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Acceptability of Naltrexone by Patientswith
Opioid Dependence: an Indian Per spective

A Malhotra, D Basu, SK Mattoo, N Gupta, R Malhotra

Abstract

Objective: Natrexoneis reported to be areasonably effective treatment for relapse prevention
for patientswith opioid dependence. However, thereisalack of dataon outcome and acceptability
for Indian patients.

Patients and Methods: A prospective, longitudinal, open-label, intent-to-treat study was
performed in which 106 patients with opioid dependence were given naltrexone 50 mg daily for
6 months.

Results: Fifty eight patients (55%) were followed up and reassessed after 6 months. The follow-
up and drop-out groups were comparable. Using last outcome carried forward analysis, the
overall abstinence rate was 52% (55 of 106 patients). Side effects were uncommon, mild, and
transient, with bitter taste being the commonest, and there was no hepatic dysfunction. Level of
satisfaction and perception regarding naltrexone astreatment for opioid dependence wasreported
to be satisfactory and reasonably high by the patients and their attendants/rel atives, respectively.
Conclusion: Naltrexone appears to be an acceptabl e treatment for opi oid-dependent patientsin
India. However, controlled and randomised trials are warranted to eval uate associated factors.
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I ntroduction

Opioid dependence is a significant medical and social
problem, with such patients being at significant risk for
developing human immunodeficiency virus and hepatitis.
A promising treatment for relapse prevention in patientswith
opioid dependenceisnaltrexone. Naltrexoneisalong-acting
competitive opioid antagonist that blocks the reinforcing
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effects of opioidsand eliminates opioid self-administration.?
It is reported to be well tolerated with few or no agonist
effects at therapeutic doses.*

Numerous open-label, placebo-controlled, and double-
blind trials of naltrexone have been performed.**4 However,
due to variable sample sizes and outcome parameters, the
results obtained have been ambiguousin termsof theclinical
effectiveness of naltrexone for relapse prevention.® The
major limitations associated with naltrexone are low
retention rates, with most patients stopping treatment within
2 months,* and absence of studies assessing outcome and
compliance at or beyond 6 months.

Many studies are available from the West assessing the
efficacy and retention rateswith naltrexone. Outcomes have
been fair to good with retention rates ranging from 0% to
50%.* A recent study from China reported abstinence rates
of approximately 25% using both double-blind and open-
label methodologies.® However, there is only 1 study from
India evaluating the efficacy of 3 months of naltrexone
maintenance therapy for opioid dependence.® This is
intriguing, bearing in mind the high prevalence (and
associated complications) of opioid dependence in India
where methadone maintenance therapy for opioid depen-
denceisnot available. Also, use of buprenorphine sublingual
tabletsisnot regular, the cost isreasonably high, and efficacy
studies are lacking.

Naltrexone, on the other hand, hasbeen availablein India
for at least 5 years. Although, the high price during theinitial
years precluded its use by clinicians and patients alike, the



cost has substantially reduced in the past 24 months. In India,
naltrexoneisfrequently used asarel apse prevention strategy
for opioid dependence. However, the efficacy, outcome, and
retention rates are unknown, highlighting theimportance of
developing a database of the efficacy and acceptability of
naltrexone therapy in India.

With these issues in mind, this study, with an open-
label, naturalistic treatment design, was planned to broadly
assess the acceptability of naltrexone for opioid-dependent
patients in India. The following are the objectives of the
study:

« to characterise the acceptance of naltrexone for relapse
prevention of patients with opioid dependence

* to compare the follow-up and drop-out groups

« to evaluate the acceptability and tolerability of naltrexone
during a 6-month period.

Patients and M ethods

Patients

The study group comprised patients attending the Drug De-
addiction and Treatment Centre (DDTC), Department of
Psychiatry at the Postgraduate I nstitute of Medical Education
and Research in Chandigarh, India, with a primary
International Classification of Diseases-10 diagnosis of
opioid dependence syndrome.” Patientswere recruited from
both outpatient and inpatient facilities of the DDTC between
August 1999 and December 2000.

All patients who were cooperative and expressed a
willingness to participate in the study were recruited. The
presence of hepatic dysfunction and major physical ill-
ness served as exclusion criteria. However, patients with
comorbid substance abuse and psychiatric illnesses were
included as this study aimed at assessing the acceptability
of naltrexone for patients with opioid dependence seeking
treatment from a specialty service.

Setting

TheDDTCisaspeciadist centrefor treating addiction-related
problemsand disorders. It islocated in atertiary carereferral
hospital setting in North Indiawith acatchment areacatering
to approximately 40 million people. The DDTC provides
both outpatient and inpatient serviceswith the focus on both
detoxification and rel apse prevention management strategies.
The treatment model is based on an integrated biopsycho-
social approach to addiction.

Instruments

Thefollowing instruments were administered to the patients

and their relatives.

1. The Sociodemographic Profile Sheet was devel oped by
the Department of Psychiatry. Theinstrument comprises
variables such as age, sex, education, occupation, marital
status, and locality.

2. The Clinical Profile Sheet was developed by the
investigators for the purpose of this study. The sheet
comprises variables such as the nature of the substance
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used, duration of dependence, relapse-related history,
comorbidity, and side effects.

3. The Attitudes and Perception Scale for Naltrexone
(APSN) isa10-item scale devel oped by theinvestigators,
and aimed at assessing the attitude to and perception
about naltrexone. Each item is scored from 0 to 2, with
amaximum possible score of 20. A higher scoreindicates
better attitude to and perception about naltrexone.

4. The Multiphasic Personality Questionnaire (MPQ) is
derived from the Minnesota Multiphasic Personality
Inventory.® The questionnaire was developed and
validated in India® It is a 100-item forced choice true/
false inventory that evaluates the personality profile for
anxiety, depression, mania, paranoia, schizophrenia,
hysteria, psychopathic deviation and lie scale, and
repressor-sensitiser scales.

5. TheVisua Analogue Scale (VAS) wasdeveloped for this
study. The scaleis alinear scale, ranging from 0 to 10,
for assessing the overall level of satisfaction with the
treatment methods.

Procedure

All patients underwent detoxification for the management
of their withdrawal symptoms. The detoxification process
was carried out using clonidine, analgesics, and nitrazepam
for aperiod of 10 to 14 days. All patients had to be opioid
free (asreported by self, family, or staff report and presence
of negative urinary thin layer chromatography [urine TLC])
for at least 7 days prior to initiation of therapy.

During recruitment, baseline assessment was carried out.
The patientsand their attendantsor relativeswere counselled
about the need for naltrexone and a brief summary was
provided about the mechanism of action and cost. Thereafter,
patients were administered the instruments in order, while
the attendants or relatives were administered instruments 3
and 5. Baselineliver function tests (LFT) were a so obtained
and naltrexone 50 mg/day was initiated for a period of at
least 6 months.

Follow-up wasarranged in thefirst 3to 4 weeks, although
flexibility was ensured for individual patients. During the
follow-up, an independent clinician enquired as to the
patients’ status and the exact clinical statuswasrecorded in
thefile. Attempts were made by theinvestigatorsto counsel
the patients and attendants during these visits.

Additionally, to ensure the authenticity of theinformation
provided in relation to abstinence or naltrexone use, urine-
screening assays (urine TLC) were requisitioned. Although
urine toxicology isthe most common and preferred method
for opioid detection, it is limited by the fact that it only
determines the absol ute amount of drug present in the urine
— excretion and concentration of adrug in urineis affected
by several factors such as the dilution and acidity of
the urine — and the form in which the drug was originally
taken or when and how much was taken cannot be determined
from a positive urine test.’® However, amongst the various
urine toxicology methods, TLC is the least expensive and is
reliable
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Subsequently, patients were re-assessed after completion
of the 6-month period following initiation of naltrexone.
Patientswere administered instruments 1 to 5 and attendants
and relatives were administered instruments 3 and 5.

Definitions used in the study include the following:

o drug-free period — the time elapsed between thefirst day
of naltrexone administration and the first evidence of
opiate use (either by positive urine test for opiate or the
day on which the patient reported opiate use)®

* relapse — routine use of opiates since detoxification
lasting for at least 2 weeks of daily use*

* non-relapse/lapse— no return to aperiod of routine opiate
use, but may have had occasional episodes of opiate use.

Statistical Analysis

Discrete (categorical) variables were analysed using Chi-
square of Fisher's Exact Probability Test. Continuous
variables were analysed using Students’ t-test and paired
t-test (for repeat measures). To compare time until the
patient was compliant with naltrexone versus those non-
compliant with naltrexone, a survival curve was plotted for
thefollow-up group. All analyseswere performed using the
Statistical Package for the Social Sciences version 7 for
Windows.

Results

The study group comprised 106 mal eswith varioustypes of
opioid dependence seeking treatment from a tertiary care
specialty clinic. The characteristics of the cohort are
presented in Table 1. All 106 patientswere given naltrexone
and followed up for 6 months. At the end of the 6-month
period, only 58 patients (55%) were re-assessed; the
remaining 48 (45%) had dropped out or were untraceable.
Various socio-clinical variables of the 2 groups were
compared (Table 2). Both groups were nearly comparable
on all the socio-clinical variables. A survival curve was
charted for the ‘follow-up’ group in relation to compliance
status when taking naltrexone (Figure 1). The follow-up
group of 58 patients was then subject to further analysis to
assess therapy-related parameters (Table 3). Additionally, to
evaluate the acceptability of naltrexone asamode of relapse
prevention for opioid dependence, a pre- and post-treatment
comparison was carried out (Table 4).

Overal analysis of patients taking naltrexone therapy
showed that, of the 58 patients completing the protocol
of assessment, 32 (55%) were abstinent and 26 (45%)
had relapsed. Intent-to-treat analysis was performed for
the drop-out group. The last outcome was carried forward,
taking this as equivalent to the possible outcome measure
at 6 months, thereby generating outcome data for this
group. Of the 48 patients not completing the protocol of
assessment, 23 (48%) were deemed abstinent and 25 (52%)
relapsed. Hence, the cumulative outcome status was 55
patients (52%) being abstinent and 51 (48%) having relapsed
at re-assessment 6 months after the start of naltrexone
therapy.

Discussion

This prospective follow-up study attempts to characterise
patients with opioid dependence (with or without other
substance dependence) taking naltrexone therapy. The study
participants were all men of a relatively young age and
educated for approximately 10 years. Predominance of single
persons of low socio-economic status, Hindu, unmarried,
urban men were seen. The socio-demographic profile of
these patientswas similar to that of the population attending
the DDTC during 1999.1* Regarding the type of opioids,

Table 1. Sociodemographic and clinical profile of patients given
naltrexone (n = 106).

Variable Value (%)
Age at intake (years) 28.41 + 8.46
Number of educationa years 11.82+2.53
Marital status

Single 65 (57)

Married 41 (43)
Occupation

Worker 44 (42)

Student 14 (13)

Unemployed 30 (28)

Others 18 (17)
Income (Rupees per month)

<4000 54 (51)

4001-8000 22 (21)

>8000 30(28)
Religion

Hindu 62 (58)

Sikh 41 (39)

Christian 33
Family type

Nuclear 44 (42)

Joint 62 (58)
Locality

Urban 87 (82)

Rural 19 (18)
Type of treatment

Inpatient 55 (52)

Outpatient 51 (48)
Type of opioids

Heroin 35(35)

Injectables 23(22)

Natural opioids 14 (13)

Semisynthetic opioids 34 (32)
Duration of opioid dependence (months) 74.19 + 64.68
Past history of relapse 9(8.5)
Presence of comorbidity 13 (12.3)
Presence of socia support 105 (99)
Number of days abstinent prior to 18.26 + 11.38
initiation of naltrexone
Reasons for initiation of naltrexone

Craving 81 (76.4)

Inadequate social support 5(4.7)

Others 67 (63.2)




there were fewer patients using heroin compared with the
DDTC population, the reasonsfor which areunclear. Patients
had a mean duration of at least 6 years of dependence with
psychosocial complicationsin various areas. However, 90%

Table 2. Comparison of follow-up group versus drop-out group.
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had never sought treatment for their drug dependence.
Comorbidity was reportedly higher than that seen in the
DDTC clinic population, and could be attributable to the
selection procedure. An important aspect was the presence

Variable Follow-up group (n = 58) Drop-out group (n = 48) X*/t-value
Age at intake (standard deviation) [years] 28.36 (8.63) 28.46 (8.35) 0.06
Marital status
Single 36 28 0.02
Married 23 20
Duration of education (standard deviation) [years] 11.71 (2.66) 11.96 (2.39) 051
Occupation
Worker 24 20
Student 10 4 7.75*
Unemployed 19 11
Others 5 11
Income (Rupees per month)
<4000 32 22
4001-8000 11 12 1.00
>8000 15 14
Religion
Hindu 41 21
Sikh 16 25 7.89*
Others 16 2
Family type
Nuclear 27 24 0.03
Joint 31 24
Locality
Urban 50 37 0.93
Rural 8 11
Nature of opioids used
Heroin 20 15
Injectables 13 10 0.93
Natural opioids 6 8
Semisynthetic opioids 19 15
Duration of dependence (standard deviation) [months] 70.02 (66.42) 79.23 (62.83) 0.73
Past history of relapse 2/56 7/41 2.88
Presence of comorbidity
Yes 8 5 0.05
No 50 43
Number of abstinent days prior to naltrexone therapy 18.26 (11.38) 18.00 (10.27) 0.22
(standard deviation)
Reasons for initiation
Craving 45 36 0.01
Poor social support 5 2 0.31
Miscellaneous 35 32 0.22
Baseline liver function test
Serum bilirubin 0.50 (0.12) 0.51 (0.15) 0.18
Serum glutamic-oxal oacetic transaminase 34.16 (22.56) 31.58 (13.20) 0.70
Serum glutamate pyruvate transaminase 27.55 (18.38) 26. 67 (15.75) 0.26
Serum alkaline phosphatase 8.92 (2.07) 8.85(2.29) 0.16
Perception of recipients 13.85(1.85) 14.10 (1.77) 0.61
Perception of caregivers 14.31 (1.90) 14.00 (2.38) 0.75
Level of patients’ satisfaction 7.53 (1.87) 7.83 (1.63) 0.87
Level of relatives satisfaction 7.15 (1.67) 6.75 (1.72) 1.23

* p < 0.05.
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Figure 1. Naltrexone compliance over 6 months.
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Table 3. Naltrexone-related profile of patients completing 6
months of therapy (n = 58).

Profile Number of patients (%)
Compliance status during course
of therapy
Regular 39 (67)
Irregular 19 (33)
Number of follow-ups 7.12 £ 5.81 (range, 0-26)
Number of patients with relapse 21 (36)
Drug-free period (days) 16.55+ 8.78
Side effect profile of naltrexone
Bitter taste 14 (24.0)
Lethargy 4(7.0)
Heaviness of head 3(5.0)
Insomnia 3(5.0)
Gastrointestinal symptoms 3(5.0)
Drowsiness 2(3.5)
Weight loss 2(3.5)
Headache 1(1.7)
Jaundice 0(0)

Table 4. Pre- and post-treatment evaluation results (n = 58).

of social support for nearly all patients; this finding is
contrary to patients taking naltrexone in the West.*

Despite aminimum 10- to 14-day detoxification period,
patients were opioid-free for a mean of 18 days, thereby
ensuring absence of any withdrawal symptoms precipitated
by use of naltrexone. Amongst the reasons for initiation of
naltrexone, craving was predominant. VVarious other factors
included presence of comorbidity, past history of relapse,
and ability to afford naltrexone. Although social support was
available for 99% of patients, 5% had inadequate support
(from a clinical impression) as a reason for naltrexone
therapy.

At the end of the 6-month study period, only 58 patients
(55%) could be contacted and re-assessed. Hence, the
retention rate was 55%, which isreasonably high compared
with studies from the West* and the study from China®
Previous open-label trials of 6 months duration have
generaly reported retention rates ranging from 5%?? to
80%.* Reasons given for the high retention rates were that
patientswere highly motivated to succeed dueto being health
care professional s,**> having their employment in jeopardy,
or were stopping opioid use astheresult of legal programs.*®
Other reasonsinclude the presence of supplementary family
therapy,*? counselling for relapse prevention,* and contin-
gency management.t

Our study shows areasonably high overall retention rate
bearing in mind that no specific psychosocial interventions
were supplemented to naltrexone therapy apart from specific
pre-treatment counselling. In fact, most studies from the
West included supplementary psychological interventions.*

Of thetotal number of patients, 58 (55%) were reassessed
at 6 months. Figure 1 shows the compliance status on a
monthly basis. As can be seen, regular compliance was
maintained by 83% at 3 months, 76% at 5 months, and 72%
at 6 months. In contrast, the study by Rabinowitz et al
reported that at least 50% of non-relapse patients continued
naltrexone therapy at 5 months, which declined to 20% by
the end of 9 months.* Hence, the results obtained for regul ar
compliance with naltrexone over aperiod of 6 monthswere
better in this study. On comparing the compliant subgroup
(n = 42) with the non-compliant subgroup (n = 16), it was
noted that the patientsin the compliant subgroup were more
likely to be unmarried, with poor social support, without

10

Variable Pre-treatment (standard deviation) Post-treatment (standard deviation)  x%t-value
Perception of patients 13.85 (1.85) 16.14 (1.80) 9.15*
Perception of relatives 14.31 (1.90) 16.14 (1.80) 5.32*
Level of satisfaction (patients) 7.53 (1.88) 7.60 (2.32) 0.179
Level of satisfactory (relatives) 7.15 (1.67) 7.31 (2.36) 0.421
Serum bilirubin 0.50 (0.12) 0.48 (0.12) 0.872
Serum glutamic-oxal oacetic transaminase 34.15 (22.56) 32.09 (23.85) 0.478
Serum glutamate pyruvate transaminase 27.55(18.38) 29.66 (29.09) 0.467
Serum alkaline phosphatase 8.92 (2.07) 8.62 (1.92) 0.809

* p< 0.0
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Table 5. Comparison of compliant subgroup (n = 42) and non-compliant subgroup (n = 16).

Variable Compliant group (n =42) Non-compliant group (n =16)  x?/t-value
Age at intake (standard deviation) [years] 28.36 (8.63) 28.46 (8.35) 0.06
Marital status
Single 36 28 0.02
Married 23 20
Duration of education (standard deviation) [years] 11.71 (2.66) 11.96 (2.39) 0.51
Occupation
Worker 24 20
Student 10 4 7.75*
Unemployed 19 11
Others 5 13
Income (Rupees per month)
<4000 32 22
4001-8000 11 12 1.00
>8000 15 14
Religion
Hindu 41 21
Sikh 16 25 7.89*
Others 1 2
Family type
Nuclear 27 24 0.03
Joint 31 24
Locality
Urban 50 37 0.93
Rural 8 11
Duration of dependence (standard deviation) [months] 70.02 (66.42) 79.23 (62.83) 0.73
Past history of relapse 2/56 7/41 2.88
Presence of comorbidity
Yes 8 5 0.05
No 50 43
Number of abstinent days prior to naltrexone therapy 18.26 (11.38) 18.00 (10.27) 0.22

(standard deviation)
Reasons for initiation of therapy

Craving 0.05 36 0.01

Poor social support 0 5 10.67"
Baseline liver function test (standard deviation)

Serum bilirubin 0.50 (0.12) 0.51(0.15) 0.18

Serum glutamic-oxal oacetic transaminase 34.16 (22.56) 31.58 (13.20) 0.70

Serum glutamate pyruvate transaminase 27.55 (18.38) 26. 67 (15.75) 0.26

Serum alkaline phosphatase 8.92 (2.07) 8.85(2.29) 0.16
Perception of recipients (standard deviation) 13.85(1.85) 14.10 (1.77) 0.61
Perception of caregivers (standard deviation) 14.31 (1.90) 14.00 (2.38) 0.75
Level of patients satisfaction (standard deviation) 7.53(1.87) 7.83 (1.63) 0.87
Level of relatives satisfaction (standard deviation) 7.15(1.67) 6.75 (1.72) 1.23
Number of follow-ups (standard deviation) 8.25 (5.90) 4.09 (4.57) 3.039"
Number of patients with relapse 6 (14.28%) 15 (93.7%) 31.675"
Drug-free period (standard deviation) [days] 24.49 (8.45) 7.29 (9.20) 2.46%
Side effect profile

Bitter taste 11 (26.2%) 3 (18.75%)

Lethargy 2 (4.76%) 2 (12.5%)

Heaviness of head 1(2.38%) 2 (12.5%)

Insomnia 1 (2.38%) 2 (12.5%)

Drowsiness 1(2.38%) 1 (6.25%)

Weight loss 1(2.38%) 1 (6.25%)

Headache 0 1 (6.25%)

Jaundice 0 0
* p<0.05.
"p<0.01

11



A Malhotra, D Basu, SK Mattoo, et a

lapses during therapy, and experienced fewer side effects
than the non-compliant subgroup. Also, the compliant
subgroup had more follow-up visits and drug-free periods
than the non-compliant subgroup (Table 5). Although the
study design did not permit aproper and detailed evaluation
of the factors associated with compliance status, considera-
tion may be given to the following specul ative factors:

* the study by Rabinowitz et al evaluated patients who had
undergone a different detoxification therapy;* the type of
detoxification has been shown to have a bearing on
compliance to naltrexone?

» compliant patients in our study had good social support,
which was not commented upon in the other study

» compliant patients probably experienced a lesser degree
of side effects and cravings.

In the only Indian study, Shah et a reported a 24%
retention rate at the end of a 3-month period despite a
reduction in craving and lack of side effects.® Hence,
reasonably heartening resultsrelating to overall compliance
in patients compl eting the 6-month protocol are seenin this
study.

Anintent-to-treat analysiswas planned, in which the last
outcomewas carried forward (L OCF) for the attrition group
as the follow-up and attrition (drop-out) groups were
comparable. Hence, outcome status for the whole group (n
= 106) was 52% abstinent and 48% relapsed. This figure of
52% for abstinent patients at 6 months was higher than the
32% abstinence reported by Greenstein et al*® and that of
23% to 31% reported by Guo et al®but less than the rates at
1-year follow-up reported by other authors.***>” The higher
ratesin these studies are probably attributed to having more
motivated groups of patients.

The second objective of the study was to compare the
follow-up (n = 58) and drop-out (n = 48) groups. Both groups
were comparabl e except for over-representation of students/
unemployed persons and Hindus in the follow-up group. It
could be speculated that the lack of a regular occupation
was a strong motivating factor for ensuring follow-up.
However, the difference in religion is difficult to explain.
Importantly, the presence of previous relapse, comorbidity,
type of opioids, duration of dependence, and presence of
craving did not lead to any significant differences in the 2
groups. Thebaseline LFT was also comparable, eliminating
the possibility of pre-evaluation hepatic dysfunction
contributing to dropping out. Assessment of personality
profile (based on the MPQ) also revealed comparable
psychopathology across all the scales, ruling out the role of
personality in contributing to the drop-out rate. To evaluate
whether the treatment parameters were contributing to the
drop-out rate, level of satisfaction of patients (in relation to
management already carried out, i.e. detoxification) was
evaluated and found to be comparable. Additionally, the
perception of patients (after counselling) regarding
naltrexone was comparable. In India, the family has an
important role to play in the management.*® Since adequate
social support was available for nearly all the patients, the
level of satisfaction and perceptions of the key caregivers
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(attendants or relatives) was al so assessed. Both groupswere
comparable for these parameters.

Hence, it may be concluded that socio-clinical profile,
personality traits, and treatment perception and satisfaction
could not explain drop-out status. It is possible that a com-
plex interplay of individual, social, and cultural factorscould
be determining poor compliance. A similar finding hasbeen
reported in other studies,**° in which unmarried status (with
associated lack of stablerelationships) and longer naltrexone
use was associated with a higher relapse rate.

Thethird and final objective wasto assessthetolerability
and acceptability of naltrexone, Regarding the tolerability
of naltrexone, the emergence of side effects during therapy
and baseline and final LFT scores was evaluated. The
commonest side effect reported was bitter taste (24%),
followed by occasional nausea, headache, lethargy, and
gastrointestina upset. All the side effects were mild and
transient, similar to other studies.**® None of these side
effects led to any modification in the naltrexone regimen.
The duration of the drug-free period was 16.55 + 8.78 days
for 21 patients (36%) who reported opioid use during
naltrexone therapy. Such a high rate of opioid use during
naltrexone therapy could be dueto thelack of euphorogenic
effects of naltrexone during periods of abstinence? or the
presence of cravings|eading to experimentation with opioids
during naltrexonetherapy. Additionally, thisexperimentation
was seen during the initial 2 to 3 weeks of the start of
naltrexone therapy, lending credence to the possibility of
the latter hypothesis.

The patients and their caregivers had reported a
reasonably high level of satisfaction with the detoxification
treatment (or treatment carried out prior to initiation of
naltrexone). Even after completion of 6 months of therapy,
thislevel of satisfaction was maintained (Table4), reflecting
that naltrexone wasfound to be asatisfactory, if not effective,
mode of therapy for patients with opioid dependence. The
heartening feature to highlight isthat the patients continued
to maintain a reasonable degree of confidence and satis-
faction with the treatment team and treatment strategies. This
could possibly be due to the known fact that moreintensive
input and frequent therapeuti c contact improves compliance
(and motivation) for these patients.** The second factor
assessed for acceptability of naltrexone was the perception
of patients and their caregivers regarding the drug. Both
groups showed a significant and positive difference
in perception relating to naltrexone (Table 4). One may
extrapolate that this significant positive change indicates a
positive attitude, better acceptability, and higher degree of
confidence towards naltrexone for relapse prevention;
however, the exact reasons cannot be ascertained. Overall,
in relation to tolerability and acceptability of naltrexone,
favourable results were obtained. This high degree of
satisfaction and positive attitude is additionally heartening
bearing in mind the high cost of naltrexone therapy
(approximately Rupees 40/day; Rupees 1200/month; and
Rupees 7200 for 6 months). Hence, it can be seen that family
members and/or patients were willing to bear the high cost



of treatment and were not disappointed with the results
obtained with naltrexone. Possibly, the model of ‘harm
minimisation’ with the use of naltrexone may have operated
even for the relapsed patients.

To summarise, naltrexone use for relapse prevention in
opioid dependence over a6-month period isassociated with
a moderate retention rate (55%) and abstinence (52%).
However, no variables could predict whether apatient would
stay in treatment or drop out of therapy. The retention rate
and compliance to naltrexone of patients receiving therapy
showed a steady decline over the study period. However,
side effects were mild, transient, and uncommon (except
for bitter taste). No hepatic dysfunction was observed. A
positive and better attitude towards naltrexone with a high
degree of acceptability and satisfaction for the treatment
provided was seen. However, these results should be
interpreted in light of certain limitations, including lack of
acomparison group, probable sel ection biasin taking better
motivated patients, lack of structured assessment for
outcome status at periodic (monthly) interval's, areasonably
high drop-out rate, and possible role of other psychosocial
interventions in contributing to the favourable results.

It can be concluded that, unlike in the West,* naltrexone
is an acceptable, safe, and reasonably effective mode of
relapse prevention therapy for patients with opioid de-
pendencein the Indian setting. Thereisaneed for controlled
trials on this aspect. The high cost of naltrexoneis a factor
operating against its regular use by clinicians and easy
acceptability by patients. Hence, there is aneed to evaluate
further the factors affecting the acceptability of naltrexone
in this setting.
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