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EXECUTIVE SUMMARY

Introduction:

Common mental disorders refer to depression and anxiety syndromes and are
among the most important cause of psychiatric morbidity in a primary health’ The
prevalence of Common Mental Disorders [CMD] in primary care settings in India
and other Southeast Asian countries ranges between 20 and 45%. Most patients
with CMD presenting to the primary care receive inappropriate symptomatic
treatment '* The majority of patients with CMD in India and other developing
countries receive pharmacotherapy, the clinical effectiveness of which is in the
main limited by two factors; patient adherence to the recommended protocol and
under-diagnosis and/or sub optimal treatment by primary care doctors®®. There
have been many efforts to improve treatment adherence in patients diagnosed
with depression at primary care clinics. Studies carried out in the west
implementing multilevel interventions and collaborative care has shown to
significantly improve treatment adherence *° and treatment benefit >’. There are
few studies from resource poor countries on improving treatment adherence in
primary care patients. A randomized controlled study from Chile using a stepped
care approach, reported that 70% of adult female primary care patients in the
experimental group had recovered compared with 30% of the usual care group.
Our project aims at studying whether patient adherence to treatment will improve
with the intervention of Community Health Workers [CHWs] and the
involvement of Depot Holders [who are responsible persons in the village who
will keep a record of persons on treatment and their medications as well as stocks
of medicines]. We have observed that patients, who were visited by the CHWs

and educated on the need to continue medication, visited the clinic more regularly



Aims and Objectives
The aim of the study is to assess the effectiveness of Community Health Workers

in ongoing care and whether their intervention improves treatment adherence and

thereby outcome in rural women diagnosed with major depression.

Primary Objectives

1. To assess compliance and adherence to treatment in women with CMD,
specifically major depression where adherence will be measured by
CHWs using weekly pill counts and regularity of patient visits.

2. To study the outcome of treatment intervention in women with CMD,
specifically major depression by scores obtained on the 17-item Hamilton
Depression Rating Scale

Secondary Objectives

1. To study outcome of treatment intervention in women with major
depression by measuring changes in the quality of life using the WHO
Quality of Life [QOL] Scale *’.

Methodology:

Dommasandra, a Primary Health centre area was selected. There are 33 villages
coming under the PHC covering a population of 29,117.6 villages were selected
based on the distance to the PHC. The survey team consisted of 4 Community
Health Workers and a Research Assistant.

A house to house survey was conducted in the villages of the study area of 6
villages by the research investigator to screen for patients with common mental
disorders. General Health Questionnaire-28 item version (GHQ) was administered
to all adult women (>18years). Those women obtaining a score of >5 were invited
to participate in the study after obtaining a written informed consent. A
demographic profile of the women was obtained using a schedule. The age,

marital status, education, family size, type of family, employment

Socio-economic status of the women was obtained using Standard of living Index

(SLI). Women who obtained a score of >5 on GHQ-28 item version were



interviewed on the Mini International Neuropsychiatric Interview (MINI), a
structured interview schedule to confirm a psychiatric diagnosis of major
depression The severity of depression was assessed using Hamilton Depression
Scale (17 item version, HAMD). HAMD is available in local language and has
been used in previous studies in India WHO-QOL (Brev) was used to assess the
quality of life of the women with depression. The villages covered by the PHC
were randomized into two groups. In the experimental group, patients were
monitored regularly by the Community health workers (CHW). Each village had a
depot holder who maintained a record of all patients in the village and details of
the medication taken. The women with depression who were referred to the PHC
were registered. They were given an identity card containing their name, survey
number, village and a specific Registration number. The antidepressants selected
included either amitryptiline or fluoxetine and the choice was made on the basis of
symptom cluster of depression. The outcome was measured at the end of 6 months
after the initial interview or treatment completion in both the groups. This
included re-administration of Hamilton Depression Rating Scale and the WHO

Quality of Life scale.
Results

A total of 814 houses were surveyed out of which 43.61% belong to the treatment
as usual group and 56.39% were in the Intervention group. A total of 1055 women
between the age group of 18 to 65 were interviewed of whom 873 (82.75%)
consented for the study. After obtaining the data on socio-demographic profile,
GHQ-28 was administered. GHQ was found to be positive (>5) in 294(33.68%) of
the women. Out of the 294 screened positive 20(6.8%) of the women did not give
consent for further assessment. Thereby 274 of the

GHQ+ ve women were administered MINI, a structured psychiatric interview
schedule to confirm a diagnosis of major depression as per DSM-IV TR criteria
and formed the final sample for the study.The socio-demographic data of the
treatment as usual and the intervention group was compared. Overall there were

no significant differences in any of the socio-demographic features between the



experimental and the control groups.17.3% women completed 6 months of
treatment as compared to 0.8% of women in the treatment as usual group. A
higher proportion of women in the treatment as usual group did not come to the

treatment centre for consultation with the primary care physician.

There was a statistically significant difference in the number of women registered

with a greater proportion from the experimental group.

It was observed that the treatment seeking behaviour was more among the

intervention group (54.9%) than among the treatment as usual group (39.3%).

There was a significant improvement in the mean HAMD scores at 6 months in
both the treatment as usual and the experimental group. However, there were no
between group differences. There was a statistically significant improvement in
the mean scores of the physical domain and the psychological domain of quality
of life indices in both the groups. However there was no significant difference in
the any of QOL domains between the treatment as usual and the intervention

groups.



INTRODUCTION

Common mental disorders refer to depression and anxiety syndromes and are
among the most important cause of psychiatric morbidity in a primary health'™
The prevalence of Common Mental Disorders [CMD] in primary care settings in
India and other Southeast Asian countries ranges between 20 and 45% *° . CMD
can result in considerable disability ® and chronic morbidity 7' CMD has been
strongly associated with female gender ' poverty '> and low educational status .
Most patients with CMD presenting to the primary care receive inappropriate

symptomatic treatment '*

Studies from industrialized countries have shown the effectiveness of both drug
and psychological intervention in depression in primary care settings'>"'"
However, there are very few published studies on the treatment outcome of CMD

. . 1821
from low-income countries

. The majority of patients with CMD in India and
other developing countries receive pharmacotherapy, the clinical effectiveness of
which is in the main limited by two factors; patient adherence to the
recommended protocol and under-diagnosis and/or sub optimal treatment by
primary care doctors™.

Treatment adherence has been assessed in different studies using various
methodologies. Peveler et al > assessed prevalence of adherence in the UK using
an Electronic Monitoring System and reported that about 40% had discontinued
antidepressant medication within 12 weeks of starting treatment. Lin et al. **
assessed a large sample of patients attending primary care clinics found that 32-
42% of patients had discontinued antidepressant medication 6-8 weeks after
starting treatment. A study conducted in Goa, India, that compared migraine and
fluoxetine in the treatment of CMD found that compliance to treatment among
patients with CMD was poor and that majority of them had discontinued their

medication due to side effects™ .The same group of investigators did a

randomised placebo controlled trial in patients with CMD attending general



outpatient clinics in two district hospitals in Goa and found that psychiatric
outcome was significantly better with antidepressant treatment than with placebo
only over a short term period (2 months) but not over a long term period (12
months). They reported adherence rates to antidepressant medication of 46% at 2
months and 26% at 6 months. Common reasons for non-adherence at 2months
were side effects, forgetting to take medication and feeling better. At 6 months,
the main reasons were feeling better, being physically sick or taking other
medication '°. Srinivasan et al’' examined the outcome in major depression in
individuals resident in a rural community following naturalistic treatment with
antidepressants. They reported that many patients did not seek treatment even
when treatment was made available in a nearby primary health centre and those
who sought treatment discontinued treatment prematurely. Others too have
observed that a low proportion of patients diagnosed with CMD had contacted
treatment services” . Thus, poor adherence to treatment protocol is common
among patients diagnosed with CMD in primary care settings and in addition,
many patients with CMD do not seek help even when medical treatment is locally

available.

There have been many efforts to improve treatment adherence in patients
diagnosed with depression at primary care clinics. Studies carried out in the west
implementing multilevel interventions and collaborative care has shown to
significantly improve treatment adherence *° and treatment benefit >’. There are
few studies from resource poor countries on improving treatment adherence in
primary care patients. A randomized controlled study from Chile using a stepped
care approach, reported that 70% of adult female primary care patients in the
experimental group had recovered compared with 30% of the usual care group'®
However, to the best of our knowledge, there is no known literature, which
addresses issues related to improving treatment adherence to antidepressant
medications in patients diagnosed with depression seeking help from primary care

centre in India.



Our project aims at studying whether patient adherence to treatment will improve
with the intervention of Community Health Workers [CHWs] and the
involvement of Depot Holders [who are responsible persons in the village who
will keep a record of persons on treatment and their medications as well as stocks
of medicines]. We have observed that patients, who were visited by the CHWs
and educated on the need to continue medication, visited the clinic more
regularly. During their visit, CHWs will also involve family members in the
treatment plan. Recruitment of family and friends to support the therapeutic plan
and its implementation has also shown to improve treatment compliance **. In
addition, by involving Community Health Workers and Depot Holders, we are
taking treatment of CMD to patients’ homes and thereby cutting down their visits
to the hospital, which may prove to be both, patient- friendly and cost effective in

the long run.

AIM / OBJECTIVES

The aim of the study is to assess the effectiveness of Community Health Workers
in ongoing care and whether their intervention improves treatment adherence and

thereby outcome in rural women diagnosed with major depression.
Primary Objectives

To assess compliance and adherence to treatment in women with CMD,
specifically major depression where adherence will be measured by CHWs using
weekly pill counts and regularity of patient visits.

To study the outcome of treatment intervention in women with CMD, specifically
major depression by scores obtained on the 17-item Hamilton Depression Rating

Scale



Secondary Objectives

To study outcome of treatment intervention in women with major depression by
measuring changes in the quality of life using the WHO Quality of Life [QOL]

Scale Z.

METHODOLOGY
It 1s a randomised trial to assess the treatment adherence of women with
depression with enhanced community care as intervention.

The methodology will be described under the following headings:

I Study Area:

Dommasandra, a Primary Health centre area was selected. There are 33 villages
coming under the PHC covering a population of 29,117. There are 5 sub-centres
each with population of 4406, 9153, 4915, 5280 and 5363. 6 villages were
selected based on the distance to the PHC. The 6 villages were B.Hosahalli
(Population 1017), Gopasandra (Population 613) , Alibommasandra(Population
289), Kadagrahara (Population 393) , Samanhalli (Population 529) and
Muthanalur (Population 1846).

I1. Subjects :

A house to house survey was conducted in the villages of the study area by the
research investigator to screen for patients with common mental disorders.
General Health Questionnaire-28 item version (GHQ) was administered to all
adult women (>18years). GHQ has been used in previous community studies in
India and a standardized translated version in vernacular language is available.
Those women obtaining a score of >5 were invited to participate in the study after
obtaining a written informed consent. In the case of illiterate patients the consent
form was read out to the participant and the consenting procedure was witnessed
by a neutral observer (Social worker). In addition, treatment history for the last 6

months was ascertained from all the participants. Only treatment naive subjects



were included in the study.Consenting subjects were assessed on the following

measures :

II1. Methods

1: A demographic profile of the women was obtained using a schedule. The age,
marital status, education, family size, type of family, employment, and
occupational history were obtained. Any past or family history of mental illness
was also asked for.

2: Socio-economic status of the women was obtained using Standard of living
Index (SLI). This index was used in the National Family Health Survey 1998-
1999 to compare the standards of living between rural and urban areas in India® .
The SLI is comprised of items such as the type of dwelling, whether residents
have access to drinking water, ownership of property, land and livestock, and
possession of durable goods like vehicles, television, tractor etc. The scores are
tabulated and residents are classified into three categories: Low SLI (0-14),
Medium SLI (15-24) and high SLI (25-67). We chose SLI to measure socio-

economic conditions as this scale has been well standardized for use in rural India.

3: Women who obtained a score of >5 on GHQ-28 item version were interviewed
on the Mini International Neuropsychiatric Interview (MINI), a structured
interview schedule to confirm a psychiatric diagnosis of major depression
according to DSM-IV TR criteria. Any axis I co-morbid diagnosis was also noted.
4: The severity of depression was assessed using Hamilton Depression Scale (17
item version, HAMD). HAMD is available in local language and has been used in
previous studies in India *> .Scores obtained on the HAMD were used as the
primary outcome variable. HAMD was administered at baseline and at 6 months

5: WHO-QOL (Brev) was used to assess the quality of life of the women with
depression. This questionnaire is available in local language and has been used in
a previous study of CMD in rural populations in India” .  WHO QOL scale

consists of 26 items and has 4 domains that measures physical, psychological,



social and environmental component of quality of life. WHO-QOL was

administered at baseline and at 6 months.

IV Selection and training of personnel

The survey team consisted of 4 Community Health Workers and a Research
Assistant. The health workers were appointed on the basis of the selection criteria
that they were all women, from the local community, had studied upto 10"
standard and had a previous experience of working in Community Mental Health
programmes. The Research Assistant had a Master Degree in Social work in the
field of Medicine and Psychiatry. She also had prior experience as a Counsellor in
a Family Counselling Centre.

The Community Health workers and the Research Assistant were given a basic
training for 3 days in the identification and recognition of common mental
disorders. They also underwent sessions to familiarise themselves with the
research protocol.

The Research Assistant also under went intensive training for 1 month in
administration of MINI, WHO-QOL and Hamilton Depression Scale under the
supervision of the principal investigator (KS). The training was in the form of
didactic lectures, and practical administration of the tools on the patient attending

the Psychiatry OPD in St.John’s Medical College hospital.

V Data Collection:

A house-to-house survey was done in the 6 villages by the team of health workers
and research investigator. All the women who were in the age of 18 to 65 years
were interviewed after obtaining informed consent. A total of 873 women
consented for the study and were interviewed.

After obtaining the initial socio-demographic details by the CHWs, the women
were administered GHQ-28. If the women scored >5, and diagnosed to have major

depression on MINI were referred to the weekly clinic in Dommasandra PHC.



VI Treatment randomization (Figure 1).

The villages covered by the PHC were randomized into two groups. In the
experimental group, patients were monitored regularly by the Community health
workers (CHW). Each village had a depot holder who maintained a record of all
patients in the village and details of the medication taken. Patients need to visit the
primary health center once a month to consult the physician. The CHWs will visit
patients immediately following medical consultation and discuss with the patient
and caregivers concerning the need for compliance with treatment. This will be
followed by another visit in the subsequent week to enquire about any possible
side effects and clarification of any doubts concerning treatment. In addition,
CHW’S will call on those patients who have discontinued medication to
encourage them to resume treatment. Such pattern of visits will be followed after
every monthly consultation with the physician. CHWs will also try and identify
reasons for drop out from patients who do not seek help from the physician or
have discontinued treatment. In the treatment as usual group, patients diagnosed
with depression will be encouraged to seek help from the physician at PHC with
no additional input from the CHW. A drop out in this study was defined as any
patient who missed at least 2 consecutive appointments with the primary care

physician.

VI Referral and Treatment:

The women with depression who were referred to the PHC were registered. They
were given an identity card containing their name, survey number, village and a
specific Registration number. A separate case sheet was maintained for each of the
women. They were then evaluated in detail regarding age, education, past history
of mental illness, history of tobacco consumption and any medical conditions. A
detailed general physical examination was done followed by systemic examination
to rule out any medical ailments. Antidepressant medication was prescribed by a
primary health care physician who had had prior training in the recognition and
treatment of depression. The antidepressants selected included either amitryptiline
or fluoxetine and the choice was made on the basis of symptom cluster of

depression.



VII Follow-up
The outcome was measured at the end of 6 months after the initial interview or
treatment completion in both the groups. This included re-administration of

Hamilton Depression Rating Scale and the WHO Quality of Life scale.

VIII Analysis:

The data was entered on SPSS version 10. The WHO QOL was analyzed
separately using an SPSS syntax file that automatically checks, recodes the data
and computes the domain scores. Discontinuous data was analyzed using Chi-

square and for continuous data Independent sample T-tests were used..



Figure 1. Randomization Process:

Villages of Dommasandra PHC are randomised into two groups

Treatment As Usual & Intervention group

House to House survey by CHWS using GHQ-28

Those +ive by GHQ-28- Administration of MINI by RI. Those +ive by MINI

— Referred to

Primary Health Centre where Ham-D and WHO QOL scales will be
administered by PCP

At PHC, patients are given medication and are educated by Primary Care

Physician.

Asked to return to PHC after one week

Group I - Treatment As

Group II - Intervention by CHWs

Usual
CHWs visit patient at home 3-4 days later
and imparts Education to patient and family
End of | Patient Patient returns to PHC and
week 1 returns ) receives drugs for 2 weeks.
At any time | End of
. Asked to collect balance from
to PHC. | during the | week 1
_ DH, 2 weeks later and return to
Receives treatment
) ) PHC after 1 month
drugs for 2 |regimen, if
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appointments

with either the

doctor or the

Depot Holder.

End of | CHWs visit patient at home —

week 2 encourages patient to continue
medication. Enquires about
problems faced

End of | Patient collects drugs from

week 3 Depot Holder. If not, DH visits
patient

End of | CHWs visit patient at home —
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Hamilton Depression Scale and WHO QOL scale will be administered at the end of 6

months.




RESULTS
The Results have bee divided into the following sections:

Section 1: Outline of the final status of the study

Section 2: Socio-demographic profile of all the women who consented for the study
(N=873)

Section 3: Socio-demographic profile of the study group N=255

Section 4: Analysis of the MINI of the study group
Section 5: Treatment Outcomes and Adherence
Section 6: Comparison between scores of HAM-D and WHO-QOL before and after

intervention in the study group



ACTIVITY /

TREATMENT AS | INTERVENTION
RESULTS USUAL GROUP GROUP TOTAL
Houses surveyed | 355 459 814
Population 1604 1928 3532
covered M = 805 F=799 |M=925 |F=1003 | M=1730 |F=1802
Total number of
women aged 18- | 465 590 1055
65 years
Number of

h

women WO [ 384 489 873
consented for the
study
Number with

1 1 294
GHOQ >5 38 56 9
Number with

24
GHOQ <5 6 333 579
MINI not 9 1 20
consented
MINI +
[With 122 133 255
Depression]
MINI -
[Without 7 12 19
Depression]
Not consented
for Post
intervention
administration of | 11 9 20
HAM-D,

WHO-QOL




Section 1: Outline of the final status of the study

A total of 814 houses were surveyed out of which 43.61% belong to the treatment as
usual group and 56.39% were in the Intervention group. A total of 1055 women between
the age group of 18 to 65 were interviewed of whom 873 (82.75%) consented for the
study. After obtaining the data on socio-demographic profile, GHQ-28 was administered.
GHQ was found to be positive (=5) in 294(33.68%) of the women. Out of the 294
screened positive 20(6.8%) of the women did not give consent for further assessment.
Thereby 274 of the GHQ+ ve women were administered MINI, a structured psychiatric
interview schedule to confirm a diagnosis of major depression as per DSM-IV TR criteria
and formed the final sample for the study.

Section 2: Socio-demographic profile of all the women who consented for the study

(N=873)

Frequency Percent
Age 18-25 209 23.9
26-35 287 32.9
Mean=35.
can=35.39 18 Re s 217 249
S.D=11.67 yrs
46-55 105 12.0
>56 55 6.3
Marital Status Single 40 4.6
Married 756 86.6
Separated/Divorced/ 77 8.8
Widow
Educational Status |[[lliterate 327 37.5




Literate 135 15.5
< 5" standard 130 14.9
SSLC 210 24.1
PUC 48 5.5
Graduate 22 2.5
Post graduate 1 A
Employment Unemployed 833 05.4
status Employed 40 4.6
Type of Family Nuclear 526 60.3
Joint 347 39.7
Family <=4 423 48.5
Size >4 450 51.5
History of mentalPresent 192 22.0
Iiness
Absent 681 78.0
Family History oflPresent 01 10.4
Mental [llness
Absent 782 89.6
Low 106 12.1
Socio-economic ~ [Middle 272 31.2
Sl High 494 56.6
Uncooperative 1 A

Among all the women (873) who consented to participate in the study, majority were
married. and educated but most of them were unemployed (95.4%). The majority of the
women came from nuclear families with average family size being 5.07. There was a past
history of mental illness among 22% and a small number of them also had family history

of mental illness (10

%)




Section 3: Socio-demographic profile of the study group N=255

'Variables Treatment  Aslntervention
Usual (Mean Age=38.4)
(Mean Age=38.4)
18-25yrs 15(12.3%) 20(15%)
Age 26-35 yrs 41(33.6%) 42(31.6%)
36-45 yrs 37(30.3%) 39(29.3%)
46-55 yrs 22(18%) 23(17.3%)
>55 yrs 7(5.7%) 9(6.8%)
Marital Status Single 3(2.5%) 5 (3.8%)
Married 108(88.5%) 114(85.7%)
Separated N1(9%) 14(10.5%)
Divorced / Widow
Mlliterate 71(58.2%) 75(56.4%)
Literate 16(13.1%) 18(13.5%)
Educational < 5™ standard 18(14.7%) 23(17.3%)
Status SSLC 14(11.4%) 14(10.5%)
PUC 0 2(1.5%)
Graduate 3(2.5%) 1(0.8%)
Employment Unemployed 113(92.6%) 128(96.2%)
platus Employed 9(7.4%) 5(3.8%)
Famil =<4 53(43.4%) 77(57.9%)
Size >=5 69(56.6%) 56(42.1%)
Family Type Nuclear 69(56.6%) 86(64.7%)
Joint 53(43.4%) 47(35.3%)

History of Mental

Present

Ilness

60(49.2%)

66(49.6%)




Absent 62(50.8%) 67(50.4%)
Family History ofPresent 22(18%) 30(22.6%)
Mental [llness

Absent 100(82%) 103(77.4%)
Distance to the<=7kms 73(59.8%) 55(41.4%)
PHC

8-10kms 30(24.6%) 5(3.8%)

>=11kms 19(15.6%) 73(54.9%)
Socio-economic |Low 26(21.3%) 32(24.1%)
Status

Middle 52(42.6%) 53(39.8%)

High 44(36.1%) 48(36.1%)

The socio-demographic data of the treatment as usual and the intervention group was
compared. Overall there were no significant differences in any of the socio-demographic
features between the experimental and the control groups.

Section 4: Analysis of the MINI in the study group

Treatment Intervention

As Usual
Major DepressivePresent 122(100%)  [133(100%)
Episode Current
Major DepressivePresent 64(52.4%) 85(63.9%)
Episode — Recurrent

Absent 58(47.5%)  148(36.1%)

Major DepressivePresent 120(98.4%) [130(97.4%)
Episode with - -
Melancholic FeaturesAbsent 2(1.6%) 3(2.2%)
Current
Suicide Risk -Current INo Risk 28(22.9%) 40(30.1%)




Low Risk

19(15.6%)

38(28.6%)

Moderate Risk  [53(43.4%)  [38(28.6%)

High Risk 22(18%) 17(12.8%)
Panic Disorder Present 01(74.6%) 76(57.1%)

Absent 31(25.4%)  [57(42.8%)
Panic Disorder withoutlPresent 52(42.6%) 55(41.4%)
Agarophobia —Current

Absent 70(57.4%)  [78(58.6%)
Panic  Disorder  withPresent 52(42.6%)  [55(41.4%)
\Agarophobia —Current

Absent 70(57.4%)  [78(58.6%)
\Agarophobia -CurrentlPresent 7(5.7%) 9(6.7%)
Without history of Panic
Disorder Absent 115(94.3%) [124(93.2%)
Social Phobia - Present 60(49.2%) 62(46.6%)
Current Absent 62(50.8%) 71(53.4%)
Generalized AnxietyPresent 106(86.9%) [108(81.2%)
Disorder- Current

Absent 16(13.1%)  [25(18.8%)

There were no significant differences in any of the clinical features on MINI between the
experimental and the control groups including co-moprbid axis I diagnosis.




Section 5: Treatment Outcomes and Adherence

Table 1: Treatment Adherence

Treatment |Intervention [Total

IAs Usual
Completed 1(0.8%) 23(17.3%) 24(9.4%)
Treatment
INot completed121(99.2%) [110(82.7%) 231(90.6%)
Treatment

122 133 255

Chi square= 20.25, p<0.001 Very Significant.

17.3% women completed 6 months of treatment as compared to 0.8% of women in the
treatment as usual group. The table also shows that the treatment adherence is
significantly better in the intervention group than in the treatment as usual group.
However, majority in both the groups did not complete treatment as defined by adherence
to treatment for 6 months.

Table 2: Pattern of Treatment Adherence

Treatment Intervention [Total
IAs Usual
Completed 1(0.8%) 20(15%) 21
Treatment
Defaulted 34(27.9%) 40(30.1%) 74
Treatment  after|0 3(2.3%) 3
Default
Not come for87(71.31%) [70(62.6%) 157
treatment
122 133 255




A higher proportion of women in the treatment as usual group did not come to the

treatment center for consultation with the primary care physician.

Table 3. Women registered in the Primary Health Centre

Treatment |Intervention (Total
As Usual
Registered 35 (28.7%) 163(47.4%) 98
INot registered [87(71.3%) [70(52.6%) 157
122 133 255

Chi square value=9.38 p< 0.01

Out of 255 women diagnosed with major depression, 98 (38.4%) registered with the
primary health center for treatment. There was a statistically significant difference in the
number of women registered with a greater proportion from the experimental group.

Table 4: Treatment seeking for depression of the study group after initial visit by
Health workers

Treatment Intervention {Total
As Usual
Not gone to any health care[52(42.6%) 50(37.6%) (102
facility
Has visited any health cared8(39.3%) 73(54.9%) |121
facility
Don’t know 22(18%) 10(7.5%) 32
122 133 255




It was observed that the treatment seeking behaviour was more among the intervention
group (54.9%) than among the treatment as usual group (39.3%). This difference
however was not found to be statistically significant.

Section 6: Comparison between scores of HAM-D and WHO-OOL before and after
intervention in the study group

Table 1: HAM-D Scores Pre and Post Intervention (Pre N=255, Post N=235)

Scales Treatment Intervention

Group-
IAsUsual-Mean Scores

Mean Scores

HAM-D [Pre 18.98+4.77 18.81+4.91

Post 11.52+7.32 12.24+5.74

As has been observed in Table 1 there has been a definite decrease in the severity of the
Depression according to mean Hamilton Depression Scores. There was a significant
improvement in the mean HAMD scores at 6 months in both the treatment as usual and
the experimental group. However, there were no between group differences.

Table 2: WHO-QOL- Mean Scores with Standard Deviation (Pre N=255, Post

N=235)
Scales Treatment Intervention
Group-Scores
IAs Usual-Scores
Physical Pre 10.89+2.71 10.96+2.47
Domain Post 12.13+£2.71 12.3542.28

Psychological Pre 10.33+2.49 10.42+2.96

Domain

Post 11.12+2.87 11.46+2.94

Environmental Pre 11.00+2.26 11.07£2.36

Domain




Post 10.92+2.61 11.21£2.29

Social Pre 10.96+3.38 11.06+3.78

Domain Post 11.89+3.36 11.27+3.52

There was a statistically significant improvement in the mean scores of the physical
domain and the psychological domain of quality of life indices in both the groups.
However there was no significant difference in the any of QOL domains between the
treatment as usual and the intervention groups.



Discussion

The present study is a randomized controlled trial to improve treatment adherence to
antidepressant medication in rural women diagnosed with major depression who were
treatment naive.

Treatment adherence to the recommended protocol has been identified as one of the
major factors in the effective treatment of depression”’. Various studies have shown that
in resource poor countries a large number of individuals diagnosed with CMD do not
access help from formal health sector even when they are encouraged to do so '**'*° .
Local factors such as lack of transportation, financial difficulties, and inability to take
time off from daily work have been reported to act as significant barriers to accessing
health services®' . While higher rates of depression are noted among women across the
world, the gender differences are more marked in population from low-income
countries' . Social and economic issues such as poverty, which have been hypothesized
to explain the link between female gender and the occurrence of CMD'? , may also
influence help seeking behaviour among rural women. Social problems embedded as they
are within a family system (interpersonal problem, financial difficulties) may itself act as
a significant barrier in seeking professional help?' . While there have been various
attempts to increase treatment retention using collaborative or stepped up care approach
in industrialized countries'® , few studies have examined the application of such
approaches in resource poor countries'® . The present study is an attempt to improve help
seeking behaviour and treatment adherence and retention in rural disadvantaged women
diagnosed with major depression.

Findings from the present study indicate that a significantly greater proportion of women
from the experimental group registered for treatment at a rural primary health centre
compared to the treatment as usual group. In addition, a significantly larger number of
women from the experimental group adhered to the treatment protocol compared to the
control group. Thus, enhanced community support using trained volunteers from the
community was effective in recruiting women diagnosed with depression into a treatment
programme at a primary health centre and helped in better retention of the women in
treatment at 6 months. However, it is disturbing to note that in both the treatment as usual
as well as in the experimental group, a significantly large number of women did not seek
any help from the primary health centre. As private practitioners and private hospitals are
generally perceived as more caring compared to Government supported primary health
centres, we examined the frequency of help seeking behaviour from other sources
between the experimental and the control group. Following the initial interviews by the
research team, a greater number of women from the experimental group sought help from
local hospitals and private practitioners. These findings suggest that enhanced community
support did increase help seeking behaviour among previously untreated rural women
diagnosed with major depression. Thus, the primary objective of the study that enhanced
community support would result in better treatment compliance was borne out by the
findings of the present study.

The second objective of the present study was to examine outcome of depression at 6
months. HAMD scores and WHO-QOL were the main objective measures to study
outcome. We did not find any statistically significant differences in both HAMD and
WHO-QOL scores at 6 months between the experimental and the control groups. This is
contrast to studies that report improved treatment adherence and better outcomes in



depression'®'® . However, two prospective studies that assessed outcome in depressed

patients treated naturalistically observed that treatment with antidepressants did not
significantly influence outcome®**® . Clinical effectiveness of antidepressant medication
in mild depression seen commonly among primary care attendees is yet to be
established’”, while severity of depression and ongoing social difficulties are important
determinants of consultation rate in patients with depression in primary care® . This has
prompted a large randomized clinical trial to examine the effectiveness of antidepressant
medication in patients presenting with depression in primary care®® . In the present study,
majority of patients had mild depression at baseline with a mean HAMD score of 18,
which may explain lack of differences in outcome among patients who adhered to
treatment recommendations compared to defaulters. In addition, it has also been
suggested that the mere act of interviewing and advising them to access help itself may
be therapeutic for some individuals with CMD® . It is also possible that some of the
clients might have sought help from other sources. Our data indicate that both among the
experimental group and the control group had visited other health care facilities. Thus,
our intervention might have also helped to increase awareness concerning CMD among
subjects prompting consultation with formal health sector. Unfortunately, we could not
obtain details concerning these medical encounters.

To conclude, enhanced community support to rural disadvantaged women with major
depression resulted in greater women seeking help and retaining them in treatment.
However, a significant number of women with major depression still opted not to seek
help at all or defaulted from treatment recommendations. More importantly, there were
no significant differences in outcome as measured by changes in HAMD and WHO-QOL
between the group that received enhanced community support and those that received
treatment as usual. Future studies are needed to determine the threshold level of
depression that requires medical intervention and those that can be managed through
psychosocial intervention. In resource poor countries it is also important to examine
whether psychosocial interventions can be provided by trained community level workers
who have far easier access to community. The finding that a high proportion of subjects
with CMD did not access locally available health services has important public health
implications. It has been suggested that providing mental health training to general
medical and traditional practitioners might help in the early detection of CMD and to
institute appropriate treatment. As large numbers do not access formal help from the
health sector, merely making psychiatric services available at primary health centre may
not address the unmet needs of the population. While emphasis in various public health
programmes has been on enhancing skills of primary care practitioners in early
identification and instituting appropriate treatment for CMD, increasing awareness
concerning CMD among population is pivotal to improving access to treatment from
formal health sector. Finally, and importantly this programme helped in enhancing the
skills of CHWs in the domain of diagnosis, early identification and counselling of
patients with CMD. Increasingly, given the relative lack of mental health professionals in
rural areas, paraprofessionals are expected to shoulder the burden of meeting the unmet
needs of large numbers of clients with CMD. Randomized controlled trials with trained
paraprofessionals have shown that they are as effective as mental health professionals in
the identification and management of mild depression®’. In future studies, we intend to
examine the compare the effectiveness of intervention using the services of our trained
CHW s to that of primary care physician.
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