
                            Study characteristics for acamprosate + naltrexone

Characteristics of Included Studies

Comparisons Included in this Review Question

Methods Participants Outcomes Interventions Notes
ANTON2006

Study was supported by
grants from the NIAAA.
Acamprosate, Naltrexone
and matching placebos
were donated by Lipha
Pharmaceuticals.

Data Used
Relapse
% days abstinent
Leaving due to adverse events
Leaving study early

1 N= 154Group
Naltrexone. Mean dose 100mg/day -
Dose of 25mg over first 4 days, dose of
50mg over next 4 days and then 100mg a
day for the rest of the study. Placebo
acamprosate also taken.
Medication management - Delivered by
licensed healthcare professional over 9
sessions in which pills were dispensed.
Initial visit was for 45 minutes,
professional recommended abstinence
and provided education about alcohol and
the study medications. Encouraged AA.

2 N= 152Group
Acamprosate. Mean dose 3g/day - Two
500mg tablets taken three times daily (6
tablets in total daily). Could be lowered if
required. Placebo naltrexone also taken.
Medication management - Delivered by
licensed healthcare professional over 9
sessions in which pills were dispensed.
Initial visit was for 45 minutes,
professional recommended abstinence
and provided education about alcohol and
the study medications. Encouraged AA.

3 N= 148Group
Naltrexone + Acamprosate - Combines
the dosing schedule for naltrexone and
acamprosate alone interventions
Medication management - Delivered by
licensed healthcare professional over 9
sessions in which pills were dispensed.
Initial visit was for 45 minutes,
professional recommended abstinence
and provided education about alcohol and
the study medications. Encouraged AA.

Notes: Randomisation: permuted block design,
using blocks of 9 stratified by site. Implemented
via central telephone-based interactive voice
response system.

Followup: 1 year

Setting: recruited from 11 sites, by
advertisements or clinical referrals.

Duration (days): Mean 112
Blindness: Double blind

Study Type: RCT

Info on Screening Process: Approximately
n=5000 were screened by telephone or in
person, but only n=1383 were eligible after
assessment.

Type of Analysis: ITT- as long as baseline data

Diagnosis:

Age: Mean 44 Range 18-
Sex: 955 males 428 females

Exclusions: <18 years of age, no DSM diagnosis of alcohol
dependence, drinking less than 14 drinks a week if female,
less than 21 drinks a week if male, less than 4 consecutive
days abstinent or more than 21. Further criteria: meeting
DSM criteria for major psychiatric disorder or psychological
disorder requiring medication, current dependence on any
drug except nicotine, cannabis or alcohol, meeting DSM
criteria for opioid dependence in past 6 months, significant
medical disorder, abnormal AST or ALT(3 times upper limit),
participants who are pregnant, nursing or not using adequate
birth control, individuals intending to engage other
treatments for alcohol problems, individuals with previous
treatment with the study interventions.

Notes: Participant's were required to acknowledge a desire
to stop drinking. They were also required to be drinking at
least 21 drinks a week if male, 14 drinks a week if
male.Recommended abstinence

n= 1383

Baseline: Drinks/ UK % days %
%

drinking units abstinent Married Empl-
day oyed

PLB+MM 12.6 (7.67) 18.9 24.3 (24.74) 44.4 79.7
NALX+MM 12.7 (7.69) 19.1 29.8 (24.70) 38.3 72.7
ACAM+MM 12.2 (7.77) 18.3 24.6 (24.78) 36.2 71.7
NALX+
ACAM+MM 12.4 (7.66) 18.6 22.9 (24.70) 42.6 70.9
PLB+CBI 12.6 (7.74) 18.9 24.3 (24.73) 50.0 71.8
NALX+CBI 12.4 (7.72) 18.6 23.7 (24.78) 37.4 76.8
ACAM+CBI 13.2 (7.74) 19.8 25.3 (24.70) 44.4 70.9
NALX+
ACAM+CBI 12.2 (7.77) 18.3 26.8 (24.68) 43.3
70.7
CBI only 11.8 (7.66) 17.7 23.5 (25.35) 41.4 69.4

100% Alcohol Dependence by DSM IV

Acamprosate + Naltrexone vs
acamprosate

ANTON2006
KIEFER2003

Acamprosate + Naltrexone vs
naltrexone

ANTON2006
KIEFER2003

Acamprosate + Naltrexone vs placebo

ANTON2006
KIEFER2003
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4 N= 153Group
Placebo - Inactive placebo tablets
identical in appearance to active
acamprosate and naltrexone taken on the
same dosing schedule as the active
interventions.
Medication management - Delivered by
licensed healthcare professional over 9
sessions in which pills were dispensed.
Initial visit was for 45 minutes,
professional recommended abstinence
and provided education about alcohol and
the study medications. Encouraged AA.

5 N= 155Group
Naltrexone - Dose of 25mg over first 4
days, dose of 50mg over next 4 days and
then 100mg a day for the rest of the
study. Placebo acamprosate also taken.
Combined behavioural intervention +
MM - Up to 20 sessions of 50 minutes
delivered by health specialists. Integrated
aspects of coping skills (project MATCH),
12-step facilitation, motivational
interviewing and support system
involvement. Medication management
also provided.

6 N= 151Group
Acamprosate - Two 500mg tablets taken
three times daily (6 tablets in total daily).
Could be lowered if required. Placebo
naltrexone also taken.
Combined behavioural intervention +
MM - Up to 20 sessions of 50 minutes
delivered by health specialists. Integrated
aspects of coping skills (project MATCH),
12-step facilitation, motivational
interviewing and support system
involvement. Medication management
also provided.

7 N= 157Group
Naltrexone + Acamprosate - Combines
the dosing schedule for naltrexone and
acamprosate alone interventions
Combined behavioural intervention +
MM - Up to 20 sessions of 50 minutes
delivered by health specialists. Integrated
aspects of coping skills (project MATCH),
12-step facilitation, motivational
interviewing and support system
involvement. Medication management
also provided.
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8 N= 156Group
Placebo - Inactive placebo tablets
identical in appearance to active
acamprosate and naltrexone taken on the
same dosing schedule as the active
interventions.
Combined behavioural intervention +
MM - Up to 20 sessions of 50 minutes
delivered by health specialists. Integrated
aspects of coping skills (project MATCH),
12-step facilitation, motivational
interviewing and support system
involvement. Medication management
also provided.

9 N= 157Group
Combined behavioural intervention - Up
to 20 sessions of 50 minutes delivered by
health specialists. Integrated aspects of
coping skills (project MATCH), 12-step
facilitation, motivational interviewing and
support system involvement.

KIEFER2003
Funding: medication
donated by DuPont (nalx)
and Merck (Acamp)

Data Used
Relapse
Leaving study early

Data Not Used
GGT - Not relevant

Notes: Relapse was defined as 5 or more drinks
for a man, 4 or more for a woman.

1 N= 40Group
Group therapy - Weekly abstinence
orientated sessions, including coping
skills and relapse prevention based on
the cognitive behavioural model of
substance abuse. Groups were of
between 8 and 14 participants and
sessions lasted 90 minutes.
Acamprosate. Mean dose 1998mg/day -
Medication dose constant throughout 12
week study period. 1998mg/day given in
form of 2 tablets three times daily.

2 N= 40Group
Naltrexone. Mean dose 50mg/day -
Medication dose constant throughout 12
week study period. 50mg/day given as 1
capsule in the morning.
Group therapy - Weekly abstinence
orientated sessions, including coping
skills and relapse prevention based on
the cognitive behavioural model of
substance abuse. Groups were of
between 8 and 14 participants and
sessions lasted 90 minutes.

Notes: Randomisation: according to a
computer-generated code. Allocation codes in
sealed envelopes

Followup: 12 weeks

Setting: All patients with alcoholism admitted to
an inpatient alcohol withdrawal program in
Hamburg

Duration (days): Mean 84
Blindness: Double blind

Study Type: RCT

Info on Screening Process: n=196 registered,
n=16 excluded due to medical issues, n=9 due
to concurrent treatment and n=11 declined
study participation. n=160 randomised.

Type of Analysis: ITT

Diagnosis:

Age: Mean 46 Range 18-65
Sex: 118 males 42 females

Exclusions: <18 or > 65 years of age, <5 DSM-IV criteria for
alcohol dependence, body weight <60kg or >90kg, abstinent
for <12 days, displaying withdrawal symptoms, positive drug
screening. Further exclusions: current mental/psychiatric
impairment/disease that required medication or inpatient
treatment, history of cocaine/opiate abuse, history of
psychosis, current use of psychotropic medication, evidence
of severe neurological/physical disorders, history of cirrhosis,
homelessness, pregnancy or refusal to use reliable birth control.

n= 160

Baseline: OCDS VAS Married Partnership
score (%) (%)

Placebo 18.2 (12.1) 23.7 (26.7) 30 55
Acamprosate 20.1 (10.6) 23.6 (28.0) 23 48
Naltrexone 17.9 (13.2) 18.6 (27.7) 25 58
Acamp + Nalx 14.1 (11.8) 17.9 (27.7) 33 43

100% Alcohol Dependence by DSM IV
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References of Included Studies

Characteristics of Excluded Studies - see final section.

References of Excluded Studies - see final section. 

3 N= 40Group
Naltrexone + Acamprosate - Medication
dose constant throughout 12 week study
period. Same dosage and tablet numbers
as the single pharmacological
interventions.
Group therapy - Weekly abstinence
orientated sessions, including coping
skills and relapse prevention based on
the cognitive behavioural model of
substance abuse. Groups were of
between 8 and 14 participants and
sessions lasted 90 minutes.

4 N= 40Group
Placebo - Inactive control, same dosing
procedure as with active pharmacological
intervention
Group therapy - Weekly abstinence
orientated sessions, including coping
skills and relapse prevention based on
the cognitive behavioural model of
substance abuse. Groups were of
between 8 and 14 participants and
sessions lasted 90 minutes.
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