences CBT 0.09(-0.13,0.31)
(aftercare) Drinking conseguences TSF 0.16 (-0.05, 0.38)
Wertz (1994) 1-Month Daysin treatment Inactive | -0.08(-0.68, 0.53)
N=42 Number standard drinks Inactive | 0.43(-0.44,1.30)
SOME DEPENDENT PATIENTS
Gentilello 6 month Drinks per week Inactive | -0.08(-0.26, 0.11)
(1999) N=762 12-month Drinks per week Inactive | 0.09(-0.12,0.31)
Handmaker 2-month Total alcohol consumption Inactive | 0.03(-0.64,0.71)
(1999) N=42 Abstinent days Inactive | 0.38(-0.30, 1.05)
Heather (1996) 6 month Drinks per week Inactive | 0.16(-0.29, 0.60)
N=174 Drinks per week G 0.359-0.07, 0.76)
Schneider 3-month Alcohol Addiction Severity Index | Inactive | 0.24(-0.17, 0.66)
(1999) Standard drinks past 30 days Inactive | -0.09 (-0.51, 0.31)
N=89 9-month Alc Addiction Sev. Ind Inactive | 0.42(0.00, 0.84)
Standard drinksin 30 days Inactive | -0.01(-0.43,0.41)

Statistically significant resultsare in bold type

The authors note that the best evidence for M effectiveness found by this review was
when it was used as an enhancement to more intensive substance abuse treatment.

In the context of the present assessment, in which we are interested in the effects for
acohol dependent patients, it may be appropriate to be cautious. Only two
gatigticaly sgnificant effects were observed in trias that included a substantial
majority of such patients. A study of 42 patients found a benefit in terms of a
composte drinking index (Bien et al., 1993) and Project MATCH found asgnificant
adverse effect in outpatients on “drinking consequences at 9 months relative to a 12
steps approach. The outpatient group in Project MATCH included 952 persons and
the p value for differences between the treetment arms in drinking consequences at 9
months was 0.006.

This review and our own meta-analys's (see section 5.6) supports Ml as an effective
part of more extensve psychosocia treatment. However the results of Project
MATCH suggest that it should not be used as a short stand-aone trestment in the
manner of that study (4 sessons).




5.5.1.5 Family Therapy

O'Farrell (2001) reviewed trids with family involvement in the trestment of
acohaoliam.

Twenty-two relevant studies were identified. The literature search methods are not
reported but it is noted that studies were included if spouses and/or other family
members were involved in the treetment of an acoholic adult. Thisterm gppears to
imply alcohol dependence. Trias were divided into those in which the acoholic
adults were unwilling to seek trestment and those in which they had sought help. In
the former the outcome measures were ether family coping or initiation of change, in
the latter they were generdly measures of reduction in drinking. All tridsincluded a
randomised control group, which was ether ‘wait-list’, i.e. deferred trestment, or
another intervention without family involvement.

The review combines the results of the sudies in ameta-analyss. Outcome measures,
athough differing in nature between studies, were grouped by underlying theme (see
Table 5-4). Satidticaly sgnificant benefits of family involvement compared with
wait-list controls or individud therapy are reported in each outcome.

Table 5 - 4 Effect of Family Involvement in Treatment (O'Farrell, 2001)

Outcome No. Studies | Subjects | Medianr | p value
Alcohol Use 16 692 0.30 2x10
Treatment attendance 3 106 0.32 0.007
Couplefamily adjustment 11 413 0.17 0.035
Patient adjustment 10 309 0.21 2x107
Spousefamily member adj. 6 348 0.26 2x107

The use of Pearson’sr as an outcome measure and the absence of data from individua
studies tend to obscure the clinica meaning of these results. The authors give arule of
thumb (r=0.1 issmall, r=0.3 medium, r=0.5 large) however this gppears quite
arbitrary. They aso note that the effect Szein the Physicians Hedlth Study of aspirin
was only r=0.03.

A number of different interventions are included under the portmanteau term family
therapy. The paper dso examined the efficacy with respect to persuading reluctant
patients to seek treatment. The authors note that the only form of family therapy that
does not gppear to increase engagement in treatment progranmesiis the Johnson
Indtitute Intervention, which involves training family members to confront the patient.
Thismay be because the family member will often decide againg the planned
confrontation.

There are anumber of difficulties with respect to O’ Farrdl’ s andlyss. Although
overdl results are presented, there is only a narrative discussion of the individud
studies and the measures used as input for the meta-anadysis are not presented.
Furthermore, it is clear that the very wide inclusion criteria resulted in the
combination of quditatively different interventions varying from the highly intensve
Community Reinforcement Approach to the smple addition of adisulfiram contract
to individud therapy.
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Whilgt there gppears to be some support for inclusion of family membersin treatment
the nature of thair involvement and the dinicad sgnificance of any benefit is left
unresolved.

O'Farrdl’s own study of couples relgpse prevention is of particular interest because it
gudied long-term effects. Couples were started on the treatment after aninitial 5
months of BCT. The results suggested that useful treatment effects were sustained at
18 months. Thus long-term treatment may be an important aspect of relgpse
prevention.

5.5.1.6 Classical Relapse Prevention

It isimportant to distinguish the generd theme of ‘prevention of rdapse’ from the
conceptual mode underlying a number of interventions — confusingly referred to as
‘relgpse prevention’. This section addresses interventions based on this conceptud
model, which isfounded on the belief (Marlatt & Gordon, 1985) that thereisa
common mechanism underlying the process of relgpse — whether in dcohol
dependence, smoking, gambling or any other dependence. Thus therapy may target
many areas not obvioudy related to acohal intake. In thismode relgpseis viewed as
anaura part of aprocess of change rather than as afalure. From a pragmeatic point
of view, many of the component parts of the interventions |abelled as relgpse
prevention will be smilar to other psychosocid methods, for example, identification
of high risk stuations and coping skillstraining. However, the distinguishing mark of
this gpproach is the emphasis on learning to respond to and learn from lapses.

Irvin (1999) examined the efficacy of Relapse Prevention and undertook a meta-
andyds Thismeta-andysis examined the efficacy of relgpse prevention in arange of
addictive behaviours. However, ten of the 26 studies examined the use of this
technique in alcohol and hence are potentialy relevant to the present HTA.

All outcome measures were converted to weighted average correlation coefficients.
The effect size estimated for alcohol treatment was r=0.37 (95% CIl 0.28 to 0.45).
This effect Sze represents agatigticaly sgnificant benefit but is not eesily
interpretable in terms of dlinica effects.

The qudity of thisreview isin some doubt. For instance a pogitive effect of Relapse
Prevention is attributed to one factorid trid of coping skills/relgpse prevention

agang supportive thergpy and natrexone againgt placebo (OMadlley et al., 1992). In
fact there gppearsto be atrend for coping skillSRP to give worse results than
supportive therapy in terms of the proportion without relapse and very similar results
in other outcomes. The test of significance from which the review result is derived
appearsto be atest of interaction between ndtrexone and the psychosocid treatment
for interviewer ratings of psychologica problems.

Two of the publications reviewed (Maisto et al., 1995); (O'Farrell et al., 1993) are
different reports of the same study. A subset of the patientsis examined in Maisto et
al. Moreover, the subset is redtricted to those patients who suffered arelgpse, hence it
no longer represents a randomised comparison.
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Oningpection it is clear that the mgority of ‘treatment effects’ quoted in this report
are not relative to no trestment or a control trestment but are assessed on the basis of
pre and post intervention results or compared with *discussion controls. The authors
date that they are ‘ somewhat perplexed’ by the fact that the only study comparing
relgpse prevention with no-additiond-treatment found only awesk effect. A possble
reason for thisis that the mgjority of their results are confounded with placebo effects,
which are known to be quite powerful in this therapeutic area.

An aticle not included in the review is that by Allsop and Saunders (1997) that
reports astudy carried out in Scotland in which 60 patients with adiagnoss of acohol
dependence were ‘randomised’ to Relapse Prevention (RP) or to arelapse discussion
treatment or to no additiond treatment. Allocation wasin fact not random but
dternated in pairs.

The RP therapy conssted of eight 1-hour sessonsintended to (1) develop, enhance
and sustain commitment to change (2) identify individua relapse precipitants (3)
develop coping skills (4) increase sdif-efficacy (5) encourage recognition that
drategies are available to prevent relgpse in case of lgpse.

The discussion group used the same exercises as RP for enhancing commitment but
otherwise shared the patients' persond strategies for avoiding relapse.

Outcome was assessed immediately post trestment, at 6 months and at 1 year.
Number of weeks abstinent, drinking moderately, drinking heavily or functioning
poorly (> 1 day in prison or hospital) was assessed at 6 monthsand 1 year. Timeto
firgt drink and time to first heavy drinking session (relgpse) were dso examined. It
was assumed that patients who could not be contacted had rel apsed.

The median times to relgpse for the RP, discussion and no trestment groups were 189,

51.5and 26.5 days. Thiswas a datisticaly sgnificant difference between surviva
curves (Log rank p<0.03).

Table 5 -5 Drinking Behaviour at 6-month Follow-up (Allsop & Saunders, 1997)

Relapse Discussion | Control

Prevention group group
Contacted for Interview (n) 18 20 19
Totally abstinent over follow-up (n) 8 1 1

M ean values

Alcohol consumed in 7 days prior to interview 29.2 50.6 68.7
Weeks abgtinent (n) 16.0 9.8 8.4
Weeks moderate drinking (n) 4.0 5.2 1.0
Weeks heavy drinking (n) 5.6 10.6 134
Weeks functioning wel (n) 194 14.9 94
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Table 5 -6 Drinking Behaviour at 12-month Follow-up (Allsop & Saunders,

1997)

Relapse Discussion | Contral

Prevention | group group
Contacted for interview (n) 15 20 14
Totaly abstinent over follow-up (n) 4 1 0

M ean values

Alcohaol consumed in 7 days prior to interview 59.9 52.0 21.4
Weeks abstinent (n) 10.1 8.2 9.0
Weeks moderate drinking (n) 4.0 3.3 3.3
Weeks heavy drinking (n) 7.8 14.2 11.2
Weeks functioning well (n) 14.1 11.5 12.3

Thirty six (90%) of 40 patients in the two control arms relgpsed over 1 year. This
compares with 14 (70%) of 20 in the RP group. Thisis not agatigticaly Sgnificant
difference.

5.5.1.7 Intensive case management

Many interventions combine psychologicd interventions with practical help in other
areas of the subjects lifestyle. For instance the Community Reinforcement Approach
may involve hdping the dient find a job, find a home and dso to achieve amore
rewarding socid life. The literature suggests that some interest surrounds the
question of the extent to which acohol dependence behaviour can be modified purdly
by dtering the physica circumstances of the people affected .

Cox et al. (1998) examined the effect of an ‘intensive case management (CM)’
drategy for people with an extensive history of acohol abuse and trestment failures.
Thisinvolved practica socid support focused on improving welfare. Theamswere
to sahilize the patients financid condition and housing satus and to encourage
reduction of substance use. One hundred and fifty (150) subject were randomised to
CM and 148 to control.

Follow-up was a 6 month intervals for 2 years. The primary andysis was based on
repesated measures and required complete follow-up data. Thislimited the andysable
group to 193 (65%) out of the randomised 298.

Satigticaly sgnificant improvements between groups were noted in the three primary
variables (Public income p=0.043, Own residence p=0.04, Days of drinking p=0.009).
There were dso changes over timein own residence and days of drinking which
suggest agradua improvemen.



Table 5-7 Group Means for Dependent Variables for Subjects who had 6-, 12-

and 18-month Follow-ups (Cox et al., 1998)

N Basdine | 6-month | 12-month [ 18-month

PRIMARY DEPENDENT VARIABLES
Public Incomein last 30 days (dollars)
Control 84 | 218 198 262 269
CM 105 | 238 343 303 358
Difference 20 45 41 89
Nightsin own residencein last 60 days
Control 83 7.1 10.3 17.8 21.7
CM 108 | 9.5 194 24.0 254
Difference 2.4 9.1 6.2 3.7
Days of drinking (any alcohol use) in last 30 days
Control 85 23.8 17.8 14.8 15.3
CM 108 | 23.6 14.6 12.3 11.3
Difference -0.2 -3.2 -2.5 -4.0

SECONDARY DEPENDENT VARIABLES
Days using alcohol since last interview
Control 83 NA 123 97 99
CM 105 | NA 102 78 70
Difference -21 -19 -29
Detox admissonsin prior 6 months
Control 85 8.1 11.5 5.7 5.1
CM 107 | 8.8 9.1 3.6 24
Difference 0.7 -2.4 -2.1 -2.7
Days alcohol problemsin last 30 days
Control 80 |226 15.8 16.3 16.3
CM 105 | 224 15.3 14.8 12.7
Difference -0.2 -0.5 -15 -3.6
Troubled or bothered by alcohal problems
Control 85 2.9 24 2.1 2.1
CM 107 | 2.7 2.2 2.0 1.6
Difference -0.2 -0.2 -0.1 -0.5

Theimbaance in numbersfollowed up isclear from Table5- 7 Group Meansfor

Dependent Variables for Subjects who had 6-, 12- and 18-month Follow-ups (Cox et
al., 1998). Thisis aweskness of the andyss.
The authors note that their intervention is expensive — one case manager was assigned

to each 15 patients — but also appears effective.

Far smpler case management techniques have aso been tested (Hilton et al., 2001).
Stout et al. tested a low-cost, long-term procedure for maintaining contact with
dependent people during periods when they are at elevated risk for relapse. The
intervention involved telephone contacts on a tapering schedule for 2 years. Three
hundred and forty two patients were randomised and the follow-up rate was 80%.
Follow-up data and hedlth cost data were collected for 3 years. Therewas a
datidicdly sgnificant (p < 0.05) treatment effect on percentage of days of heavy
drinking during the third year. The frequency of heavy drinking wastwice as highin
the controls (mean = 24%) than the case-monitored subjects (mean = 12%).
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Whilgt these studies only condtitute limited evidence, they suggest thet practical socia
interventions, whether to keep clients housed and aid with appropriate use of the
welfare system or smple contact over time, may have a beneficid effect on acohal
intake. Some supporting evidence for thisis supplied by the good performance of the
Community Reinforcement Approach, ranked seventh in the Mesa Grande table of
interventions (Section 5.4.1), which has substantid dements of socid intervention.

5.5.1.8 Conclusions on psychosocial imterventions

In the preceeding sections a number of psychosocia interventions were found to be of
vauein preventing rdlgpse in dcohol dependence. Theseincluded Motivationd
Interviewing, Family/Re ationship therapy, Behaviourd Salf Control Training and
Coping/Communications Skills training.

Many different outcomes are used in trias of these therapies and meta- anayses
identified in the literature have used generdised outcome measures without clear
clinicd interpretation. A meta-analyss of success rates — either abstinence or
controlled drinking — & the end of study shows no clear differencesin effect Sze
between these trestments. See section 5.6.

Even effective treetments will fail in around hdf the patients. The tota combined
success rates, in terms of abstinence or controlled drinking at the triad end (varying
between 6 months and beyond one year), in trids of those psychosocia trestments
judged effective was 43% for treated patients and 28% for those receiving control
treatments.

No support was found for the efficacy of Brief interventions or classicad Relgpse
Prevention thergpy in dependent patients.

The efficacy of purdy socid interventions has some support, which suggests that this
may form an important component of a comprehensive service.

5.5.2 Pharmacological Interventions

The commonly accepted view of the role of pharmacologica interventionsin the
prevention of relapse into acohol dependence isthat they are subsidiary to the
psychosocid interventions. Thus they should not be considered as dternative
therapies and any treatment programme will contain a psychosocia eement but may
have an additiona pharmacological component. The question, which needsto be
addressed in ng the pharmacologica intervention, is whether, for the targeted
group of patients, additiona net benefit is obtained above that from the psychosocid
treatment.

ThisHTA covers only those pharmacologicd products, which are currently in
widespread use for the specific indication of ‘relapse prevention’. Thisincludestwo
products with UK Marketing Authorisations, acamprosate and disulfiram, but aso
naltrexone about which thereis an extendve literature and which has marketing
authorisations both in the US and in some EU member states.
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Much of the work to demondrate the effectiveness of pharmacologica interventions
comes from dinicd trids amed at providing information for Marketing Authorisation
(licengng) applications and has been either designed or sponsored by manufacturers.
Thus each manufacturer was given the opportunity to submit evidence regarding their
products.

55.2.1 Acamprosate

Medication with acamprosate appears to decrease craving and counter the reinforcing
properties of acohol. Although sometimes referred to as a GABA agonig, the
mechanism by which it affects the use of dcohol is not known. The manufacturer’s
Summary of Product Characteriticsis reproduced as Appendix 19.

5.5.2.1.1 Information submitted by Merck Pharmaceuticas

An expert report previoudy supplied to UK regulatory authorities and dated 1994 was
supplied (Sass, 1994). The author, Professor Sass, was the principd investigator in a
dinicd trid of acamprosate, the PRAMA study.

The expert report provided lists 2 phase Il and 10 phase 111 double-blind, placebo
controlled triads of acamprosate. In these trials 1839 patients were alocated campra
at the licensed dosage for treatment periods between 90 and 360 days. 1601 patients
were dlocated placebo. All patients entering the studies had undergone a
detoxification programme. Patients in these studies generdly received psychosocia
interventions in addition to the randomised trestment. It is not clear which
psychosocia interventions were used.

A number of measures of relagpse were collected for assessment of efficacy. These
included total abstinence at each vigt, time to irrevocable failure, and cumulative
abstinence. In three sudies (PRAMA, BENELUX, Pelc II) outcome data were
confirmed by breathayzer, urine analysis or evidence from releives.

High drop-out rates were aproblem in al studies. At 90 days 64% of the patients
randomised to placebo were followed up and 67% of those randomised to
acamprosate. By 180 days the figures had fallen to 49% and 56%. Intention to Treat
(ITT) andlyses, which assumed failure in non-attenders were carried out.

Failure to attend for follow-up is a problem in most studies of alcohol dependent
subjects. If al patients who do not attend for assessment are taken as having rel gpsed
it isimpossible to tell the difference between a relapse preventing agent and one,
which increases the probability of presenting. Any treatment, which had a benefit —
say an antidepressant effect — might increase the probability of presenting. Thusitis
important that analyss of atenders should agree quditatively with the ITT anayss.
The assumption that DNA (Did Not Attend) was equivaent to relapse should dso be
checked.

In addition to the expert report some reports of individua studies were aso supplied.
A brief description is given below but results of these studies are presented in the
HTBS andysis.



The PRAMA sudy (Schadlich & Brecht, 1998) enrolled 272 newly detoxified (14-28
days) dcohol dependent patientsin Germany. They were randomized to 48 weeks of
either acamprosate or placebo and then followed up for afurther 48 weeks. Patient
with psychiatric problems were excluded. All patients received weekly counselling or
psychothergpy for amean period of 18 weeks and then met in fortnightly contact
groups. Dosage was 1998mg/d (2x333mg t.i.d) with a 2/3 dose for those with body
weight less than 60kg. Assessment was every 4 weeks for 12 weeks and then every
12 weeks. Drinking status was checked by bregth testing and GGT. The primary
outcome was abstinence. Primary andysswas I TT but per-protocol (PP) was aso
done. The drop-out rate was high, 134 (49.3%) of patients remained in the study a 1
year. The drop-outs were not balanced between treatments. 57 acamprosate, 81
placebo.

An uncontrolled study of 614 Belgian patients on acamprosate was aso supplied to
describe the demography and concomitant treatments used over 24 months (Ansoms
et al., 2000). Measures of outcome were aso recorded and drinking episodes were
classfied aslapse, binge or relgpse. Patients included had no other mgjor illness and
were actively drinking within the 7 days before sudy inclusion. Only 517/614 (84%)
eventually fulfilled the study incluson criteria. A further 174 dropped out over the

study period.

It isdifficult to extrapolate the data from this sudy. Many patientsin clinicd practice
would not satisfy the entry criteria. However, rough estimates of drinking behaviour
can be obtained from the paper.

A brief digest of evidence concerning acamprosate from the British Jof Clinica
Governance (Earl- Sater, 1999) was also supplied. Effectiveness data are based on
three randomised controlled trids (Paille et al., 1995); (Whitworth & Fischer, 1996);
(Sass, 1996). Thisisnot ameta-andyss but a checklist of issuesrelated to the use of
acamprosate in acohol dependence.

The Lancet report of astudy by Whitworth et d was dso supplied. Datafrom this
and PRAMA have been extracted and are included in the main effectiveness andyss
for the economic modd inputs.

A review of the pharmacologica treatment of alcohol dependence by Garbutt et a.
(1999) covers acamprosate, ndtrexone and disulfiram in addition to SSRIs, lithium,
buspirone and ondansetron. Randomized controlled tridsin acohol dependent
patients were included but so were other forms of controlled study and review articles.
Nine studies of acamprosate, 9 of disulfiram (4 ord, 5 implanted), and 3 of natrexone
are assessed. Meta-andysds or other modding to combinetrid resultsis not
attempted. The reviewers consder that acamprosate and natrexone had consistent
proof of efficacy compared to placebo from sufficient data. Disulfiram had

incong stent evidence from sufficient data. Thiswas based on positive evidence that
disulfiram reduced the number of drinking days but mixed results for other outcomes.
Thetotal drop-out ratesin the trials are tabulated but the way that drop-outs are
accounted in the andysisis not reported. Relative drop-out rates are not reported.
The time period for the ndtrexone trids was only 12 weeks and longer-term evidence
would have been desirable.
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Another review by Mason & Ownby (2000) assesses only trids of acamprosate. It
includes dl thetrids reviewed by Garbuitt et al. (1999) with the exception of asmdl,
four week study by Gerra (1992). Six additiona placebo controlled trids are included
and atrid of acamprosate combined with disulfiram. It isnoted that alarge US study
was il to report and data could not be included. The statement of interest notes that
Dr Mason is a consultant to the manufacturer of acamprosate. In these studies missed
vigits were counted as non-abstinence and biologica markers and collatera reports
were preferred to self-reportsin the case of discrepancies. A meta-andysisof 15
European RCTsis referred to but not described or the results reported. The summary
notes that 14 of 16 placebo controlled RCTs found postive trestment effects for
acamprosate. (exceptions were Roussaux et a. (1996); Chick et a. (2000)). The
authors suggest that delays in initiating treetment following detoxification in the sudy

by Chick may have contributed to the lack of trestment effect.

A further review by Mason was published in 2001. This collated but did not meta:
andyse dl the available Europeantrids of acamprosate. It is noted that only 2 of 15
tridsfailed to show asgnificant effect on primary outcome (Roussaux et al., 1996);
(Chick et al., 2000). A new US gtudy in which Dr Mason isinvolved is mentioned
but not reported.

A summary, an abstract and a report by Soyka describe an observational study
(Integrd) of various psychosocid interventions with acamprosate. Petients given
individua psychotherapy (242), group psychotherapy (183), CBT/coping Strategy
(122) and brief intervention (204) were found to have dmost identical results for
compl ete abstinence — about 55% at 24 weeks. Per protocol cumulative abstinent
days were aso the same for each intervention — about 127 days. ITT daysto first
relgpse was 74.5. Conflicting results for PP time to first relapse are provided, agraph
shows about 128 days but the abstract gives 159 days.

These data do not contain compartive information on acamprosate but provide
edimates for effects under conditions closer to clinica practice than thosein aclinica
trid. The quality of reporting was judged to be poor.

5.5.2.1.2 Evidence from literature search

There appear to be 18 controlled trias of acamprosate in acohol dependence for
which results are currently available. The large US multicentre sudy of acamprosate
has finished and some results were released in abstract form in 2001 but the
manufacturers do not wish to release the detailed by-treatment results until 2003.
HTBS effectiveness cdculations are reported in section 5.6.

5.5.2.2 Disulfiram

Disulfiram is an antidipsotropic agent. 1n other words it induces adverse reactions

when acohol istaken. The manufacturer’s (Alpharma) Summary of Product
Characterigticsis included as Appendix 20.
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5.5.2.2.1 Submisson from Alpharma

Alpharma has supplied some genera commentary and literature on the efficacy of
disulfiram. They note that, in genera, modern controlled trids are not available.

A literature review by Brewer (1992) discusses severa studies often of an
uncontrolled nature. It is concluded that supervised disulfiram can be effective but
that unsupervised disulfiram is of no proven benefit.

One controlled study discussed by Brewer isthat by Fuller et al. (1986) Thiswasa
three arm study in which 605 men received ether 250mg of disulfiram (202), 1mg of
disulfiram (204), or no disulfiram (199) for one year. The patients were unblinded to
whether they received disulfiram but did not know that they might receive an
ineffective dose. Single patients were excluded, as socid support was considered
important for the trial. Follow-up was for one year. No differencesin tota abstinence
or timeto firgt drink were found. However, among those who did drink a reduced
frequency of drinking was noted in the 250mg disulfiram group.

A paper by Besson et al. (1998) reported a placebo controlled randomized trid of
acamprosate in which the (unrandomised) use of disulfiram was aso recorded. It was
concluded that the concomitant use of disulfiram improved the effectiveness of
acamprosate. Resaults from a single unrandomised study would not generaly be
congdered sufficiently convincing to warrant arecommendation about clinica

practice.

5.5.2.2.2 Evidence from literature search

A discusson of the use of disulfiramisgiven by O'Farrdll et al. (1995). These
authors remark that various methods have been used to reinforce compliance with a
disulfiram regimen. They note that disulfiram implants have not been found to be
effective because of inadequate levels of disulfiram release and adverse effects.
Various incentives to persevere with disulfiram have aso been tried and generdly
found, to some extent, to work. However, the most common and extensively
researched method has been aformaly and publicly agreed contract, between the
patient and asgnificant other — usud the wife or husband. Such contracts have aso
been tried within the context of a Community Reinforcement Approach (CRA) (Hunt
& Azrin, 1973). Thishasbeentested in Azrin (1976) and Azrin et d. (1982). This
latter study suggested that, for married subjects, the contract aloneis as good asthe
contract with CRA. However, CRA appeared to be important for single patients. The
authors conclude by noting that previous research has faled to differentiate the effect
of recommending disulfiram from the effect of reinforcing compliance through
contracts and they recommend further research which includes a double-blind
factorid trid of disulfiram (clinica versus nomina dose) and compliance
enhancement (present versus absent).

It isdifficult to see how compliance enhancement could be double-blind and it is not
clear that blinded use of disulfiram is gppropriate since the treatment effect appearsto
be due to fear of an adverse reaction from drinking. This fear will ill be present if
the subjects think themselves to be taking disulfiram and hence the appropriate
clinica effect can be measured only in an open trestment trid. Any effect found in a



blinded trid can only be due to un-blinding caused by exposure to acohol or some
other uncontrolled effect of the drug.

The HTBS analyss of effectivenessisreported in section 5.6
5.5.2.3 Naltrexone

Ndtrexone is an opioid antagonist, which is administered to reduce drinking and
craving. Itisnot currently licensed in the UK for thisindication but the
manufacturer’s Summary of Product Characterigtics for the Republic of Irdand is
included as Appendix 21. Inthe Republic of Irdand it is licensed for use within a
comprehengve treatment programme for acohol dependence to reduce risk of
relgpse, support abstinence and reduce acohal craving.

5.5.2.3.1 Submisson from Dupont Pharma

Natrexone wasinitialy developed for use in opioid addiction but then found to
reduce acohol craving. Asa consequence of its effect on opioid receptors current
dependence on opioids must be ruled out before use in acohol dependence.

The product summary discusses two 12 week randomized placebo controlled trids
(Vdpicdli et al., 1992); (OMdley et al., 1992). A combined andysis of the two
efficacy trids authored by O’ Maley, Volpicdli and three employees of Dupont
(O'Mdley et al., 1995) isincluded in the submission. The combined results showed
datigicaly sgnificant benefitsin favour of natrexone in timeto firg drink (p=0.002)
and timeto first episode of heavy drinking (p<0.001). During 12 weeks 75% of
naltrexone and 48% of placebo treated patients did not have an episode of heavy
drinking. Ffty-four percent (54%) of natrexone and 31% of placebo treated patients
were abstinent. Aninteresting finding of these studies was that patients who were
non-abgtinent were a sgnificantly lower risk of heavy drinking when on natrexone.
Thiswas not a prespecified hypothesis of either study. Both the percentage of
drinking days and craving scores aso showed sgnificant benefit in favour of
naltrexone.

These were fairly smadl (combined n=186) and short-term studies. However, they are
well reported and appear well conducted.

5.5.2.3.2 BEvidencefrom literature

There has been considerable recent interest in testing naltrexone for a cohol
dependence and there gppear to be 24 published and one unpublished clinical trid.

Anayss of datafrom thetridsis reported in section 5.6
5.5.2.4 Comparison of acamprosate and naltrexone
A meta-andysisby Kranzler and Van Kirk (2001) was motivated by the absence of

direct comparative studies of natrexone and acamprosate. They thus attempted to
collate and contrast the evidence from placebo-controlled trials of each treatment.



Nine natrexone and 11 acamprosate studies were included.  All outcome measures
were assessed in intention-to-treat analyses. Two further acamprosate sudies,
Lhuintre et al. (1985) and Lhuintre et al. (1990), were omitted because of
methodologica concerns.

The measures combined across studies were differences in proportions of successes
between groups. When continuous measures were reported the standardized mean
difference was used.

Comparisons were made of the percentage of patients abstinent at the end of the
study, the cumulative abstinent days, and the percentage retention. These
comparisons did not show differences between the performance measured in the
acamprosate studies and that measured in the naltrexone studies. Both trestments had
highly gatigtically sgnificant benefits in these measures relative to placebo.

Heterogeneity was noted in the estimates of the effect of naltrexone on the percentage
of drinking days and the effect of acamprosate on cumulative abstinent days. These
effects were found to be significantly correlated with recency of study for ndtrexone
— effects fell with time - and proportion of males for acamprosate — the effect was
greater in femaes.

The authors conclude that both trestments have smdl but sgnificant benefitsin
alcohol dependence.

This study appears to be a systematic and comprehensve assessment of the published
RCTsfor acamprosate and natrexone. The comparison between acamprosate and
naltrexoneis, of course, not randomised. Furthermore, absence of a satigticaly
ggnificant difference does not imply absence of a difference — confidence intervas
would be useful rather than p values. A difficulty, which is not addressed, isthat the
length of follow-up in each study is not reported and our own work (see Appendix 21)
shows that it varies systematicaly between trids of acamprosate and of naltrexone,
Thus differencesin effectiveness are confounded with differencesin trid procedures.

Table 5 - 8 Outcome Measures and Mean Effect Sizes for Naltrexone and
Acamprosate (Kranzler & Van Kirk, 2001)

Measure K [N Effect sze Effect Heter ogeneity
Rw (SD) p-value | p-value

Naltrexone outcomes

% Subjectsabstinent | 8 | 781 | 0.122 (0.066) <0.001 | 0.88

% Drinking days 8 | 650 |-0.191(0.195) <0.001 | <0.001

Drinks/drinking day 5 |439 |-0.067,(0.126) | 0.081 0.14

% Relapse to heavy 7 | 549 |-0.161(0.107) <0.001 | 0.36

drinking

Retention (%) 7 | 529 | 0.005(0.132) 0.45 0.10

Acampr osate outcomes

% Subjectsabstinent | 11 | 3204 | 0.114 (0.073) <0.001 | 0.06

Cumulative 10 | 3077 | 0.129 (0.088) <0.001 | 0.003)

abgtinent day's

Retention (%) 10 | 3077 | 0.074 (0.071) <0.001 | 0.08




Positive effect sizes indicate higher means for active medication group; negative
effects Szes indicate higher means for placebo group;

K = number of studies contributing effect Szes,

N = total number of subjects contributing to Ry;

5.5.2.5 Conclusions on pharmacological interventions

Acamprosate and natrexone were both found to be effective as trestments adjunctive
to psychosocia interventions. The combined success rates, in terms of abstinence or
controlled drinking at the trid end (varying between 3 months and one year), in trids
of these treatments was 36% for treated patients and 26% for those receiving placebo
treatments.

Use of unsupervised disulfiram was not supported by evidence but limited evidence
suggests that supervised disulfiram may be an effective treestment for prevention of
relapse.

5.6 Calculation of effectivenessfor input to economic analysis

The economic modd used in the cost- effectiveness section of this report compares
costs of trestment with the long-term health consequences of any trestment-rel ated
changes in drinking behaviour. Only limited information is avallable on the
epidemiology of drinking related disease and, in particular, on the relaionship
between different patterns and quantities of acohol consumption and risk of disease.
Thus avery smple assumption is made that, following treatment, a subject will either
be in a controlled (possibly abstinent) state in which disease risks are reduced to that
of the generd population or will be in an uncontrolled state with high risk of acohol
related disease.

The nature of the mode requires that information be available from clinica sudies
regarding the proportion of patients in each treatment group who are considered
trestment successes — i.e. controlled — and those who are failures. Unfortunatdly,
many studies do not make this distinction on a patient by patient basis but report other
drinking outcomes, for instance percentage of heavy drinking days. In particuar,

none of the systematic reviews of psychosocid treatments have reported success rates
in thisfashion. Consequently the individua studies have been reviewed and these
data extracted when possible.

Some difficulties are inherent in extracting this type of information. Different points
in time are chosen for outcome measurements in different sudies. The choice of
success measure may aso vary with some studies reporting only abstinence others
only controlled drinking and with different definitions of controlled drinking. Studies
where subjects are given the choice of aming for either an abstinent or controlled
gtate may smply report a combined successrate. |n analysis we have generdly tried
to choose outcome measures around one year after treatment but, if these were not
available, the closest time point was used. Absolute success rates are likely to vary
considerably with time, so analyses are carried out in terms of odds ratios for success
between treated and untreated groups. A further complication isthe drop-out rate
during follow-up in these studies. We adhere to the view that the most reasonable
assumption is that those lost to follow-up are likely to be trestment failures and



intention+to-treat ca culations have been used when sufficient information is available.
However, we dso recognise that interventions of very different intengity or duration
may induce different drop-out rates for reasons unrelated to trestment failure and that
this methodologicd difficulty introduces an eement of uncertainty into our
cdculaions which will not be reflected in confidence intervals.

The method of analyss used is the smple meta-andlysis procedure of (DerSimonian
& Laird, 1986). Fixed effects estimates are used reflecting concerns about the quality
of some smdler sudies

The choice of interventions, which we have andysed, has been guided by the
preceding effectiveness discussion. In particular, interventions, which do not seem
effective in dependent patients on the basis of more extensive reviews, have been
excluded.

A combingtion of coping skills training and communication skills training has been
advocated by Monti and tested in three dlinicd trials. No formd review of these was
reveded by our literature search but they have been reviewed in the HTBS meta-
andyss as they form awell-defined group not covered by the other analyses. In
Table5- 9 Reaults of meta-andysisfor rates of abstinence or controlled drinking
(See Appendix 21) they are referred to as Coping Skills studies.

Theresults of these calculations and further discussion are presented in the economic
section of thisreport and more details of the calculations, including variaionsin
follow-up period and treatment of missing deata, are given in Appendix 21. However,
for ease of comparison with the other effectiveness results, the main results are
reproduced in the following table.

Table 5 - 9 Results of meta-analysis for rates of abstinence or controlled
drinking (See Appendix 21)

I ntervention Treated | Control | OddsRatio Heter ogeneity
Total N | Total N | (95%Cl) p-value

Phar macother apy

Acamprosate 2094 1925 1.82 (1.55,2.14) <0.005

Naltrexone 1176 939 1.40 (1.16,1.69) <0.005

Disulfiram 245 241 1.31(0.81,2.10) | NS

Psychosocial

Coping Skills 139 146 2.33(1.44,3.76) NS

Relapse Prevention*® 159 174 1.14 (0.70,1.84) NS

Behaviourd Sdf Control 141 135 1.86 (1.03,3.36) NS

Traning

Motivationa 78 118 2.19(1.20,3.98) NS

Interviewing

Marital/Family Therapy 360 380 1.81 (1.26,2.61) <0.01

" Note that there are small differences between these estimates and those presented in the economic
section of thisreport at the consultation phase. These are due to (1) some late arriving data (2)
changing from a one-step approximation to the odds ratio to the maximum likelihood estimate (3) an
adjustment to the acamprosate effectiveness in the economic analysisto allow for the US study. They

make no qualitative differences to any report conclusion.
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* Following ‘classicd’ or ‘Marlatt’ model.

5.7 Safety of relapse prevention interventions

There does not appear to be any literature on adverse effects associated with
psychosocid interventions. If any exigt they are only reflected in this assessment in
s0 far as they impinge on the effectiveness of treatment.

Use of acamprosate, disulfiram and naltrexone carries some associated risk of adverse
effects. Those, which, have been observed in dinical trids or identified by nationd
spontaneous reporting systems are documented in the SPCsfor the products. A
clinicaly rdevant discusson is given in the Internationa Handbook of Alcohol
Dependence and Problems (Heather et al., 2001). The commonest adverse effect of
acamprosate (around 10%) is diarrhoea and abdomind discomfort. Clinicd trids of
natrexone have consstently reveded higher level of nausea when compared with
placebo treated patients and headache, dizziness and weight loss may aso be
experienced. Disulfiram may cause drowsiness, headache, bad breath or skin rashes.
Very rare serious adverse reactions such as liver hypersenstivity (1/25,000) and
psychosis have been reported.

5.8 Other Issues
5.8.1 Effectiveness of Alcoholics Anonymous

AA isasdf funding organisation outwith the NHS and, as such, not an easy trestment
optionto test in clinica trids. However, the limited evidence which does exist has
been reviewed by other researchers (Kownacki & Shadish, 1999).

This review included both randomised and unrandomised studies comparing AA
treatment with either active or inactive control treatments. The nature of the active
control treatmentsis unclear. Treatments were compared in terms of a Sandardized
mean difference to alow combination over different outcome measures. All outcome
measures were alcohol related.

Ten randomised studies were identified which fell into three groups. Three studies
randomised to AA meetings, two examined inpatient trestment based on AA
principles, and five examined only sdlected facets of the AA approach. The
comparisons in these groups gave different results. The comparison of AA meetings
with ether active or inactive control treetments estimated a Satigticaly sgnificant
adverse effect of AA meetings. The comparison of AA based inpatient treatment with
other inpatient trestments suggested no difference between the two. However, the
individua facets examined (Communication skillsto do AA steps vs discussion,
Recovered alcohalics as counsdllors vs non-a coholic counsdllors, Senior abstinent
patient-led group vs thergpist-led group, Honest inventory milieu vs hypnotherapy)
gave an overdl significant benefit for the treestments based on AA principles.

The authors note that the three studies, which gave the adverse estimate of AA
mesting efficacy only enrolled subjects who were coerced into treetment. They argue



that AA meetings, compared with other forms of treatment, may provoke more
negative responses in those forced to attend them. Thus the correct interpretation of
these tridsis that patients should not be coerced into attending AA.

An argument is strongly put for more and better quaity randomised trids of AA.

The paucity of data concerning the actud effects of AA as an organisation does not
extend to the effectiveness of the AA treatment philosophy. Thisformed one of the
three arms of the Project MATCH study (Project MATCH Research Group, 1993)
and was, perhaps, the most successful of the treatment arms. As already noted Project
MATCH found a sgnificant beneficid effect for the 12 Steps gpproach in outpatients
on ‘drinking consequences a 9 months relative to motivationd interviewing. The
outpatient group in Project MATCH included 952 persons and the p value for
differences between the trestment arms in drinking consequences a 9 months was
0.006. The effects of the 12 Step gpproach were found to be similar to the CBT
approach used in the third arm. Although this was not adirect test of AA itsdf itis
worth noting thet the overall god of the TSF programme in Project MATCH wasto
promote the active participation in ‘traditiona felowship activitiesof AA’. To this
end the intervention emphasised the beliefs of AA that dcoholism isa chronic and
progressive illness without cure for which total abstinence is the only solution. Hence
thetrid was adirect test of the acceptability and effectiveness of the AA modd of
acohol dependence. A further finding of Project MATCH was that TSF was more
effective than CBT in patients ‘without support for aogtinence in their environment'.

5.8.2 Treating drug and alcohol dependent patients together

Beidler (1991) randomised 450 people with ether primary drug (206) or alcohol (244)
problemsto either be treated together or in segregated groups. Subgroups of subjects
were examined to try to find any in whom these strategies might be particularly good

or particularly poor. Treatment consisted of a number of coordinated psychosocia
approaches. Follow-up was for 8 months.

Of those assigned to combined treatment (212) 53 (25%) had problems with both
alcohol and drugs. In the separate treatment group (238) only 29 (12.2%) had
problemswith both. Thisisan odd and highly satigticaly sgnificant (p<0.001)
imbalance.

No differencesin changes in dependence levels, crimindity, suicidd tendencies or
employment levels were seen for ether those with primary dcohol or primary drug
problems between the two treatment options.

This study is broadly supportive of combined trestment as an option. However, the
power to detect problems for particular subgroupsis not discussed and the imbaance
in multiple abuse may suggest problems with randomisation.

5.8.3 Minimising pre-treatment drop-out.
Stasewicz & Staker (1999) report a randomized controlled trid of measuresto

minimize falure to attend for first gppointments at substance abuse clinics. They
compared a group given appointments within 48 hours with groups given



gppointments after 48 hours but with (a) areminder cal 24 hours before the
gppointment or (b) an appointment card and clinic brochure in the post or () no
additiond reminder. They found that those given gppointments within 48 hours were
subgtantialy more likely to keep the gppointment than those in the other groups.

Table 5- 10 Patients Attending for First Appointment

Group

I ntake within 48 hours 23/32 (72%)
Phone cdll 16/32 (50%)
Appointment card/brochure 16/32 (50%)
No contact 17/32 (53%)

This suggests that a prompt response to requests for help with acohol related
problemsisimportant. Minimising the delay in obtaining treetment has also been

picked out as a matter of concern to patients by the SIGN patient focus groups (SIGN,
draft, 2002).

5.8.4 Inpatient and outpatient care

Rychtarik et al. (2000) randomised 192 individuas with a score of 9 or more on the
Alcohol Use Disorders Identification Test (Babor et al.,1989) to (a) aresdentid,
abstinence oriented, acoholism treatment facility or (b) a pecidist outpatient clinic
with intengve treetment or (c) a specidist outpatiernt clinic with standard treatment.
The intention of the study was to test trestment-matching hypotheses with respect to
drinking problem severity and to socid support for drinking. Petients with high levels
of either variable were expected to benefit from inpatient or intendve outpatient
treatment.

Drinking outcomes were obtained in each month following trestment by the timeline
follow- back method, which recongtructs daily drinking viaacadendar. The primary
outcomes were the percentage of voluntarily abstinent days and the number of drinks

per drinking day.

There was no overdl difference between the groupsin primary outcomes over 18
months of follow-up. However, ardationship was found between drinking problem
severity and the treetment adlocation. Thisdid not follow the hypothesized patternin
that, dthough highly involved patients benefited more from inpatient treetment, there
seemed to be a negative association with intengve outpatient trestment and no
sgnificant associaion with sandard outpatient trestment.

Although this relationship was not as expected, and hence might be regarded as
hypothesis generating, it suggests that inpatient care may be important for those with
more severe acohol problems.

No interaction was found with socia support for drinking.
Severd evduations of the benefits of inpatient and outpatient care are reviewed by

Finney & Moos (1998). The evidence concerning effectiveness for dl patients does
not show clear superiority for either option. However, the authors note that thereisa



group of patients with few socia resources and/or environments that are serious
impediments to recovery for whom residentid options should be available and that
inpatient treatment options should be available for those with serious
medica/psychiatric conditions.

5.8.5 Matching of treatment to patient

Litt et al.(1992) examined data from 79 mae patients who had been previoudy
alocated (randomized?) to ether coping skills thergpy or interactiona group
psychotherapy (Kadden et al., 1992). The patients were divided into two subtypes (A
and B) using methods of Babor et al. (1992) Thirty-three femae patients were not
used in the studly.

It isunclear why acluster analysis was used to sort patientsinto type A and type B.
An dgorithm for doing this should dready have been available from the Babor study.
Thus this sudy cannot be considered as a vdidation of the earlier work.

A classfication of the patients based on data, which appear to have been collected
prior to starting treatment showed a sgnificant interaction with trestment (p<0.05).
In other words, the relative treatment effects for coping skills therapy and
psychotherapy was different for type A and type B patients.

A prospective classfication of the patients would have been more convincing snce it
is difficult to be sure about the timing of assessments after the study hasended. It is
a0 undear why the femde patients were not used in the study — there does not seem
to be any particular reason for supposing that the classfication of males and femaes
needed to be carried out separately.

The most extensive and rigorous test of matching hypotheses was that provided by the
clinicd trid in Project MATCH (Project MATCH Research Group, 1993). Inthis
study 952 outpatients and 774 inpatients were randomised to, ether, a cognitive-
behaviourd treatment (CBT), a 12 steps gpproach (TSF) or motivationa enhancement
(MET). A number of patient characteristics were measured at basdline and 10 a priori
primary dient-treatment matching hypotheses were pre-specified. Thesefailed to

find any interaction effects that had an impact on drinking throughout the trestment
phase. Despite the Sze of thistrid no convincing subgroup differencesin trestment
effects were discovered.
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6 PATIENT ISSUES
6.1 Summary
The patient issues reported have been identified primarily by the early findings of a

qudlitative study commissioned by HTBS to explore patients  treatment preferences,
patient information leeflets, and a study entitled * Attitudes Towards Alcohol: Views of

the General Public, Problem Drinkers, Alcohol Service Users and their Families and

Friends (Lancaster B & Dudleston A, 2002).

The qualitative study aimsto collect data from 45 participants. Data have, o far,
been analysed from interviews with 32 people and this Interim Report presents the
results of the preliminary andysis. Of the 32 interviews andysed o far, twenty were
with men and twelve with women. Their ages range from thirty to seventy-two years.
Four people were il drinking in a harmful way, and the longest period of abstinence
at the time of interview was two years.

Issues to emerge include:

Participation in residentid or day case relapse services may currently depend on
the way services are structured localy, rather than patient choice

Lack of understanding of terms such as cognitive behaviour therapy and
moativationa enhancement need to be recognised in patient literature
Participants valued activities such as anger management, stress/anxiety
management and rel axation exercises, coping skills, assertiveness training and
rehearaing difficult Stuations within a sefe environment

Women who had experienced ‘women only’ group work had a preference for
women only groups, but conversaly men may have a preference for mixed sex
group work

Individua therapy sessons may be vaued for the depth of work they enable
Hexibility of times and verues was vaued

All participants recognised that AA works well for many people, but most of
them felt thet it was not suitable for them.

Awareness of services other than Alcoholics Anonymous may be low and may
require better promotion.

6.2 Introduction

Perhaps more than any other field of medicine, the treetment of addiction involves the
risk of important differences between the gods of the patient and the aims perceived
asdesirable by the doctor. Thusit isvery important for both parties to understand and
agree the purpose of trestment.

Theintention of the patient issues section of a Health Technology Assessment isto
ensure that needs and preferences of patients are taken into consideration when
developing treatment services and dso to identify issues which may only affect a
minority of patients but, in those few cases, may profoundly impinge on the benefit
which an individua can derive from the sarvice.
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Obtaining accurate information about patient concerns regarding acohoal trestment
services can present mgor difficulties. Severa methods have been used by HTBS. A
limited MedLine search has been carried out to identify published literature on patient
preferences. HTBS has commissioned a quadlitative study focused on the patients
within the Scottish rel gpse prevention services. HTBS a so contacted certain
organizations that interact with subgroups of patients, in particular the crimind justice
system.

The Topic Specific Group included a representetive from the Council on Alcohol and
the organization of Alcoholic Anonymousin Glasgow generoudy gave timeto
explan its views on a number of issues.

6.3 Literature search

A search of Medline from 1990 to the present was undertaken to ascertain the
usefulness of searching for generd patient issues and concernsin relaion to thistopic.
Approximately 500 abstracts were retrieved, the mgority of which were found not to
address the specific area of interest. 1t was therefore decided not to continue
searching in other databases. Instead small-scale searches were carried out in
response to specific issues that were identified.

Part of the evidence presented in support of the Scottish Executive' s Plan for Action

on Alcohal problems (Scottish Advisory Committee on Alcohol Misuse (SACAM),
2002) was astudy entitled * Attitudes Towards Alcohol: Views of the General Public,
Problem Drinkers, Alcohol Service Users and their Families and Friends' (Lancaster
B & Dudleston A, 2002). The study included an andyss of the perceptions of service
provison by current and past problem drinkers of their needs and the extent to which
they were being met. As a consequence of recruitment problems, which were outwith

the control of the researchers, the participants were mainly derived from urban aress.

The report primarily focuses on dcohol misuse rather than dependence.

6.4 Design and conduct of the qualitative patient issues study commissioned by
HTBS

The design of this study involved interviews with clients of the Scottish relgpse
prevention servicesin three Trusts. Thiswas not aformal questionnaire based
interview but was intended to explore patients trestment preferences and to dlicit
factors, which prevent relgpse to drinking. The full protocol for this study isincluded
as Appendix 22.

This project seeks the experiences of individuals who have received trestment for
acohol dependence. The study aimed to identify peopl€e' s preferences for
psychosocid or pharmaceutica interventions, or a combination of both, according to
their own particular experiences. A quditative approach was adopted using in-depth,
one-to-oneinterviews with asample of individuas from urban, rurd and semi-urban
areas in Scotland who have had reevant persond experience. The study aso sought
to dicit factors, which, in the participants views, precipitated or prevented relgpse to
drinking.



6.5 Method and analysis

Approva was granted by each of the three Local Research Ethics Committees, which
govern research within the participating Trusts. Consultants responsible for the care
of the participating patients also gave gpprova for access. On recruitment to the
study al participants were assured that their confidentiality would be respected. The
conditions of the Data Protection Act (1998) are being observed.

The sample was recruited and comprised individuals who had used the acohol
trestment services of three geographicdly distinct areas in Scotland within the past
year. Pogters were displayed in prominent positions within trestment facilities and
informéation about the study was made available to anyone who expressed interest in
participating. In addition, nurse managers wrote to arandom sample of patients who
had atended for trestment during the past year, seeking volunteers for the study and
suggesting that those interested should contact the researcher. 1n thisway the
anonymity of patients was protected until they agreed to volunteer. Moreover, Snce
the study involved an dement of service evauation, the process of randomising the
sample recruited via the nurse managers ensured that bias in the selection was
minimised.

There were no exclusions with regard to gender, age, socid class or employment
datus.

The findings of this study are not representtive of the entire population of Scottish
drinkersin statigtical terms. Rather, as quditative research, the results can be
consdered to be transferable if readers can judge, from the information given, that the
findings are applicable to cases for whom, circumstances are smilar (Guba and
Lincoln 1985).

One-to-one in-depth interviews were conducted during which the participants were
asked to recount their experiences of treatment and their preferences for
pharmacologica and psychosocid interventions. They were dso asked to discussthe
factors, which they perceived as contributing to the experience being either positive or
negative, and to reflect on the reasons for their preferences. Theinterview guide,
which, was used to ensure that all relevant topics were addressed is gppended.
Prompts were used for clarification when necessary, and to encourage further
disclosure. Theinterviews were conducted at avariety of locations to meet the
preferences of the participants and to minimise inconvenience incurred by them. The
venues included the researcher’ s office, patients own homes, hedlth service facilities
and accommodation within the premises of one of the Councils on Alcohal.

The duration of the interviews ranged from 30 minutes to one and three quarter hours.
All except one were audio-tape recorded. The reason for the exception was that the
participant was reluctant to be recorded, so hand-written notes were taken instead.

The interviews were transcribed prior to analysis. Burnard's framework for thematic
andysis of quditative datawas used to search for themes and patternsin the data
(Burnard 1991). Asameans of ensuring rigour in the process, a sample of the
transcriptions are being analysed independently by a colleague of the researcher with
experience of undertaking qualitative research. Points of divergence are discussed



and agreement reached for the final analyss. The participants will be invited to
comment on asummary of the findings as part of the vaidation process for quditative
research (Sandalowski 1993, Whittemore et a 2001).

6.6 Interim findings of patient issues study

It is stressed that these are the interim findings of research, which is not yet complete.
The gender digtribution and age range of participants are shown in Table 6-1, and
Table 6-2 shows the number of participants who had, a sometimein their lives,

experienced some form of psychosocid or pharmacologica trestment for acohol
dependence.

Table 6- 1 Gender distribution and age range of participants

Gender Agerange
Mde Femde

Trust 1 (n=15) 9 6 31-52vyrs

Trust 2 (n=15) 10 5 30- 71yrs

Trust 3 (N=2) 1 1 56 - 72yrs

(Data collection ongoing)
Table 6- 2 Treatment experiences

NHS NHSgroup | Disulfiram | Acamprosate | Councilson AA

individud therapy Alcohal

therapy
Truszl |15 15 5 6 4 9
Trus2 |15 15 5 4 8 11
Truz3 |2 1 - - 1 1

The following section summearises the views of the participants as regards their
preferences for different trestment modalities for dcohol dependence and the
prevention of relgpse to drinking. As aconsequence of the recruitment process,
which was through NHS acohol services, dl participants had been referred for
trestment within the NHS. Most had attended Alcoholics Anonymous for varying
lengths of time. A minority had experience of the Councils on Alcohol. The sample
included asmal number of people who had defaulted from NHS trestment, and
severd had done so in the past but had returned to treatment.

6.6.1 Organisation of care within the three participating areas
6.6.1.1 Trust1

This Trust sarves arurd and semi-urban area
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The participants descriptions of their treatment indicated services available to those
attending one of the Trugtsincluded a three week in-patient say during which time
detoxification was available, followed by a structured programme of group work, led
by members of the nurang staff, and individua thergpy. After-care provision
included the opportunity to attend a group on aweekly or twice-weekly basis. The
opportunity exigts for these patients to attend as and when they fed necessary and
appropriate, rather than as obligatory attendance on each occasion that the group
meets. Thisgroup is therefore open to some extent. One of the options within this
sarviceisfor a‘'women'sonly’ group, which has led, by default, to the formation of a
men'sgroup. Some peoplein this area dso talked of having been referred to an
organisation, which offered aspects of community reinforcement in the form of
training and support in seeking employment.

6.6.1.2 Trust 2
This Trust dso serves arurd and semi-urban area.

Those individuas who atended one of the other Trusts described an initid episode of
4 weeks duration as an in-patient. This stay comprised detoxification, a structured
programme of group work, and individua therapy with members of the nurang team.
Following completion of the programme a phased aftercare programme of one week’s
in-patient say was offered, with the interva between episodes lengthening over a
two-year period. Patients who live in one geographic areawithin this Trust’s
catchment area are offered follow-up out-patient gopointmentsin satellite clinics.
Those who live within the same Trust area, but who live outwith the specified areg,
have no such opportunity. The view was expressed that this represented unequal
provison.

6.6.1.3 Trust3
This Trust serves an urban area.

Data are dill currently being collected from patientsin the third Trust. The picture
emerging isthat different patterns of care are available to patientswho livein
different areas within the Trust’ s catchment area. For example, in one areaafour-
week structured day programmeis offered and, in another, an in-patient stay of
approximately 2 weeks is available with periodic follow-up out- patient appointments
arranged on discharge from hospital. However, more data are required to verify the
gtuation, and it may be that differencesin service provison reflect differencesin

local need.

6.6.2 Resdential versus day-patient care

For most patients there was no choice. The decision about whether treatment would
be offered on an in-patient, day- patient, or out-patient basis was generaly made by
the consultant and appeared to depend on the basis of how care ddlivery was
organised. An additiona factor, in one areain particular, was that the geographic
distance from the communities where the mgority of patients lived made resdentid
trestment essentidl.



Mogt patients valued the sense of asylum, which this brought. However most
recognised the fact that, as in-patients, they were protected from the environmenta
dressors, which they normally experienced. They talked of feding ‘cocooned’, and
‘inabubble’. Inone Trust they were required to return home from the unit a
weekends and this was generdly felt to be a ussful time for preparing for discharge
and practisng new skillslearned. This sense of trepidation about leaving the relative
safety of the hospital was aso reported by Lancaster and Dudleston (2002), whose
study of current and past drinkers' perceptions of service provison in Scotland
formed part of the evidence presented in support of the Scottish Executive' s Plan for
Action on Alcohal problems (Scottish Advisory Committee on Alcohol Misuse
(SACAM), 2002).

Severd participants, a the Trust where the resdentia programme seemed to be most
structured, found the combined effect of group work, individual therapy, paper-and-
pencil exercised in the evenings and over the weekends, tiring, but the mgority found
it very worthwhile. Thisleve of activity contrasts with reports of resdential carein
which the users of the services complained of boredom and alack of structured
activity in another arealin Scotland (Lancaster B & Dudleston A, 2002). This could
reflect variation in the philosophy of carein the two aress, or perhapsin the level of
resources available.

6.6.3 Psychosocial interventions

All participants had experienced psychosocid interventions as both individua and
group therapies. None were able to identify what was meant by the terms * cognitive
behaviour thergpy’ or ‘motivational enhancement’, athough one patient who had
recently completed a psychology course was able to identify retrospectively different
approaches, which he had experienced.

“ Now I’ ve done the psychology course, | can recognise that the doctor s take the
biological approach, and the cognitive approach, and you can see the client-centred
approach in the one-to-ones. | didn’t seeit while | was there, obvioudly.” (Interview
17, mde, Trust 2)

Others described the content of the psychosocid interventions as including the
following range of activities

“... relapse prevention, talking about the cues and triggers, you know, as well as all
the educational information. | don’t know if that would fit into what ye're asking
aboot [Mativationa Enhancement, Cognitive Behavioural Therapy, Relapse

Prevention] You know it’ s very informative. There was role play, and you know, a lot
of group work” . (Interview 7, femae, Trust 1)

‘Like, you do the cost/benefits, and how to avoid risky situations, and the high risk
situations. Well, we talk about voluntary work and other things to get you into, to try
and pass your time | mean, it’s not the cure all and be all, but it does give you the
tools and the help to put you on the road and you can say well if this person can do it,
then so can . (Interview 2, femae, Trust 1)
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In genera psychosocia interventions were described as being very helpful. It was
acknowledged that dl such interventions could be delivered in either agroup or an
individud formats

6.6.3.1 Group work within NHSfacilities

Activities highlighted as beneficid by severd participants included anger
management, dress/ anxiety management and relaxation exercises, coping ills,
assertiveness training and rehearsing difficult Situations within a safe environment.

The mgority of those who had experience of group work described it as being of
vaue for some of the following reasons.

“1 would say that for me, coming here [to the open group] isthe key. It's hard to say
how they work, but they do work for me. It's good to come along and see the same
people. And you get benefit from other people, knowing that other people have been
through the same thing.” (Interview 6, mae, Trust 1)

“How doesit help? Well | don’t know — but we're a’ the same. Emm, you can get
things off yer chest, and if you relapse or whatever, and yer heed sterts[starts], and ye
get things blown up out of all proportion, and at least coming to meetings you get a
chance to air it, and you might not get an answer — often you don’t, but it does work,
and ye go awa’ hame the calmer.” (Interview 7, femae, Trust 1)

“1 don’t come every week, | used to, but I come about once a month now. | come
because they know what it’slike. I've got other people | could speak to - I’ ve got very
good family, but they don’t understand — they can’t understand. It’s not their fault,
but they don’t understand. Unless you’ ve been there, you don’t ‘ have the tee-shirt’,
but here everyone does. Even staff don’t know, despite all their qualifications, and all
the training, unless you’ ve been there, you don’'t know.” (Interview 4, femae, Trust 1)

For one individud, attending groups was the preferred trestment of choice, dthough
he did recognise the vaue of individua sessions too, but felt that the approach may
become more directive within the individua Stuation.

“I think the groups can be more empowering [than one-to-one sessions]. Probably if |
think about it, Dr X did say “ do this” or “ don’t do that” , and cracks the whip!”
(Interview 1, mde, Trust 1)

All but one of the minority of patients who were gill drinking, found the groups
difficult. One described discharging himself from trestment because he said thet he
was on the brink of having afight with one of the group members. During another
episode of care the same patient discharged himself again because he found the
attitude of a staff member objectionable. He described how, on this occasion, the

gaff member had ingtructed him to attend the group and then interrupted him as he
was about to speak and told him to be quiet. He could not give areason for this. Two
of the other participants expressed resentment as they described incidents where they
fdt that the staff had treated them like children in the groups.



Severd of the women who were interviewed made the point that one of the weekly
groups, which they attended, was for women only. The mgority of the women who
had experienced these groups vaued this, expressing the view that they felt less
inhibited in such an environment. One person said that she could discussissues,
which seemed trivid but were sources of irritation, which could have developed into a
trigger for drinking. These findings echo those of Lancaster & Dudleston (2002) but
are at odds with the recommendations of an expert seminar on women and acohal,
published by the Hedlth Education Board for Scotland, which advocates the provision
of ‘gender sensitive', rather than ‘ gender specific’ services on the grounds of current
limited resources (Plant and Hawe 2000). In the study reported here, those women
who had no experience of women’s only groups had no strong fedlings. However, al
of the men fdt that mixed groups were preferable.

6.6.3.2 Individual therapy sessions within NHSfacilities

This was aso found to be helpful by most participants, and most people expressed the
view that they enabled problem-solving approaches to be addressed at greater depth.
They were dso regarded as important for discussing issues which people felt were too
persond to discuss within the groups. Other views included:

“ The one-to-ones are good, because there’' s some things that, eh..., there can be so
many people speaking at the one time in the groups, that you can’t explain, whereas
in the one-to-one, although you have a set time for the one-to-one, they’ll always
make time for you, day or night.” (Interview 17, mae, Trust 2)

“ And the one-to-ones, even though they were total strangers, you could just talk
away to them no problem just as though you’ d known them all your life. You were a
bit strange to begin with, but that might have been the alcohol still working, and all
the lies you tell when you're on heavy drinking, like. But after the first coupleand I'd
done my detox and all that, it wasjust brilliant. You could talk about everything,
whatever troubles you've got, or if you're doing well, even. Just whatever you want
to talk about.” (Interview 25, mde, Trust 2)

“It’sdirected to your own individual circumstances, it only works if you are honest
with them and you are honest with yourself.” (Interview 15, mde, Trust 2)

“ The one-to-ones were more beneficial for me because | could let go more and |
could tell morethan | could inagroup. There' salot of underlying reasons that you
wouldn’t share with a group but you need the one-to-ones to open up about them.
(Interview 20, mae, Trust 2)

One participant felt that he could not cope with individud sessons since he was,
“Too paranoid to benefit — not ready” (Interview 11, mde, Trust 1)

6.6.3.3 Couplestherapy

None of the participants had experienced forma couples therapy, dthough afew sad
that spouses/partners had attended joint consultations in the early stages of treatment.



6.6.4 Alcoholics Anonymous

Most participants had attended &t least one meeting of Alcoholics Anonymous (AA).
All said that they recognised that AA works well for many people, but most of them
felt that it was not suitable for them. This may, however, have been an artefact of the
recruitment strategy. Those who found it beneficid, dthough in aminority, seemed
to gain congderable support. Theflexibility of the times and venues of meetings was
vaued for arange of reasons, asillugtrated by the following quotations:

“ It doesn’t matter how often you come and go, you' re always welcome — more than
welcome. People are rooting for you and they want you to do well. There’salways a
meeting while she’ s [daughter] at school.” (Interview 7, femde, Trust 1)

Some participants found the experience intimidating.

“l was really nervous at the AA because you had to stand up in front of people and it’s
just theway it’sdone. | know it works for a lot of people you know, but | found when
| went it wasn't right for me at that time. 1’ll maybe give it another go sometime....”
(Interview 13, femde, Trust 2)

A few people expressed concern about the potentia for confidentidity to be breached
a AA metings and were reluctant to disclose their own drinking experiences for this
reason. In contrast they appeared to get afeding of security from the professiona
code of practice of staff and commitment to confidentidity made by group members
in the NHS facilities of which they had experience.

Some people felt that members of AA tended to replace their dependence on a cohol
with a dependence on involvement with AA, which they thought represented limited
progress towards achieving afulfilled life. A few participants suggested that some
AA members continued to drink while attending meetings. Although they recognised
that lapses can occur for people who atte