
                          Study characteristics for disulfiram (oral)

CHICK1992
Data Used

Units per week
Days since last drink
Total drinks
Leaving due to adverse events
Leaving study early

1 N= 64
Disulfiram (witnessed). Mean dose
200mg/day - 200mg of disulfiram taken
daily under supervision of informant.
Counselling or psychotherapy - Varied
between centres but not defined. A few
patients were offered day-patient places.
Marital therapy, relaxation therapy, AA,
vitamin B supplements, and supportive
group therapy were also used by some
patients.

2 N= 62
Placebo - Vitamin C, 100mg daily taken
under supervision of designated informant.
Counselling or psychotherapy - Varied
between centres but not defined. A few
patients were offered day-patient places.
Marital therapy, relaxation therapy, AA,
vitamin B supplements, and supportive
group therapy were also used by some
patients.

Notes: Randomisation: by a pharmacist who
randomly placed treatments against numbers,
which in turn were given to participants entering
treatment.

Setting: Participants were attending one of
seven outpatient alcoholism treatment centres.
All participants had already relapsed after
previous therapy/support

Duration (days): Mean 180
Blindness: Single blind

Study Type: RCT

Type of Analysis: Completers Age: Mean 43 Range 18-67
Sex: 106 males 20 females

Exclusions: Not having relapsed after previous therapy or
other support, pregnant women, cardiac disease, psychosis,
or habitual drug use. Also, all those showing abnormally high
levels of serum bilirubin, AST or ALT were also excluded.

n= 126

Baseline: Total sample:
Employed%: 35
Lived with spouse: 46

Disulfiram Placebo
SADQ: 31.6 (13.6) 33.1 (13.3)
Units per week: 207 190

100% Alcohol Dependence by Undefined
diagnosis tool

DESOUSA2004
No details on financial
support

Data Used
GGT
Drinks per drinking day
Time to first relapse
Time to first drink
Relapse
Abstinent at assessment
Leaving due to adverse events
Leaving study early

1 N= 50
Naltrexone - 50mg of naltrexone taken at
breakfast daily. Compliance was
enhanced by asking family member to
view participant taking drug in the
morning.

Notes: Randomisation: list provided by qualified
statistician. Participants were allocated

Setting: Participants were alcohol-dependent
patients undergoing detoxification in a private
psychiatric hospital in Mumbai, India.

Duration (days): Mean 365
Blindness: Open

Study Type: RCT

Type of Analysis: ITT Age: Mean 44 Range 18-65
Sex: all males

Exclusions: <18 or >65 years of age, no DSM-IV diagnosis
of alcohol dependence, unstable family environment. Further
criteria: other substance use and dependence excluding
nicotine dependence, any comorbid psychiatric disorder that

n= 100

100% Alcohol Dependence by DSM IV

Disulfiram + Counselling Vs Counselling

GERREIN1973

Disulfiram Vs Acamprosate

LAAKSONEN2008

Disulfiram Vs Naltrexone

DESOUSA2004
LAAKSONEN2008

Disulfiram Vs Placebo

CHICK1992
FULLER1979
FULLER1986

Disulfiram Vs Topiramate

DESOUSA2008
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2 N= 50
Disulfiram - 250mg of disulfiram taken
daily at breakfast. Compliance was
enhanced by asking family member to
view participant taking drug in the
morning.

according to serial number on list.

Info on Screening Process: n=182 participants
were screened, n=114 met inclusion criteria.
Of these n=105 gave consent, but n=5 dropped
out before randomisation.

met DSM-IV criteria, any medical condition that would
interfere with treatment compliance, liver function tests
elevated above three times normal limit and previous
treatment with naltrexone and/or disulfiram.

Notes: Detoxification was either in the hospital setting or in
community. Compliance enhanced by asking family
member to view participant taking medication.

Baseline: Naltrexone Disulfiram
Days of drinking
in last 6 months: 87 (20) 87 (22)
ADS severity: 29 (5) 28 (6)
ASI: 0.7 (.14) 0.71 (.12)
Typical drinks
per day: 12.5 (5) 12.2 (5.1)

DESOUSA2008
Data Used

Time to first relapse
Time to first drink
Relapse
Leaving due to adverse events
Leaving study early

Notes: Relapsed: defined as >5 drinks/40g of
alcohol in 24 hours.

1 N= 50
Disulfiram (witnessed). Mean dose
250mg/day - 250mg of disulfiram taken
daily at breakfast. Family members
observed participants while taking their
medication.
Supportive psychotherapy - Weekly
supportive group psychotherapy was
offered to all participants. Less structured,
abstinence was positively reinforced.

2 N= 50
Topiramate. Mean dose 150mg/day -
50mg of topiramate taken three times
daily. Family members observed
participants while taking their medication.
Supportive psychotherapy - Weekly
supportive group psychotherapy was
offered to all participants. Less structured,
abstinence was positively reinforced.

Notes: Randomisation: performed by qualified
statistician, with treatment allocated by clinic
staff according to serial number on the list.

Setting: Participants were undergoing inpatient
detoxification in a psychiatric hospital. The
centre had facilities for inpatient and outpatient
treatment

Duration (days): Mean 252
Blindness: Open

Study Type: RCT

Info on Screening Process: n=171 patients
were screened, n=103 met inclusion criteria
and the first 100 (in serial order) were
randomised to treatment.

Type of Analysis: ITT Age: Range 18-65
Sex: all males

Exclusions: <18 or >65 years of age, no DSM diagnosis of
alcohol dependence, unstable family environment. Further
criteria: other substance use disorders, comorbid psychiatric
disorder, medical condition that would interfere with
treatment compliance or be a contraindication of the drugs in
the study, any liver function test values more than three
times upper limit.

Notes: Stable family environment required so that family
could ensure compliance and provide follow up information.

n= 100

Baseline: Disulfiram Topiramate
Drinks per drinking day: 9.6 (4.3) 10.4 (4.4)
Days of drinking in month: 86 (12) 82 (14)
Severity on ADS: 26 (5) 28 (4)
ASI: 0.69 (0.08) 0.73 (0.10)
Married (%): 98 98
Employed (%): 68 76

100% Alcohol Dependence by DSM IV

FULLER1979
Data Used

% continuously abstinent
1 N= 43

Disulfiram. Mean dose 250mg/day -
Participants were instructed to take one
500mg tablet of disulfiram daily for the
first week of treatment, and this was then
reduced to 250mg per day thereafter.

2 N= 43
Disulfiram. Mean dose 1mg/day - Inactive
treatment identical in appearance to
active disulfiram but containing only 1mg
of disulfiram. Taken in same dosing
schedule as 'active' disulfiram.

Notes: Randomisation: computer generated.

Setting: All participants attended Cleveland VA
hospital and were requesting treatment for
alcoholism or were admitted for one or more
alcohol-related illnesses

Duration (days): Mean 365
Blindness: Double blind

Study Type: RCT

Type of Analysis: ITT Age: Mean 43
Sex: all males

Exclusions: Individuals not living with a relative, were 60
years old or older, had any of the following contraindications
to disulfiram: heart disease, history of psychosis, idiopathic
seizure disorder, cirrhosis with portal hypertension, or

n= 128

100% Alcohol Dependence by Undefined
diagnosis tool
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3 N= 42
Placebo - Participants were instructed to
taken one tablet of riboflavin (50mg) daily.
Participants were aware they were not
taking active medication.

chronic renal disease.

Notes: Placebo group were aware of their allocation to
inactive medication. Disulfiram and disulfiram 'placebo'
groups unaware of allocation.

FULLER1986
Data Used

% continuously abstinent
Leaving study early

Notes: Abstinence: designated if there was no
evidence, from patients self-reports, reports for
family/friends or detected through urine or blood
specimens.

1 N= 202
Disulfiram. Mean dose 250mg/day -
250mg of disulfiram taken daily.
Counselling - Defined as any interaction
between the patient and member of the
outpatient alcohol rehabilitation staff,
which didn't exceed 3 hours a week. Most
sessions were in groups, and occurred at
least weekly for first 6 month, biweekly for
the next 6 months.

2 N= 204
Disulfiram. Mean dose 1mg - 'clinically
insufficient' 1mg of disulfiram taken daily.
Counselling - Defined as any interaction
between the patient and member of the
outpatient alcohol rehabilitation staff,
which didn't exceed 3 hours a week. Most
sessions were in groups, and occurred at
least weekly for first 6 month, biweekly for
the next 6 months.

3 N= 199
Placebo - No disulfiram - participants told
they were not taking disulfiram and
instead were taking riboflavin. This group
was a control group for the counselling
delivered.
Counselling - Defined as any interaction
between the patient and member of the
outpatient alcohol rehabilitation staff,
which didn't exceed 3 hours a week. Most
sessions were in groups, and occurred at
least weekly for first 6 month, biweekly for
the next 6 months.

Notes: Randomisation: Sequentially number
envelopes based on a randomisation list.

Setting: Patients presented for treatment at a
participating alcoholism treatment unit. VA
hospital.

Duration (days): Mean 365
Blindness: Double blind

Study Type: RCT

Info on Screening Process: n=6629 screened,
n=5011 were excluded for not meeting
inclusion criteria or refusing to participate in the
trial. Leaving n=605 to be randomised.

Type of Analysis: ITT Age: Mean 42
Sex: all females

Exclusions: <60 years of age, Not meeting national council
on alcoholism diagnostic criteria. Further exclusion: lived
alone, had a condition that contraindicated the use of
disulfiram (heart disease, organic brain syndrome, etc),
history indicating compulsive destructive behaviour,
uncooperativeness, or abuse of psychoactive drugs, had
been abstinent for over one month, or lived more than 80km
from the hospital.

Notes: Abstinence was the goal of the rehabilitation
program.

n= 605

Baseline: 250 Disulf 1mg Disulf No Disulf
Days drinking
in previous month: 20.3 (0.7) 20.8 (0.7) 20.0 (0.7)
Employed (%): 51 56 54
Married (%): 73 71 66

100% Alcohol Dependence by National Council
on alcoholism diagnostic criteria

GERREIN1973
Supported by National
Institute of Alcohol Abuse
and Alcoholism grant.

Data Used
Leaving study early
% continuously abstinent

1 N= 13
Disulfiram. Mean dose 250mg/day -
Participants were given a 7-day supply of
disulfiram once a week, to take at home.
250mg dose taken daily.
Counselling - Weekly individual visits to a
counsellor. No further details

Notes: Randomisation: no details.

Setting: Outpatient alcoholism clinic at Boston
city hospital.

Duration (days): Mean 56
Blindness: Open

Study Type: RCT

Type of Analysis: ITT Age: Mean 42
Sex: 107 males 14 females

n= 121

Baseline: Total sample:
With spouse(%): 10

100% Alcohol Dependence by Undefined
diagnosis tool
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2 N= 13
Disulfiram (witnessed) - Particpants
received disulfiram twice a week in the
clinic, witnessed by a nurse, and received
5 tablets to take alone during the week.
250mg was taken daily.
Counselling - Weekly individual visits to a
counsellor as well as a open discussion
group on Mondays and Thursdays.

3 N= 12
Counselling - Weekly individual visits to a
counsellor. No further details.
In addition - participants were told they
may receive disulfiram in the future
depending on 'how they were doing'.

4 N= 11
Counselling - Same as counselling only
group, but with additional invitation to the
open discussion groups weekly.

5 N= 36
Counselling - Refused to take disulfiram
but allowed to attend counselling on a
weekly basis at the clinic.

6 N= 36
Counselling - Refused to take disulfiram
but allowed to attend counselling on a
weekly basis at the clinic as well as open-
group discussion.

Employed(%): 49

LAAKSONEN2008
Study medications were
purchased from Dumex-
Alpharma, Bristol-Myers
Squibb and Merck.

Data Used
Average alcohol (g) per week
Abstinent days per week
Time to first relapse
Time to first drink
Leaving study early

Notes: Standard drink = 12g of ethanol.
Relapse: defined as 5 or more drinks in a day or
men, 4 or more for women.

1 N= 81
Disulfiram. Mean dose 150mg/day - 100-
200mg taken daily or 400mg taken twice
a week. Dose was decided by the study
doctor based on the participants weight.
Brief 'cognitive-behavioural' intervention -
Psychosocial treatments were matched to
the medications used - total abstinence
was goal of disulfiram, reducing heavy
drinking or abstinence for naltrexone and
acamprosate. Manual contained elements
of problem-solving, motivation and
relapse prevention.

Notes: Randomisation: Assigned by an
independent person in a 1:1:1 ratio - using
random number permutated blocks.

Setting: Voluntary seeking outpatient treatment
for alcohol problems at 3 different A-clinics in
Finland.

Duration (days): Mean 365
Blindness: Open

Study Type: RCT

Info on Screening Process: n=277 screened,
n=14 refused to participate, n=20 did not meet
inclusion criteria, leaving n=243 to be
randomised.

Type of Analysis: Completers Age: Mean 43 Range 25-65
Sex: 172 males 71 females

Exclusions: No ICD-10 diagnosis of alcohol dependence,
clinically significant symptoms of alcohol withdrawal,
significant recently diagnosed psychiatric disease
(psychosis, personality disorder, or suicidal tendency that
appeared during the initial interview), current psychiatric
disease demanding special treatment or medication
including DSM-IV determined drug dependence other than
alcohol or nicotine dependence, current use of any opioids
within the 4 weeks before screening, significant brain, thyroid,
kidney disease, uncompensated heart disease, clinically
significant liver disease (cirrhosis, alcoholic hepatitis or
alanine transaminase (ALT) >200), pregnancy, nursing, or
women who refused to use a reliable birth control.

Notes: All interventions were taken under supervision of
friend/family of participant.
For the first 12 weeks, medication was taken daily. From

n= 243

100% Alcohol Dependence by ICD-10
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2 N= 81
Acamprosate. Mean dose 1998mg/day -
666mg of acamprosate taken three times
daily if body weight was more than 60kg,
if less then 1333mg was taken daily.
Brief 'cognitive-behavioural' intervention -
Psychosocial treatments were matched to
the medications used - total abstinence
was goal of disulfiram, reducing heavy
drinking or abstinence for naltrexone and
acamprosate. Manual contained elements
of problem-solving, motivation and
relapse prevention.

3 N= 81
Naltrexone. Mean dose 50mg/day - 50 mg
of naltrexone taken daily.
Brief 'cognitive-behavioural' intervention -
Psychosocial treatments were matched to
the medications used - total abstinence
was goal of disulfiram, reducing heavy
drinking or abstinence for naltrexone and
acamprosate. Manual contained elements
of problem-solving, motivation and
relapse prevention.

weeks 13-52, medication was taken in 'targeted' basis - in
response to craving situation.

Baseline: Disulfiram Naltrexone Acamprosate
Alcohol (g/week)
Min: 120 132 240
Max: 1848 1680 2520
Married(%): 62.5 58.4 48.0
Employed(%): 70.4 56.6 71.4

CHICK1992 (Published Data Only)

Chick, J., Gough, K., Falkowski, W., et al. (1992). Disulfiram treatment of alcoholism. British Journal of Psychiatry, 161, 84-89.

DESOUSA2004 (Published Data Only)

De Sousa, A., & De Sousa, A. (2004). A one-year pragmatic trial of naltrexone vs disulfiram in the treatment of alcohol dependence. Alcohol & Alcoholism, 39 (6), 528-531.

DESOUSA2008 (Published Data Only)

De Sousa, A.A., & De Sousa, J.A. (2008). An Open randomized trial comparing disulfiram and topiramate in the treatment of alcohol dependence. Journal of Substance Abuse Treatment, 34, 460-463.

FULLER1979 (Published Data Only)

Fuller, R.K., & Roth, H.P. (1979). Disulfiram for the treatment of alcoholism: An evaluation of 128 men. Annals of Internal Medicine, 90, 901-904.

FULLER1986 (Published Data Only)

Iber, F.L., Lee., K., Lacoursiere, R., & Fuller, R. (1987). Liver toxicity encountered in the veterans administration trial of disulfiram in alcoholics. Alcoholism: Clinical and Experimental Research, 11
(3), 301-304.

Fuller, R.K., Branchey, L., Brightwell, D.R., et al. (1986). Disulfiram treatment of alcoholism: A veterans administration cooperative study. JAMA, 256 (11), 1449-1455.

GERREIN1973 (Published Data Only)

Gerrein, J.R., Rosenberg, C.M., & Manohar, V. (1973). Disulfiram maintenance on outpatient treatment of alcoholism. Archives of General Psychiatry, 28, 798-802.

LAAKSONEN2008 (Published Data Only)

Laaksonen, E., Koski-Jannes, A., Salapuro, M., Ahtinen, H., & Alho, H. (2008). A randomized, multicentre, open-label, comparative trial of disulfiram, naltrexone and acamprosate in the treatment of
alcohol dependence. Alcohol & Alcoholism, 43 (1), 53-61.
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