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Abstract

Despite the increasing burden of alcohol dependdnegtment resources in low- and middle-
income countries such as India, are concentratpdadny accessible tertiary care facilities. The
aim of our study was to examine the feasibility asdeptability of lay health worker delivered
home-based packages of care for alcohol dependéfeeonducted an uncontrolled treatment
cohort with alcohol dependent adult males recruitegrimary and secondary care. Lay health
workers delivered home-detoxification and/or retapsevention counselling. Process data was
analysed using descriptive statistics. 11 men watbohol dependence received home
detoxification and relapse prevention counsellimgl 27 received only relapse prevention
counselling. Of the 11 receiving home detoxificatione participant re-started drinking; all the
rest safely completed the home detoxification. Bgidetoxification, the pulse, blood pressure
and temperature remained within the normal range aaxia, dehydration, disorientation,
sleep normalised over the course of the detoxiinatOf the 38 who entered relapse
prevention treatment, 15 (39.5%) completed treatroermad a planned discharge. The mean
number of sessions was 2.4 (SD=1.3); those whoahathnned discharge received on an
average 3.7 (SD 0.5) sessions and those who drappe@ceived on an average 1.4 (SD 0.8)
sessions. There was no significant change in dédlyhol consumption and percentage days of
heavy drinking (PDHD) between baseline and follqwin the whole cohort. The SIP score
reduced significantly in the whole cohort (24.51%0, p=0.002), and also when segregated by
treatment settings, and type of treatment packageived. With appropriate adaptations, our
intervention warrants further research as it haspibtential to bridge the significant treatment

gap for alcohol dependence in low- and middle- inea@ountries.
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I ntroduction

Alcohol use is linked causally to several diseas# iajury categories, with more than
40 WHO International Statistical Classification &fiseases and Related Health
Problems, 10th revision (ICID0) categories being fully attributable to alcofReEhm
et al., 2017). Among all mental and substance desst alcohol use disorders (AUDSs)
are one of the leading causes of disability, arel l#igest contributor to premature
mortality; and overall one of the five leading riékctors for adult chronic disease
(Forouzanfar et al., 2016; Vos et al., 2017). Ididn there are high rates of alcohol-
attributable mortality and prevalence of AUDs, teka to the per capita volume of
alcohol consumed (Benegal, 2005; Rehm et al., 2009)

Alcohol dependence, the most severe form of AUDa idirect cause of premature
death and disability, and a risk factor for othemenunicable (e.g. tuberculosis and
HIV) and non-communicable (e.g. hypertension anoks) diseases (Holst et al., 2017;
Rehm et al., 2017; Schoepf & Heun, 2015; Wood e28l18). It also impacts multiple
domains of the affected person’s life, includinglueed productivity, job loss or
absenteeism, loss of relationships, problems véathilly roles, vandalism, social drift
downwards and stigma. The official response indnii the growing public health
problem of alcohol dependence remains focused piyman funding tertiary care
services. However, such services are scarce, @sauensive, and often difficult to
access because of financial or geographical fagdhawan et al., 2017; National
Collaborating Centre for Mental Health, 2011), aeitainly not indicated for less
severely dependent patients (Day et al., 2015;0NatiCollaborating Centre for Mental
Health, 2011; Spithoff et al., 2015). For instanogany of the detoxification and
‘counselling’ centres that fall under the remit thfe National Drug De-addiction
Programme (Prasad, 2009) in India are defunct dmd eixisting centres are not
adequate to address the psychosocial needs ohisatiad their families (Dhawan et
al.,, 2017; Mattoo et al.,, 2015; Prasad, 2009). ldertbe treatment of alcohol
dependence in existing platforms of institutionatecin India is both limited by its
accessibility, and sub-optimal, because commuragedd care is rarely available
despite it being recommended in most cases (Nat@olkaborating Centre for Mental
Health, 2011) as both a viable and efficient solu{jlbrahim and Gilvarry, 2005). As a

result, a large proportion of people with AUD irdia do not have access to help for



their alcohol related problems, leading to a higlatment gap of 86% (Gururaj et al.,
2016).

Efficient utilisation of limited resources for tte@ent of mild to moderate dependence
involves community-based treatment through homedasssisted withdrawal
programs involving fixed dose medication regimenkemever indicated, a carer
overseeing the process with daily monitoring byned staff, and psychosocial support
(National Collaborating Centre for Mental HealtB,12). Such a program, based on the
principle of collaborative care, overcomes chalEngelated to accessibility and
acceptability of treatment, that are often foundaw resource settings (Nadkarni &
Bhatia, 2019; Wright et al., 2018). However, theeno robust evidence about the
acceptability, feasibility and effectiveness of coonity-based detoxification in low-
and middle-income countries (LMICs) (Nadkarni ef 2017a).

The aim of CONTAD (Community Orientated Non-spesiallreatment of Alcohol
Dependence), a community program for alcohol depece, was to systematically
develop a lay health worker (LHW)-delivered homeadxh package of care for alcohol
dependence which addresses the acute care neatdsiriel alcohol detoxification and
the longer term goals of relapse prevention. Hoemed detoxification has several
potential benefits for low resource settings-camtth routine life and social ties,
detoxification within a familiar setting, with fatgi support, continuation of work,
support to family members, and less stigma (Fleerh@@7). Finally, there is evidence
from HICs that community detoxification as outlinaove (fixed dose medication
regimens, a carer overseeing the process, dailyitanmg by trained staff, and
psychosocial support) can be delivered by welkedi non-specialist health workers
(Nadkarni et al., 2017a), and that well-trained sprcialist health workers can be
recruited and utilised effectively within LMICs taendertake a range of health- and
psychosocial-related tasks (Nadkarni et al., 20¥@h;Ginneken et al., 2013).

This paper describes the case series, one of geptof the intervention development
process, which aimed to demonstrate the acceptaliiasibility, and safety of the

CONTAD package of care for alcohol dependence. pdukage of care was developed
through a rigorous process developed in the stettyng (Nadkarni et al., 2014) and

included a) a systematic review to identify evidedased components for the home-



detoxification intervention (Nadkarni et al., 20),7a) utilisation of a systematic review
conducted in a different study which developedrdaarvention for harmful drinkers in
the same setting (Nadkarni et al., 2015), c) catah interviews with patients with
alcohol dependence, their family members, and aéins, and d) intervention

development workshops at two de-addiction centfrexcellence in India.

Materials and M ethods

Setting and target population

Goa is a state on the west coast of India with pufation of just over 1.4 million
people (Government of India, 2011). The prevaleoiceurrent drinking among men
attending primary care is 59% and the prevalencenadardous drinking is 15%
(D'Costa et al., 2007).

This study was conducted in two settings: a) pnnaare clinics (5 in the public and 3
in the private sector), and b) de-addiction centra secondary care district hospital.
We only recruited males, because of the very loewg@lence of AUD in women in
India (Murthy et al., 2010).

Study design

Treatment cohort with before-and-after design.

Sample

As this was a proof of concept study we recruiteb@venience sample of participants
identified in four ways a) self-referral, b) refarby primary care physicians/GPs, c)
universal screening in primary care, and d) refdran secondary care de-addiction
centre. All patients, except those referred fromaddiction centre, were administered
the Alcohol Use Disorders Identification Test (AUD] a 10-item screening
guestionnaire developed by the World Health Orgstiom for the detection of
probable AUD (Saunders et al., 1993). It has besidated and used in India (Pal et
al.,, 2004), and a vernacular version has been agtghsively in the study settings
(Nadkarni et al., 2017b). Adult (>18 years) maletipgants were eligible for inclusion
in the study if they scored20 on AUDIT indicating possible alcohol dependence.
Participants who scored 16 to 19 (possible haratfimkers) on the AUDIT were asked



follow-up questions to identify those with symptoofsalcohol withdrawal (Appendix
1). Anyone screening positive on these follow-uggiions was also included in the
case series. Finally, any patient admitted to d#eoisdary care de-addiction centre for
inpatient detoxification was eligible for participan in the relapse prevention
component after completion of the detoxificationxclasion criteria included the
following: age <18 years, difficulty with hearing speaking which made interviewing
difficult, inability to speak the local vernacular English, or if the patient was in a
critical condition and not able to answer assess$iegstions.

Sampling and sample sizes

As CONTAD aimed at treatment development, assessroémacceptability and
feasibility of the intervention package and generatof preliminary estimates of
impact, no formal sample size estimations wereiegrout. Sample size for the
treatment cohort was based on experience of previatervention development

projects, feasibility of recruitment and adequacynteet study objectives.

Procedures

Consenting participants from primary care were sse@ by the LHWSs for preliminary
eligibility (Appendix 2) to undergo home-detoxifican. The primary care physician
determined the final eligibility for home-based aefication based on clinical
examination and laboratory tests (Appendix 3). Teimgibility criteria for home
detoxification are listed in Box 1. Participantsawvere not eligible to undergo home-
detoxification at either of these assessments vedeered to the de-addiction centre for
inpatient detoxification. For participants eligibler home detoxification, the LHWs
assessed the drinking history (Appendix 4), exgdinverbal and written) the
detoxification process to the patient and desighatarer and obtained informed
consent from both. The primary care physician thesscribed medications for home
detoxification as per protocol, which was then namd by the LHW.



LHWSs

Six female LHWs and one supervisor (also an LHWY}igaated in the study.
They had no formal qualifications in the field oéntal health, but had completed
at least secondary school education. They underwrming in the home
detoxification intervention and relapse preventiotervention for three days
each. They also underwent a refresher trainingof flays, six months after the
initial training. The training was delivered prirgr by an experienced
psychologist and psychiatrist. It was designed agothe intervention manuals
and included didactic lectures, videos, demonsinatand role plays. Some of the
learning goals in the home detoxification trainimgluded understanding the
features of alcohol dependence and alcohol withdkalgarning how to do a
detailed assessment of a person with alcohol depeerd understand the role of
various medications used in the alcohol detoxiicaiprocess, learning how to
measure blood pressure, pulse and temperatureningahow to identify
nystagmus, ophthalmoplegia and ataxia, and leatmimgto check for orientation
to time, space and person. The relapse preventionselling training focused on
learning goals such as learning how to enhancevatain to change, identifying
relapse triggers, helping the patients to deal Withtriggers using skills such as
handling peer pressure, and dealing with lapses ratapses. They received
weekly peer-group supervision, which involved rgtiof randomly selected
recorded sessions on the CONTAD Therapy QualityleS¢&ppendix 5)
developed specifically for the study.

Interventions
The interventions described below were deliverembating to specific protocols

developed for the program (http://www.sangath.infad/). Home-detoxification

involved once or twice daily home visits as perdyegaily monitoring using the
Clinical Institute Withdrawal Assessment for Alcdhcevised version (CIWA-
Ar) (Sullivan et al., 1989), monitoring of pulselobd pressure, temperature,
nystagmus, ophthalmoplegia, ataxia, dehydratiomentation, sleep, level of
sedation, symptoms of delirium, side effects of itatbns, compliance with

medications, and continued abstinence.



The designated carer and patient could contadtHfW over the phone or access
the nearest hospital in case of any emergency, agach seizure. For patients
undergoing home-detoxification, relapse preventionnselling was commenced
on completion of detoxification or as soon as theigmt was physically
comfortable during the course of the detoxificatidfor alcohol dependent
patients who were currently not consuming alcomal those who had completed
detoxification at the de-addiction centre, the cmlimg was started as soon as the
patient consented to participation. The counseNiag delivered over 4-8 weeks
through up to 4 sessions, each lasting 30-60 nsndtee content of the sessions
included reviewing the patient’s drinking historydapresenting personalised
feedback, preparing to avoid a lapse by learning tw identify and deal with
triggers, learning how to deal with a lapse, aratrieng what to do if a lapse
turned into a relapse. A participant was classifisda ‘planned discharge' if at
least one of the following criteria were met: pagant's exit from treatment was
decided in collaboration with the LHW or the maxmmuwf four sessions was

completed.

Ethics

The study was approved by the ethics committeesthat implementing
organisation, the Indian Council of Medical Resbaend the state Directorate of
Health Services. Anyone screening positive for hdamas or harmful drinking
was provided a leaflet which specified the signs iasks associated with drinking

problems, and listed self-help strategies to maiaigding.

Data

The following data were collected during the cowfkthe study.
(1) Process indicators. Data was collected on patients who screenedipesit
patients accepting treatment, those who refuseatntent, and those who
completed treatment. Information was also colleaedadverse events, and
dropouts. Serious adverse events were definedyasfahe following: death
due to any cause, attempted suicide, and unplamosgaitalisation.
(2) Clinical indicators. Number of sessions, location of session delivery,

duration of session, and number of days betweesicses



(3) Outcome assessment: Alcohol (in gms) consumed in the two weeks
preceding the outcome assessment, heavy drinkipgy dad Short Inventory
of Problems (SIP) score. The SIP is a 15-item dquashire that measures
physical, social, intrapersonal, impulsive, ancipersonal consequences of
alcohol consumption. The SIP is a validated toelirfk et al., 2003) that has
been used in the study setting (Nadkarni et all,7/B Alcohol consumption
in the past two weeks and heavy drinking days wegasured using the Time
Line Follow Back (TLFB), a calendar tool supplemezhby memory aids to
obtain retrospective estimates of daily drinkingeioa specified time period.
The TLFB is a validated instrument (Sobell and 3pld®92) that has been
used in the study setting (Nadkarni et al., 2017he TLFB was used to
calculate mean daily alcohol consumption and péagen days of heavy
drinking (PDHD). These assessments were condudtéxdseline and three

months post recruitment.

Analyses

Process indicators of the screening, and treatrpemtess are presented as
proportions and means as appropriate. Socio-demlbigraharacteristics of the

sample are summarised as means and proportiorngpespaate. The median pre

and post scores on the outcome tools were compesiad the Wilcoxon signed-

rank test. Sub-group analysis was conducted basdceatment completion, and

type of treatment (detoxification and relapse pnéhem vs relapse prevention

only). Analyses were conducted using Statal4.

Results

Feasibility of screening in primary care and accapility of recruitment

procedures to patients in primary care

Participants were recruited through a sequent@dgss (Fig 1). We gained access
to 7013 patients, 1000 (14.3%) in the private-geclioics and 6013 (85.7%) in
the public-sector clinics, through universal sciegror referrals. Of these, 5006
(71.4%) agreed to be assessed for eligibility twesning, and 3251 (64.9%) were
eligible for screening. Of the 3251 screened, 2B834%) were ever drinkers and



1414 (43.5%) were current drinkers. Two thirds §€8) of the ever drinkers were
current drinkers. The mean AUDIT score amongst enirrdrinkers was 8.5
(SD=7.4) and the prevalence of alcohol dependemmngst current drinkers was
140 (10.1%).

35 harmful drinkers were also screened using thitiadal questions and based
on that 22 (62.9%) were diagnosed to have alcobpkeddence. Additionally,

seven participants were recruited in the publidegeclinics immediately after

inpatient detoxification in the tertiary care dedadion centre. One participant did
not agree to the consenting process. Of the renwmirdi68 with alcohol

dependence, 38 (22.6%) consented to participateeirstudy. Despite screening
positive for alcohol dependence on the AUDIT, 2#eveurrently abstinent and
did not have any acute withdrawal symptoms (sev&r a recently completed
inpatient detoxification), and 11 were currentlynsoming alcohol. The former
were directly recruited to receive relapse prewntounselling, and the latter
were recruited to receive home detoxification fokml by relapse prevention

counselling.

There were no statistically significant differentetween those who consented to
participate and those who did not; and amongsktidgs consented to participate
there were no significant differences between theseuited from the public
sector clinics and those recruited from the privegetor clinics (Supplementary
tables 2 and 3).

Acceptability, feasibility, and safety of medicallgssisted detoxification by

LHWSs in patients’ homes

11 participants started detoxification. Their meme was 38.2 (SD=10.6) years
and mean AUDIT score was 24.9 (SD=9.0); the predanti proportion had at
least some education (81.8%), were employed (81.82&ried (81.8%) and
recruited in the public sector clinics (81.8%) (Bl@mentary Table 5). One
participant (9.1%) was excluded after day four @aseistarted consuming alcohol.
Six participants completed detoxification on dayefiand two participants each

completed detoxification on day six and day sewespectively.
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Table 1 describes the CIWA-Ar scores and figurear&h 2b describe the clinical
indicators through the course of the detoxificatidine severity of withdrawal
was predominantly mild to moderate, and the sewstéadily decreased over the
course of the detoxification. All clinical paramestethat were assessed either
remained within the normal range (Pulse, BP, teatpeg) or normalized if it was
abnormal (ataxia, dehydration, disorientation, gjeever the course of the

detoxification.

During the course of the detoxification, two ses@dverse events were reported,
both unplanned hospitalisations. In one case thmissibon was for severe
tremulousness, which was misinterpreted by ther e seizure. An assessment
of the other serious adverse event could not beeraadhe patient did not agree
for a formal evaluation of the serious adverse tumn a specialist, despite

multiple requests.

Acceptability and feasibility of relapse preventiocounselling by LHWs

Of the 38 who entered relapse prevention treatmeht,(39.5%) completed
treatment or had a planned discharge. There weretaiistically significant
differences on intake variables between those wdmpteted treatment or had a
planned discharge compared to those who dropped ajuttreatment
(Supplementary table 4). There were no statisyicsilgnificant differences on
intake variables between those who received detaxibn and relapse prevention

compared to those who received only relapse prare(Bupplementary table 5).

Details of the relapse prevention counselling &scdbed in Table 2 and Table 3.
Of the 38 participants who entered treatment, 2%9.dropped out before starting
relapse prevention counselling, 10 (26.3%) comgletefour sessions, 8 (21.1%)
completed three sessions, 5 (13.2%) completed ®gsiens, and 13 (34.2%)
completed one session. The mean number of sessiasas?2.4 (SD=1.3) after
excluding the two who did not get a single sessidimse who had a planned
discharge received on an average 3.7 (SD 0.5)osessind those who dropped

out received on an average 1.4 (SD 0.8) sessionsreTwere no significant
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differences in mean number of sessions and meatioiurof treatment between
those who received detoxification and relapse preoe compared to those who
only received relapse prevention. The mean duratiosessions reduced from
session 1 to session 3 before increasing agaihdrfihal session. The highest
proportion of session 1 was conducted in the clamd this proportion gradually
reduced over the duration of treatment, with thghést proportion of session 4
conducted in the patients’ homes. Finally, the meamber of days between
sessions increased as the treatment progressedséssion 1 to session 4 (from
16 to 31 days).

Feasibility of measuring drinking and related outates (Tables 4a and 4b)

At baseline, TLFB was available for 36 (94.7%) mapants and SIP was
available for 32 (84.2%) participants. At followsupLFB and SIP were available
for 35 (92.1%) participants. There was no significdifference in daily alcohol
consumption and PDHD between baseline and follovinupe whole cohort and
when segregated by treatment settings, severitgependence, and number of
sessions attended. However, there was a signifdiffierence between baseline
and follow-up in a) daily alcohol consumption iroie who completed treatment
(Median 20.7 vs 0, p=0.04), b) PDHD in those wheereed home detoxification
and relapse prevention counselling (Median 35.0,y$=0.006), c) SIP scores in
the whole cohort (24.5 vs 15.0, p=0.002), in thagld milder alcohol dependence
(Median 24.0 vs 10.0, p=0.02), those who attenderkrsessions (Median 26.5 vs
15.0, p=0.02), and those who dropped out of treatni®edian 24.5 vs 22.0,
p=0.03).

Adaptations to the home detoxification manual

Some of the learnings during the course of theystiat resulted in adaptations to

the detoxification are described in Table 5.

Discussion
Our study examines the acceptability, feasibilapd safety of a contextually-

adapted package for home detoxification and relgpseention delivered by lay

12



health workers, the first such study from India.r @uadings indicate that it is
feasible to identify and recruit patients with dlobdependence into a programme
that delivers home detoxification and relapse pmawa counselling through
LHWSs. Importantly, such a programme is acceptableéhe recipients to some

extent, is feasible and safe to deliver.

Our study had a low consent and a high dropout raitén only 40% of those
entering the programme completing treatment. Loesraf entry into and high
dropout rates from substance misuse treatmentatnenuisual. In better resourced
settings, such as in Europe, <20% of all AUD cadeatified, receive treatment
for their alcohol problems in the 12 months precgddentification (Manthey et
al., 2016); and treatment contact is reported tadenore than 20% in the year of
onset, even for alcohol dependence (Oakley Brovinal.e2006; Wang et al.,
2005). Some common reasons for not entering tredtioe AUD include beliefs
that one should be strong enough to handle theikidg problem by themselves,
that drinking problems resolve by themselves, duad one’s drinking problem is
not serious enough require treatment (Grant, 199i9h drop-out rates are not
unique to AUDs, with rates being as high (31-60%6)d range of other mental
health treatment programmes (Keil and Esters,2)1981ore specifically,
completion rates for standard outpatient adult ladtdreatment programmes are
as low as 40% (Wickizer et al., 1994).

On the other hand, we observed high completiors fatethe home detoxification
component of our study. The detoxification procesas largely clinically
uneventful, patients and their carers adhered @optiotocol, and there were no
serious adverse events resulting directly fromddsexification. This is consistent
with findings reported in other studies (Nadkarhiag, 2017a). The impact of
home detoxification has been examined using a rasfgstudy designs. In
experimental studies, those who underwent commugtgxification (compared
to patients undergoing facility-based detoxificajiovere more likely to be
drinking less or abstinent (Nadkarni et al., 2017Ta)non-controlled studies of
home detoxification such as ours there was a sogmif reduction in quantity and
frequency of drinking and also impact of drinkingfallow-up (Nadkarni et al.,
2017a).

13



The only other study that examined community déicadion in a LMIC was

conducted in Brazil and compared conventional atigpt treatment for alcohol
dependence with conventional outpatient treatmepplemented by home visits.
(Moraes et al., 2010). The latter was superior wéhard to a range of clinical
outcomes. In the absence of an evidence base fMI€4, our study is crucial as
it demonstrates the workability of a potential $ioh to bridging the AUD

treatment gap in a low-resource setting. In oudytthere was a significant
difference between baseline and follow up for dailgohol consumption and
heavy drinking in those who received both home xlétation and relapse

prevention counselling, but not in those who reeéiwnly the latter. We also
observed a similar significant difference in th® Stores, in the whole cohort, in
those who had milder alcohol dependence, had atahgration of treatment, and
attended more sessions. All of these findings, doetb with the low mean

number of sessions received, indicate the needofgoing care to improve
outcomes in alcohol dependence. It is possible tiaen the same LHWS
undertake both detoxification and relapse preventmunselling it is much more
likely to be successful because these LHWs have tisding the patient in their

home, and have made positive therapeutic relatipashith both the patient and
their carer. On the other hand, if the patienta®red in a facility, separated both
geographically and in its orientation with CONTAiDen there may be far less

engagement with the relapse prevention counselling.

Historically, treatments for AUD have been delivefer circumscribed duration
or intensity, and are expected to produce impastinig well beyond the end of
treatment. However, this is in contrast to treati®esf other chronic medical
conditions which include acute care strategieovedd by longer-term follow-up

and strategies. Thus, in AUD, we may be missingodppities to maximise the
potential benefits of existing treatments by fongson interventions delivered in
a few sessions over a short period of time (Mclrel2002). A more appropriate
response for alcohol dependence would be to mairttarapeutic contact for
extended periods of time and to adjust the intgrdittreatment in response to
changes in symptoms and functioning over time (MgK2005). A study from

India in which the intervention group received wgekontinued care in the

14



community, compared to routine hospital follow-upits, showed that the former
group had more non-drinking days and that theyiooatl to maintain these gains
while the control group showed a downward slide ifky et al., 2009). Thus one
of the adaptations that will have to be made toGNTAD relapse prevention
intervention is to individualise treatment plannisg that the length of follow up
care can be matched to patient requirements irr todechieve sustained change

in drinking outcomes.

The other major adaptation would have to be arostnategies to engage and
retain patients in treatment. These could inclutlategies implemented before
treatment begins (e.g. reviewing potential barriews adherence) and those
implemented during treatment (e.g. calling up pasi¢o check on their status on
the same day that they miss a session) (Carrd@l/)1These are in addition to the
strategies that are already specified in the marsugh as exploring ambivalence
and encouraging the involvement of significant ah&inally, in our study, the
primary care physicians were very well engaged withir tasks of examining the
patient’s eligibility for home detoxification and rgscribing medications.
However, they could potentially play a greater nolea collaborative care model
where they contribute to other critical processeshsas supervision of the LHWS.
On the other hand, such compliance in dealing wittohol withdrawal and
detoxification certainly cannot be taken for grahtand it is very likely that a
coordinated education and attitude-modificationgpaon would be needed in
order to roll out methods such as these into reutiinical practice within

primary care.

This is a first study from India examining the figdgy, acceptability, and safety
of an intervention package for alcohol dependergleveted by LHWS in the
community. Its strengths lie in its participatoryetimnods used to design the
intervention, primary care approach to recruitmesmd innovative delivery
method. Our study has weaknesses as well and tieeskto be considered while
interpreting our findings. The sample size limhs precision of our findings and
the absence of a control arm means that we cantifitute any changes in the
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outcome measures directly to the intervention. Aaotimitation is the use of
AUDIT to identify alcohol dependence. The cut-offose to identify alcohol
dependence has not been well validated, but af€score of 20 is in line with
expert guidance on the use of this instrument,dapendence has been identified
in primary care populations at lower scores (Johretcal., 2013). This limitation
was offset to a certain extent in our study by gsadditional questions which
allowed us to use symptomatology to identify aldadependence that might have
been missed by the AUDIT. Our stringent eligibilityiteria ensured that only
those with less severe alcohol dependence werededlin the study. Although
this limits the generalisability of our findings, ensured that patients having
complex alcohol dependence with the potential threase outcomes were not put

at risk by undergoing detoxification in settinggwlimited medical supervision.

The evidence base for treatment of alcohol depesgjemoth for home
detoxification and relapse prevention, is predomilyaderived from high-income
countries and is focused on specialist settings daivery (Allen et al., 1997;
Nadkarni et al.,, 2017a; World Health Organizati@®15; UKATT Research
Team, 2005). Hence, CONTAD is unique as it is desigto be delivered by
LHWSs in primary care settings, making it potengiadicalable in low resource
settings with shortage of specialist healthcarefeggionals. Considering the
feasibility, acceptability, and safety of CONTADdthe encouraging change in
some outcomes in the positive direction, furthesesgch on CONTAD is
warranted. This could include a trial of CONTAD aated based on the findings
of this formative research. If effective, such antextually-appropriate
intervention for alcohol dependence could be atsmitisl achievement as it is the
first comprehensive intervention for alcohol depmamzk developed in a LMIC
and is designed to meet the acute care and loagarrteeds of those with alcohol
dependence. Finally, if effectiveness of CONTAD eéstablished, further
implementation science research would help tess¢ha&bility of the intervention
inherent in its suitability for non-specialist hisalvorker delivery and processes
such as peer-supervision. In conclusion, our figsiwarrant further research on
CONTAD as it has the potential to bridge the siigaift treatment gap for alcohol
dependence in LMICs.
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Box 1: Eligibility criteriafor home detoxification

All these criteria to be fulfilled

Contraindications for home detoxification

Assessed by LHW

Assessed by primary care physician

Age >18 years
Stable housing
Designated carer available and willing to stay W
the patient

Patient agreeable for home visit/contact by the LH
Appropriate care arrangements put in place for

children and vulnerable adults

Lifetime:
Seizures or severe confusion
ittetoxification

History of hallucinations
Wnexplained loss of conscioushess
aBgizures even when not withdrawing from alcoho

on treatment for epilepsy

Current:

Treatment for psychiatric disorder

Use of any other substance of misuse (ex
tobacco)

Head injury with loss of consciousness in the past
year

Blood in the stool in the past one year

Blood in vomitus in the past one year

during a

Lifetime:
naMernicke’s encephalopathy

Angina/coronary heart disease

Current:

@n regular benzodiazepines
Wernicke’'s encephalopathy
Physical health problems

medical/surgical attention

c&pgns of liver compromise

Severely dehydrated

Recent cardiac event
Untreated/uncontrolled hypertension

Significant respiratory problems

requiring

Unstable medical/psychiatric conditions

immedi

Cerebrovascular accident in the past one year

ate
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Table 1: Clinical indicator s of home detoxification

Day 1

N=11
Mean CIWA-Ar score (SD) 8.5(5.0)
CIWA-Ar <8 (mild 5 (45.5)

withdrawal) n (%)
CIWA-Ar 9-15 (moderate 4 (36.4)
withdrawal) n (%)
CIWA-Ar  >15

withdrawal) n (%)

(severe 2 (18.2)

Day 2
N=11

5.5(4.1)
8 (72.7)

3 (27.3)

0 (0)

Day 3

N=11

4.8704.

9 (81.8)

2 (18.2)

0 (0)

Day 4 Day 5 Day 6

N=11 N=10 N=4

3.5 (4.3) 2.4 (3.2) 0 (0)
10 (90.9) 10 (100.0)  1@Q.0)
1(9.1) 0 (0) 0 (0)
0 (0) 0 (0) 0 (0)

Day 7
N=2

0 (0)
2 (100.0)

9

0 (0)

Clinical Institute Withdrawal Assessment of Alcol®dale, Revised (CIWA-Ar), Standard Deviation (SD)
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Table 2: Details of relapse prevention counselling

Session Number of Mean duration Location Mean
participants in minutes (SD) n (%) number of
n (%) days after
previous
session
(SD)
Session 1 36 (94.7) 49.6 (19.3) Clinic 22 (61.1)
Home 14 (38.9)
Session 2 24 (66.7) 40.2 (11.9) Clinic 11 (45.8) .5185.7)
Home 13 (54.2)
Session 3 18 (72.0) 34.7 (7.7) Clinic 7 (38.9) 1940)

Home 10 (55.6)
Phone 1(5.6)
Session 4 10 (55.6) 41.8 (12.3) Clinic 2 (20.0) 8320.6)
Home 7 (70.0)
Phone 1(10.0)

Standard Deviation (SD)




Table 3: Number of relapse prevention sessions and duration of treatment

All

participants

N=38

Mean 2.3(1.3)
number of

sessions

(SD)

Mean 69.0 (38.7)
duration

(minutes)

of

treatment

(SD)

Dropped

out

N=23
(60.5%)

1.4 (0.8)

76.7
(40.8)

Completed
treatment
or planned

discharge

N=15
(39.5%)

3.7 (0.5)

57.2 (33.3)

p Relapse Detoxification

prevention and relapse

prevention
N=27
(71.1%) N=11 (29.0%)

<0.001 2.3 (1.3) 2.4 (1.5)

0.13 73.4(37.3) 58.1(41.9)

0.83

0.27

Standard Deviation (SD)

24



Table 4a: Comparison of drinking and itsimpact at baseline and follow up

Median daily Baseline
alcohol

consumed in

gms (Range)

Follow
up
Median Baseline
PDHD
(Range)
Follow
up

Median SIP Baseline
score
(Range)

Follow

up

All p Relapse
participants prevention
N-=38 N=27 (71.1%)

249  (0- 0.67  13.3(0-149.3)
281.5)

14.4  (0- 32.5 (0-135.3)
135.3)
28.6 (0-100) 0.64  17.9 (0-100)

7.1 (0-100) 7.1 (0-100)

245 (3-44)  0.002 245 (5-44)

15.0 (0-41) 22.0 (0-41)

p

Detoxification

and relapse

prevention

N=11 (29.0%)

0.17

0.21

0.02

p Dropped p

out

N=23
(60.5%)

44.8 (15.70.005 330 (0- 0.25
281.5)

4.1 (0-69.9)

354/3-100)

0.0 (0-100)

25.0 (3-42)

12.5 (0-39)

149.3)

479  (0-
135.3)

0.006 28.6 (0-0.42

100)
429  (0-

100)
0.0424.5 (3-42)

22.0 (0-41)

0.03

Completed p
treatment or
planned

discharge

N=15 (39.5%)
20.7 (0-281.5) 0.04

0.0 (0-96.2)

21.4 (0-85.7)  0.05

0.0 (0-92.9)

26.5 (10-44)  0.05

12.5 (0-39)

Percentage days heavy drinking (PDHD), Short Inwgnof Problems (SIP)
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Table 4b: Comparison of drinking and itsimpact at baseline and follow up

Basdline  AUDIT? p Baseline  AUDIT? p Attended up to 2 p Attended >2 p
<26 >26 sessions sessions
N=16 (42.1%) N=15 (39.5%) N=18 (50%) N=18 (50%)
Median daily alcohol consumed in gmsBaseline 25.2 (0-105.9) 0.07 13.3(0-281.5) 0.29 .035-149.3) 0.42 18.2 (0-281.5) 0.19
(Range)
Follow 2.8 (0-135.3) 51.4 (0-119.1) 42.3 (0-135.3) 06.2)
up
Median PDHD (Range) Baseline 28.6 (0-100) 0.07 1@-85.7) 0.09 32.1(0-100) 0.70 21.4 (0-100) 032
Follow 0.0 (0-100) 39.3 (0-92.9) 35.7 (0-100) 0.0 (@10
up
Median SIP score (Range) Baseline 24.0 (3-44) 0.6R.0 (17-42) 0.1 22.0(3-42) 0.10 26.5(10-44) 2010
Follow 10.0 (0-38) 25.5 (5-41) 22.0 (0-41) 15.0 (0-39)
up

Alcohol Use Disorder Identification Test (AUDIT)eRentage days heavy drinking (PDHD), Short Inventd Problems (SIPJExcluding 7 participants who were eligible
by virtue of having completed inpatient detoxificatjust prior to recruitment
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Table5: Adaptations made to the detoxification manual

Observation Adaptation

Although past history of seizure was mstead of asking the patient and ca
criterion for exclusion from homewhether the former ever experienced a °
detoxification we unknowingly includedwe started asking them the followingieve
one patient with such a history as the patieydu ever observed or has anyone reported
and his carer assured us that he had nesmrevent where (the patient’$ limbs became
had ‘fits’ before. It became obvious thastiff and then started shaking violently, after
everyone in the target population did nathich you lost consciousness, involuntarily
clearly understand how a seizure presentegassed urine, frothed at the mouth, bit your

tongue and became unconscious?’

Certain medications (e.g. Omeprazol&ye revised the protocol to ensure t

Chlordiazepoxide) that we had specified ialternative medications already availablg i

our original manual, based on the evidentiee clinic (e.g. Ranitidine, Diazepam) we
and treatment development workshopspecified for the primary medications if t
were not available in the public sectdatter were not available.

clinics.

Certain eligibility criteria for home The criteria which were reported to

rer
fit’

pe

detoxification that the doctors had to checkague were made more specific to make

for were too vague for the doctors and thelgem clearer.
communicated that to us e.g. ‘Currently

unstable medical conditions’

Patients and their carers found it difficult t®#We used small envelopes with the tablet
negotiate the dosing schedules of thee taken at particular times of the day &
various medications. details of the medications were written

the envelope.

o
—
(@)

and
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Figure 1: Flow diagram of progress through the phases of the treatment cohort

N=1000

Private sector clinics

Public sector clinics

N=6013

Refused assessment for eligibility
N=2007 (28.6%)

N=38 (22.6%)

Baseline assessment
TLFB (N=36) and SIP (N=32)

v
Assessed for eligibility
N=5006 (71.4%)
o | Ineligible for screening
» N=1755 (35.1%)
A 4
Eligible for screening
N=3251 (64.9%)
2 Never had a drink
v N=1026 (31.6%)
Y
Ever drinker
N=2225 (68.5%)
« | Not current drinker (Past 12 months)
- N=811 (36.4%)
v
Current drinker (Past 12 months)
N=1414 (63.6%)
v
Completed inpatient Alcohol Dependence (AUDIT >20) Alcohol Dependence based on
detoxification N=140 (10.1%) additional questions
N=7 N=22
Alcohol Dependence
N=169
T | Refused consenting process
v N=1
Alcohol Dependence
N=168
T | Refused consent
\ ?|  N=130(77.4)
Consented to CONTAD

Did not complete baseline assessment

TLFB (n=2) and SIP (n=6)

"

Relapse prevention
N=27 (71.1%)

Home detoxification + Relapse prevention
N=11 (29%)

A 4

>

Did not complete baseline assessment
TLFB (N=3) and SIP (N=3)

TLFB (N=35) and SIP (N=35)

Completed follow up assessment
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Figure 2a-Clinical parameters during home detoxification
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Figure 2b-Clinical parameters during home detoxification
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-Alcohol detoxification can be safely delivered at home by LHW
-Entry and retention into treatment for alcohol dependence (AD) is modest
-LHW delivered interventions for AD could potentially reduce the impact of the AD



