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ABSTRACT

Background

Empowerment is a means of dealing with troublesraiftively
incapable peoples and by mediating the role suiiéyt plays in making and
facilitating social anxieties. It is a cost effegtiresponse to enhance individuals in the
societal system. It helps to achieve structuraltofgc including political,
environmental, economic and social obstacles. $@aH-value package was the
empowerment intervention, an education program tégeted on autonomy, self-
esteem, self-care, social and family adjustmenti lamman and health right. The
primary aim of this study was to assess the effengss of the intervention to
improve empowerment and quality of life among pedpling with HIV. Secondary

aim was to examine the reduction in stigma amgrovement in social support.

Methodology

Open label, parallel, randomized controlled tri@swconducted at the
antiretroviral treatment (ART) center of Nepal frddeptember 2014 to June 2015.
HIV infected participants receiving ART from six twenty four months, and was
aged 18 years and above, were randomly assigneectEve either control or
intervention group. Allocation concealment was dbgeising sequentially numbered
opaque sealed envelopes. Six weeks intervention la@sby two public health
professionals. Face-to-face interview was carried to collect data among 132
(intervention n = 66 and control n = 66) particitsaand was followed up at 3- and 6-
months after the baseline. Feasibility and accdptaof the intervention was

measured by using both qualitative and quantitatteehniques. Significant
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differences within the group by time were analyzsthg appropriate tests included
chi-square or Fisher exact test or Wilcoxon sigreetk test. Mean score within the
group by time for empowerment, QoL, stigma and aosupport was measured.
Effectiveness of the intervention package was amalyusing Difference in
Difference (DiD) and mixed-effect non-linear reggies.
Results

Among 1447 screened HIV infected people, 66 wereertafor
intervention and tested intervention acceptabliégween September and November
2014. For the acceptability, mean age of the ppeids was 36.4 years, 47% were
female, and 30.3% had higher secondary and aborxed Exlucation. Significant
change was found between pre- and post-test s¢aatitnde towards HIV related
issues in each session. Participants’ acceptalaitity satisfaction reveals higher after
the end of the all sessions. Qualitative approaatieaied similar findings from both
participants and counselors.

At the baseline mean age of the participants wak (8D = 7.8) years,
47% were male, 43.9% were indigenous, and 71.2%phiadary to higher level of
education. More than half of participants diagnoseith HIV before their 33
birthdays and majority were infected through sexaaitact. Baseline demographic
and clinical characteristics were not significardifferent in control and intervention
group. The mean scores of empowerment, QoL andlsagpport were increased and
the stigma score was reduced in the interventiongcompared to the control group
at 3- and 6- months. An intervention effect wasnsigantly increased in
empowerment, QoL and social support and reducestigma scores by time in
intervention group. No unfavorable events wereaeteduring study period.
Conclusion

Social self-value intervention package was fountidéacceptable and

effective to improve empowerment, QoL, social suppad reduce stigma.

Key words: HIV; AIDS; ART; quality of life; intervention; ramnized
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CHAPTER |
INTRODUCTION

1. Background

1.1 Study background

HIV infection is a global public health concernti@dugh national and
international strategies and actions have beergrated to prevent and control
transmission worldwide, in 2012, total 35.3 milliarere HIV infected of which new
HIV infection were 2.3 millions. In the same timeush and South East Asia was
estimated 3.9 (2.9-5.2) millions of HIV infectedgpde. Antiretroviral therapy (ART)
is well-known to be the best evidence-based intdéiore to prevent deaths attributed
to HIV. In 2012, 10.6 million diagnosed with HIVaeived ART and total 92% were
received in low and middle income countriésPeople living with HIV (PLH) faces
the problems of stigma, fear of death, loss of opmdties, disclosure, sexual
behavior, treatment, social support, quality af [[QoL), and physical health, multiple
behavioral and mental healfth! In Nepal, there were an estimated 50,200 PLH by the

end of 2011 and the national HIV prevalence ingleeral population was 0.3%.

At present, the combination of ART, highly activatieetroviral
therapy (HAART), that included three or more types drugs are suggested
worldwide for the viral load suppression. For adoknts and adults, first line regimes
of the ART are d4T/3TC/NVP, ZDV/3TC/NVP, TDF/3TC/¥F d4T/3TC/EFV,
ZDVI3TC/EFV and TDF/3TC/NVP. When the first lineeitment was failed the
second line treatment includes ZDF + 3TC + LVP/ afhDF + 3TC + LVP/r were
suggested® Since 2004, HAART has been implemented to all kifécted people in
Nepal free-of-charge. Up to July 2013, a total 2084 HIV infections were reported
and 8,544 patients received ART. Although ART cager has been increased from
10% (2007) to 24% (2011), the coverage is still.[éWhe probability of survival has
been increase with the access of ART. Study forumitBAfrica revealed that the life
expectancy from 49.2 years in 2003 to 60.5 yea@0il'* Other study reported that
the probability of survival increased 0.84 at 2rgeand 0.81 at 3 years. The median



time among death and enroliment was 9.1 mohtBeath was recorded more within
first three months and the risk factors for dea#rensimilar before and after three
month. Increased in adherence has good result mival) improved CD4 and viral

load!**® However, treatment resistance and drug toxicitABRT has been reported

that might change the treatment choitey.

After ART era, the problem of death has been charigegroblem of
living with chronic status. As a result, the isseédHIV related health and QoL are
becoming a life time problems with the new remedied prevention strategi€%*

In addition, factors of age, marital status, octigpa female, ethnicity, IDUs, low
education and income or economic status, familgtia, low CD4 count, number of
children, stigma, disclosure and ART were also eiaged with QoL among PLEF>
Stigma, fear of death, loss of opportunities, disate, sexual behavior, treatment and
social support were shown to be related to qualftyife (QoL), physical health,
multiple behavioral and mental health. In ordemake the holistic care to PLH, not
only ART but also improvement of QoL is importakiowever, these problems are
interlinked thus the intervention implemented skoube integrated. The
empowerment is the crucial and cost-effective kegcept to improve QoL, service

access and psychological states.

Intervention could be beneficial for empowerment itacrease
prevention and treatment adherenteEmpowerment can play crucial role to change
their role and knowledge to improve quality of lii@thout enforce and dictate, but
with increased responsibilitiés.*® Social and gender disparities, dependencies and
poverties are key confronts to HIV preventidiHowever, recent findings reveal that
the HIV/AIDS is linked with social evolution and ¢alled disease of disparity instead
of disease of poverfl}: *> Empowerment is a main notion to improve good QoL,
mental health, and well being of PLH through immdwommunication and social

relations?>*°

Ample education about HIV/AIDS is the practicalstrument for
empowerment of PLH where cultural and other basrifar preventiorf® Study
suggests that physical symptoms, ART, psychologieall-being, social support,

coping strategies, spiritual wellbeing are the ingt predictors of QoL and other



strongly associated factors with QoL was the déiferstages of the disease, and

infections?’

To address these issues, justifiable objective asfective behavior
change and intervention for empowerment progranassignificant development of
QoL for risk populatio’® *° Finding reveals that the PLH has inadequate social
support and it has been associated with differantofs including QoL, immune
function, coping approaches, management of dissas@nhanced mental heaitir*
There is numerous benefits of social support hawenbdocumentett:>® Stigma
associated with HIV and AIDS has difficult concepith its epidemic and key
obstacle in the prevention as well in treatmérit. was thought that the enhanced
ART has the possible to reduce stigma but stilie¢he dread to the determination of
stigma> Stigma is associated with different factors inahgdgender, family and
social relation, loss the family face, disclosuself-efficacy, adherence, social
support, QoL, health care satisfaction, and copitrgtegy’®>° Multidimensional
approaches involving social learning theory and dusin philosophy to induce self-
value is essential for empowerment developments Tan enhance better quality of

life, and positive aspects on stigma and sociagbsttf’

Empowerment is a way of dealing with problems omparatively
immobilized populations (PLH) and by arbitratingetinole helplessness plays in
making and enabling social anxieties and protee#dth and human rights. Center for
disease control (CDC) defined as a QoL is an indiai’'s wellbeing including all
physical, psychological, social, spiritual and eammental aspects of the individual's
life may be impacted over time by a disease, abdiga or a disorder. Stigma is an
undesirable or discrediting characteristic thatiradvidual possesses, thus reducing

that individual’s status in the eyes of society.
1.2 Study setting background

Nepal is located in the South Asia as a landloda@ereign state and
currently is a “Federal Democratic Republican”. dlgitopulation is approximately 27
million and total area is 147,181 KMIt is landlocked by China in the north side
Himalayan borderer and by India in the east, wedtsouth border (Figure 1). Capital

of the Nepal is Kathmandu, has largest populattonannual population growth rate



is 1.35%. Currently constitution has developedaitonomous provinces and before
it has development regions (5), zones (14), anmias (75). In the district level there
are metropolitan, municipality and village develaprm committees (VDCs). VDCs
are the first government administrative points aoche district has municipalities. All
the VDCs have nine wards or villages. The capitgl af Nepal, Kathmandu has 1.5
million populations. Based on 2010 World Health @rigation (WHO) data, Nepal
ranked 139 in the life expectancy in 2010 with #werage Nepalese living to 65.8

years>’

1 .
M Ts MAP OF NEPAL

5 R ADMINISTRATIVE DIVISION
o N 75 Districts, 14 Zones, 5 Regions
/R

Figure 1 Maps of Nepal

The Nepal Ministry of Health and Population estiesbthat there were
50,200 people are HIV infected in Nepal in 2011 aational HIV prevalence was
0.3 for the people of 15-49 yeaP8)°® The distribution of infection were among the
age 0-14 years was 3805 (7.6%), among the age Xfoyears and above was 46,484
(92.4%) and age above 50 years was 3,246 (6.5%pngrthe infected people, 66.5%
were male and 33.5% were female. In addition, iirdecwas accounted by men who
have sex with men (MSMs), male labor migrants, dg@mder and client, injecting
drug users (IDUs), clients of female sex workerS\WIs), and female sex workers
(FSWs) with 27.0%, 14.0%, 7.2%, 4.4%, 2.2% and 1rB%pectively? Those risk
groups considered as a crucial connecting peoplahé transmission of HIV among

general and vulnerable populatidfis.

Initiation of the treatment services for HIV infedt people in Nepal
was started from 2004 (February) with the aim gbrioving morbidity and mortality

of HIV, develop the strategies or service delivemprovements and use. The ART,



clinical and medical checkup, regular TB-HIV scriegp treatment and prevention
services are available with the free of charge.tAaotrained community and home-
based care (CHBC) workers provide home and commupdtsed services that
focused good relation, reduced in discrimination atigma, support hygiene and
sanitation, and regular ART services. Additionahytritional, legal, psychological,

medical support offered by CHBC, and monetary sup supplied to newly

infected patients at ART centéfs®® Although, the coverage of ART among HIV
infected people is low and currently 24% are reiogithe ART in the countr§f ®’

Five out of 44 ART and six out of 62 preventionnoéternal to child
transmission (PMTCT) service sites are situated@ahmandu. Another eighteen
CD4 counts and caliber sites are established iferdifit district in Nepal. Total
22,994 HIV infection was reported up to July 2018l @mong them male is 14,560
female is 8408 and transgender is 26. Total 8,tkems are taking ART among

them male are 4546, female are 3972 and transgen@ef* *°



2. Literature Review

Review of the literature are based on the followinstandard
definitions applied study designs amethods ofndividual studies magnitude of the
HIV in global and loca public health benefits, ART availabilitypositive and
negative effects othe ART; QoL of PLH and the determinar and available
interventions;empowerment in HI' issues and interventionstigme in HIV and

interventionsand social suppoin HIV issues and interventions.

2.1 Magnitude of HIV

Combat to HIV is abenchmark of millennium develment goal
(MDGs 6),which needs to be achieved in 2. However, in 2012,round 75 million
peoples havébecome infected with HI from the beginning of the epider. An
estimated5.3 millionglobally (2.3 million new infectionand 3.9 million frorrAsia

and Pacific weréounc infected with HIV (Figure 2J.

Western g Eastern Europe
Central Europe & Central Asia

860,000 1.3 million

North America ™
3milion  foow-swmy 00N
[980,00- 13 miln] 880,000
b Middle East& North (P00~ 12nilr
ZaSrb 088“ 223'660 South & South-East
) y Asia
220,000~ 2800 00038 ids
: ' RN 39 millon
[29-52millon]
Latin America g5 Saaran Africa ;
it fal Oceania
1.3 million 25 million 51,000

(12-19millon [235- 25 ilion] {05810

Figure 2 Glolal HIV estimation report 20:

Overwhelming target incltes50% reductions in both sexual and ¢
related HIV and the transmiss; elimination of new HIV infections among child;
reaching 15 million people with HIV treatment, mihg US$ 224 billion for
HIV programs elimination of stigm and discrimination, gender inequalities
restrictions on entry, stay and reside and integrating HIV with othi health and
development effortd.Very hard to achieves by all the countries espigt from

devdoping countries without multiple effor



has been in increasing trend and new HIV infecind AIDS related death has been

Global trend of total HIV infection, access of treant and resources

in decreasing trends (Tablezl).

Table 1 Global trends of HIV, treatment and resesirc

PLH New HIV | NeV.V New AIDS acljce:spslilg
infection | INfection | infection | related Resources
Year Total otal (adults) | (children) |  deaths treatment | ys dollar
(million) | (milion) | , . (million) (é?T) (biion)
(million) (million)
2001 30.0 3.4 2.8 550,000 1.9
2002 31.0 3.3 2.7 560,000 21 3.8
2003 317 3.1 2.6 560,000 2.2 4.6
2004 32.2 3.0 2.4 550,00 2.3 5.7
2005 325 2.9 2.3 540,00 2.3 1.3 7.4
2006 | 32.8 2.8 2.3 520,00 2.3 2.0 8.8
2007 33.2 2.7 2.2 480,00 2.2 2.9 10.%
2008 33.5 2.6 2.2 450,00 2.1 4.1 14 ¢
2009 34.0 2.6 2.2 400,00 2.0 5.3 15.5
2010 | 344 2.5 2.2 360,00 1.9 6.6 15.¢
2011 34.9 2.5 2.2 310,00 1.8 8.1 17.
2012 35.3 2.3 2.0 260,00 1.6 9.7 18.9

There was an estimation of 350,000 (220 000-550 @@tv HIV
infections in Asia and the Pacific in 2012, a deelof 26% since 2001. The overall
national prevalence of HIV in most countries ina&and the Pacific remains low. The
overall numbers of new infections have remaineddlr unchanged. However, into
large size of the regional population there arargd numbers of people living with

HIV. Emerging epidemics are becoming evident in a nundiecountries. For



example, between 2001 and 2012, new HIV infectiomgeased 2.6 times in
Indonesia; Pakistan has seen an eight-fold increask new infections in the
Philippines have more than doubled and Malaysia dlas in increasing trend.
Remaining eight countries shows in decreasing M idfection. The number of HIV

infection has increased among various countriebl€r2)®®

Table 2 Twelve countries with highest HIV burdem aew HIV infection trends

HIV Estimated 2012

India 2,100,000 Estimated 201
China 780,000 Estimated 2011
Indonesia 610,000
Thailand 450,000
Vietnam 260,000
Myanmar 200,000
Pakistan 87,000
Malaysia 82,000
Cambodia 76,000
Nepal 49,000
Papua New Guinea 25,000
Philippines 15,000

12 Countries total 4,734,000

Figure 3 shows the HIV prevalence Nepal in 2012 Wepal Ministry
of Health and Population estimates that there V&&200 people living with HIV
(PLH) in Nepal by the end of 2011 and national Hikévalence was 0.3 péf).>
The distribution of infection were 3,805 among dfreh in the 0-14 year’s age group
(7.6%), 46,484 among adults 15 years and abovd¥®2and 3,246 among people
over the age of 50 years (6.5%).
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| Estimated HIV- 50,200 and prevalence- 0.3% (2012) |

Figure 3Estimated HIV prevalence Nepal, 2(
2.2 Antiretroviral t herapy and its effect

PLH oould beprevent from AIDS death througdarly stating of ART
and reducepportunisticinfections such as tuberculosWorld Health Organizatio
(WHO) has been formulated HIV treatment guidelines trecommend startin
treatment immediately fcall HIV infected people includingregnant wome HIV-
positive partners in se-discordant couples, children younger thive and people
with HIV associated tuberculosis and Hepatiti However, there is still lack of AR

supply and challenges to get it for all the £.**

Standard regimen for ART has be
developed by WHO for different stage and conditidtirst-line ART should consis
of two nucleoside reverseranscriptase inhibitors (NRTIS) plus a -nucleoside
reversetranscriptase inhibitt (NNRTI). First line regimen for adult is recommenc
by WHO; TDF+3TC (or FTC) + EFV as ixed dose combination is recommendec
the preferred option to initiate ART rong recommendation, moder-quality
evidence). If TDF+3TC (or FTC) + EFV is contrainalied or not available, one of t
following options is recommended: AZT+3TC+EFV, AZIFRC+NVP, TDF+3T(
(or FTC) + NVP. First line regimens should discontinue d4T cwee of its well-
recognized metabolic toxicitic Secondine ART for adults should consist of tv
nucleoside reversganscriptase inhibitors (NRTIS) + a ritoneboosted protease
inhibitor (PI1). Thirdline regimens should include new drugs with minimsk of
crossresistance to previously used regimens, sucintegrateinhibitors and secol-

generation NNRTIs and .3
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Around 9.7 million people in low and middle incoroeuntries were
receiving antiretroviral therapy in 2012 (Table This represents the 34% coverage
of ART under the 2013 WHO guidelines and 28.6 wrillpeople are eligible for ART
in 2013. Around 875,000 people from developed aoesmtreceiving antiretroviral
therapy and total 10.6 million people were receajvamtiretroviral therapy in 2012. It
is clear that the estimated 35.3 million PLH nemdréatment to combat new HIN?
There are numerous challenges to continuous adtesreavailable facilities,
infrastructure with its advantages and disadvarstage

Government of Nepal has developed the HIV treatngndelines
based on the WHO guidelines. At present, three a@remARV drugs are
recommended worldwide for the treatment of PLH. Tin& line ART regimens in
adults and adolescent are ZDV/3TC/NVP, ZDV/3TC/EFMAT/3TC/NVP,
d4T/3TC/EFV, TDF/3TC/NVP, and TDF/3TC/EFV. The sedoline regimens in
adults and adolescent are TDF + 3TC + LVP/r and AD®&TC + LVP/r, when the
treatment failure, the second line is recommeridéthere is hope for survival and
longevity of the life but with the ARV drugs haveuhiple side effects. There are still
various challenges to cope with ARV drugs includitigatment monitoring,

adherence and drug level monitoring which will effdhe QoL among PLH.

Study has been revealed that the probability ofigar has increased
with the access of ART among PLH. Various studiesl lestablished increased
probability or life expectancy. However, efficacy the adherence is crucial to
increase survival. Probability of the death hasnbeszorded higher within the first
three months and the risk factor for death remsame as late stage also. CD4 count,
ART adherence, viral load and clinical stage hagaifsicant relationship. Most of
result is in agreement with large scaled follow stpdy has revealed increased
survival rate. Increase ART show the improvementCai4 count and improved
clinical stage. In the other hand, ARV drug hasicant toxicity, resistance and
adverse effect is vital problem to increase andinaity for adherence in PLH (Table
3).



Table 3 Benefits and effect of ART

11

Author/Year | Method Result Critical
appraisal

Cohen MS et Quantitative ART has established to reduce|ifihe article

al. (2011}° study (countries} transmission of HIV which hascovers the

Botswana,
South

Kenya,

Malawi,
Africa,
Zimbabwe,
Brazil, India,

Thailand, USA)

benefit for both HIV|
infected and their
It

clinical

sexual partners. helps

different

uninfectedegions of the

tavorld and only

increase on CD4 count and CDdovers

count will

health condition.

present the betterserodiscordant

Bor J et al
(2013)

Qualitative

study

(South Africa)

Life expectancy was improvedrhis study

after ignition of ART. Adult life

examined the

expectancy in 2003 was 49.%fe expectancy

years; by 2011, adult life

after long time

expectancy had amplified to 60.5ollow up
years, and gained 11.3 year$2000-2011).

Lower the risk of death.

Laurent C et Prospective Survival probability was foundVery small
al. (2005§° observational | higher after ART. Efficacy of sample size
cohort studyl ART for viral load was found and short
(Senegalese, 22.5 to 23.0 lo§ copies/ml and duration follow
France) the median CD4 count rose witlup period.
225 cells/mm. The emergence
of the drug resistance was
relatively rare (12.5%).
Stringer JSA Open cohort Death rate was higher within 90~ollow up

et al. (2006)°

evaluation study
(Zambia)

days of starting ART (earl
10

y

mortality rate: 26 per

information

Dtaken with

patient-years), and lower after 98hort time.
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days (post-90-day mortality rat

®

5.0 per 100 patient-years).

N

Mortality was high with low

CD4 and greater clinical stag

®

Long time treatment has

i~

significant progress in CD

count.

Bhatta L et al| Retrospective | Mortality is higher before threglnformation
(2013}’ cohort studyl month (21.9 per 100 persopwas analyzed
(Nepal) years) and lower in later stagewith long time
Probability of survival is basedfollow up.

on the duration of ART.

The survey conducted in Thailand showed the eviel@hdenefit from
ART among family. ART helped to improve expensesfarhily, reduce negative
attitude of community reduce the worry of healtmprove the family continue
contribution and psychological support. Howeveartainty of cure of HIV remains
psychological distress and help only postponedettidemic®® However the study
was based on convenient sampling and was not al#stablish the spread of ART
and consequence in relation with epidemic. A csmsional study from Thailand
among PLH indentified benefit of ART. Adherence ART and disclosure were
significantly but modestly associated with eacheath This study used baseline data
of randomized controlled trial, fail to establigtetcausal relationship, and adherence

to ART measurement was weak.

A qualitative study from China highlighted the dasure problem and
consequences of HIV infection. Disclosure of HI\atss has both positive and
negative effects and is a complicated issue, alsasathallenged for family members.
Positive impact of disclosure includes strengthgramily relations, help in medical
care and counseling; and negative impact incluées, fisolation, avoidance and
psychological burdeff. This study has a small number of participants toaducted

within specific groups of population. Systemativiesv from developing countries
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including 15 sub-Saharan Africa and two from Soesist Asia revealed that there
was variation on HIV disclosure. Fear of being cé@n, unfaithful, violence,
partner's reaction, blame, unfaithfulness, frightgrartner, family conflicts,
discrimination, separation, confidentiality, socisblation, divorce, stigma were the
most common barriers of disclosure of HIV. Educateamen shared results with
their partners more often than illiterate womenuryger age was associated with
higher disclosure raté.These all the studies were failing to cover al ffiopulation
and based on only female population. Mostly thecldgire information has been

taken only with sexual partner.

A cohort study from United States of America (USAghlighted the
stress among PLH for their disclosure. Study reaceéthat how participants appraised
disclosure, whether disclosure was experiencetressful, and whether disclosure or
nondisclosure functioned as a way of coping withHiX diagnosis’®> Sample was
taken as newly infected and inexperienced partitig@uld not mention on better
way for their disclosure process. Most of the HIatipnts disclose their status with
HIV positive sex partners than negative and othBisclosers feel more likely to
think they had accountability to disclose and haatenunprotected sexual activity
than non-disclosers. Impact of disclosure is vayywith the context to context and
has developed positive and negative emotional cuesees. Ironically, participatory
action research from Ghana revealed non-disclcstitade hamper the treatment and
supports provided by family; and encouraging disate with trusted environment
will help to reduce stigm& This study focused only qualitative nature of the

information and based on female population.

2.3 Quiality of life of PLH and determinants

HIV might not only influence the physical well bginf a human being
but also the overall quality of life (QoL) of thoB&H. The evaluation of QoL is vital
to thoughtful how people’s lives are exaggeratedHdy. It assists to assess the
human and financial costs and benefits of new pmogrand interventions, and could
be used to monitor and evaluate different prograAisthe personal level, QoL
evaluation can assist health care providers innptenof interventions in the area

where QoL is a vital problem.
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Among the various definition of QoL, center forehse control (CDC)
defined as “how the individual's wellbeing includirall physical, psychological,
social, spiritual and environmental aspects ofitttevidual’s life may be impacted
over time by a disease, a disability, or a disdtdéne World Health Organization
(WHO) defined QoL “as an individual’s perception thieir position in life in the
context of the culture and value systems in whiatytlive and in relation to their

goals, expectations, standards and concéfns”.

Some issues have been aroused nearby the dimemiavaluation of
QoL of PLH and AIDS and need to discuss the assketppropriate instruments.
Various studies used different scales to measurke. @ubjective measures has
appraised of published articles. Very few scalesevieund theoretically complete in
terms of the scope obtainable for evaluation ameageral scales those were
developed to assess QoL of PLH. Most of the toalsehbeen developed and tested
primarily in a single culture and from developedumtries. As a result, little is
identified about the QoL of those living in develag countries where required for
culture sensitive QoL tools is presently the utmdstis also unclear as to how
applicable the translations of such tools mightdyethe majority of PLH that live in
developing countries with greatly dissimilar cuéisir and unparalleled health
resources® " In this background WHO group has been developedWtHOQOL-
HIV instruments for assessing QoL of people unddW Hnfection. Recently
WHOQOL-HIV instrument has been developed with mdtiogical appropriateness
with cross-cultural settings. This tool could be valid on different settings arah
translate on different language. In addition of W@IEL-HIV, most of the scales were
developed in USA (Table 4).

Table 4 Tools for measure of QoL of PLH

Author (Year) Tools
Wu et al. (1997) MOS-HIV
Lubeck et al. (1997) AIDS-HAQ

Holmes et al. (1997) HAT-QoL
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Leplege et al. (1997) HIV-QL31

Lenderking et al. (1997) Self-assessment for géhesadth

Smith et al. (1997) MQoL-HIV- multi-dimensional Qajuestionnaire for
HIV/AIDS

Cross-section studies conducted in USA and Nepadated similar
findings that age, sex, ethnicity, IDUs, low edimatand income, and CD4 count
were found associated factors with lower QoL amBh#i. However, ART was not
associated with QoL of PLEF. ** Other cross-sectional studies from India also in
agreement with this finding that the educationome, occupation, family support
and clinical status found to be significant factéws QoL and female gender had
lower scores in role performance and psychosociattioning domaing® 3> & °
Similarly, aoss section study from Croatia revealed the QOIs @atermined by
education, income, sex, occupation, marital statige, family support and clinical
categories of the patients. There was no gendésrelifce in CD4 counts or use of
antiretroviral therap§° Cross-section study from Bangladesh has similatiriigs that
low QoL among PLH associated with education, CD4into urban residence,
employment, and young age. Interestingly the Qok feaind higher among women
than merf! Other cross-section study from Brazil revealed gimeilar findings that
income and employment was associated with &aContradictorily ART was not
associated with QoL where CD4 count was assochttd QoL among PLH. This
might be happen due to adverse effect of the ARTtaricity of the drugs. Chronic
nature and incurable worry might be the other eeldactor to reduce QoL. However,
all the study findings are based on cross-sectiorfiatmation and low sample size
with week sampling techniques. It could not essdblithe causal relationship.

However, the QoL among PLH has been reported low.

A study conducted in China revealed high level o.@mong parents
living with HIV with their children. Number of chdren in the family was negatively
associated with the overall QoL. Disclosure of HiMtus to other people were more

likely to report a higher level of QoL than thoshandid not disclos&® Study sample
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has been recruited based on referral and advedigenResult may not be
generalizable because the sample size was smalkthendausal relation was not
established with study design. Study subject wasnta so the information might be
influenced with their family perspective. Anotheesdriptive study from India
revealed the social relationship and environmembalo were highly influenced by
social support. ART had a significant independestitpve influence on the physical
domain. Younger age, female gender, rural backgtopsimorter duration of HIV, non-
intake of ART, non-disclosure, non-peer counselagl greater HIV related stigma
were the high risk factors of poor QOL and highecial support has higher QoL.
Education, per capita income and marital statusndidinfluence QOL*’ Study was
based on descriptive measures of QoL and coulcestaiblish the relationship with
other variables.

Randomized controlled trial (RCT) form USA revealgw QoL is
significantly better among the ART taking patiewhen the adherence is sustained
and QoL increased with 12 months follow-up. An@iadherence level is associated
with QoL. If the adherence will reached up to 808tgtistical significant will be
improved with Qol?® Study itself realizes that the self-reported aehee
measurement was not good even though the assoch@®been established between
virological and immunological outcomes. This studigt not highlight the impact of
toxicity and adverse effect of drug in QoL. Studyni Thailand analyze the baseline
data of randomized controlled trial revealed thd.@a@s positively correlated with
social support, education and incofiélChis study information was collected from
care giver of PLH. Findings highlighted by the tmlaship path but could not
establish the causal pathways. Different interwentwas applied in different
countries to improve QoL. Those interventions idelsi cognitive behavioral stress
management (CBSB), psycho-education, mantram ietgion, yoga intervention,
transcendental meditation, mindfulness-based stredsction (MBSR), self-care
symptom management strategies, aerobic, exercidgyeer support. Most commonly
followed theories were social-cognitive model ohéeoral change, social action
theory, diffusion model of innovation, Freire’s peggy, Buddhism philosophy, and

psychoneuroimmunology theory.
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Study suggests that physical symptoms, ART, pswdichl well-
being, social support, coping strategies, spiritugllbeing and psychiatric conditions
are the important predictors of QoL. Socio-demobgm@agharacteristics, such as age,
gender, education, income employment status arehsksrelated variables such as
disease stage, opportunistic infection, CD4 cotmthave been found to be strongly
associated with the QoL of PLH.

2.4 Empowerment and HIV

World Health Organization’s Alma Ata Declaration9¢B) first
expressed the goals of community contribution amdteg, with following addition to
empowerment in the Ottawa Charter and Jakartathpedimotion declaratioriS. The
carrying jointly of health with social and econongiowth has been a comparatively
current phenomenon, with the 2000 United Nations @8D which incorporated
women’s empowerment and health interventions, therl@V Bank’'s Strategic
Framework and poverty reduction strategy (PRSP)¢hwhecognized empowerment
of poor people as one of two priority strategiesniprove development efficiency.
WHO health promotion strategies have explained comiy action and
empowerment as requisites for health. Empowerméngitegies therefore mean
challenging control and social injustice, througlitical, social, and psychological
processes that uncover the mechanisms of contmel,iristitutional or structural
barriers, the cultural norms and social biases,thakfore enable people to challenge
internalized oppression and to develop new reptagens of reality. Empowerment
can be seen as a dynamic interplay between gaigiegter internal control or
capacity (personal transformation/psychological ewgrment) and overcoming
external structural barriers to accessing resour@snmunity or institutional

transformations§?

Empowerment is a complex issue and broad term wihedimed with
various ways. Several studies have been used tih@¢ @mpowerment but did not
define how it used and merely give accurate défimiand measurement. Kabeer
highlighted important methodological points andinked as, “the ability to make
strategic choices where that ability did not presiy exist’®® Further other

highlights in empowerment is “the process whiclhoueses (not only financial and
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creative property but also chances, abilities, comiy associations and other
environmental factors) and organization, or theabdpy to perform in one’s own
attention”. It is also believed as being multi dme®nal, occurring in social,

economic, legal and political dimensidfis.

According to Zimmerman, empowerment may be viewedlifferent
levels: individual, organizational or community. ede levels are closely linked. In
empowered communities, empowered organizationst,exdsd an empowered
organization is reliant on the empowerment levdlsto members. Empowerment
definition has addressed three components; finstividual empowerment (upward
individual awareness and assurance to tackle daimma second, relational
empowerment (an enhanced capability to discusspeggsure relational resolution);
third, group empowerment (act at the limited or atbed level to change
domineering societal constructiofi$)® Through the process of empowerment,
communities are able to assume power to act effdgtito change their lives and
environment. The community empowerment process ptesnthe participation of
people, organizations and communities for increasetividual and community

control, political efficacy, improved QoL and sddjastice®

So far there is not any appropriate tool to measmgpowerment
among HIV/AID people. However, we can consider aséd on the empowerment
theories and basic principle to measure it. There f@w tools available to
empowerment other than HIV/AIDS related. One of sbale developed by Roger et
al is appropriate to measure with different dimensof empowermenf It is a 28
item empowerment scale. An example of an item ohetuin the scale is ‘I am often
able to overcome barriers’. Statements are resgbtml®n a four-point agreement
scale ranging from strongly agree = 1 to strongbagree = 4. It has five subscales
viz. self-efficacy/self-esteem (9-36 score), powewgrlessness (7-28 score),
community activism and autonomy (5-24 score), Bght anger (3-12 score) and
optimism and control over the future (4-16 scoRgliability or internal consistency
of the scale was found good (Cronbach’s alpha ¥a86 construct validity was also
satisfactory® As part of the change of the empowerment instruniemill be

checked and improved with pilot study focusing fieidisy of the questionnaire and
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the accurateness of the wording of statements. t@mhwvalidity will be checked and

corrected after discussion with different expeiiteere will take a note on hard to
understand and out of context or they feel straargkwill be corrected. The analysis
of these comments will not reveal any difficultiedated to a cultural sensitivity of

the statements included in the questionnaire.

WHO regional office for Europe’s Health Evidencetierk (HEN)
had sketched the pathways of empowerment. Empovn¢rpnecesses took place on
the psychological, organizational and communityelsyand most often function in
combination with other intervention processes, oumigs also understood within
several areas and levels. Once a community maydmiiied as empowered or as
producing results, however, maintenance of theselittons cannot be assumed.
Empowerment outcomes are not fixed, may not be aldeeto all issues, or may
transform over time as political or economic sitoratchange; it might be success in
one domain but unsuccessful in another domain. Jinports the need to frequently
evaluate alterations within the prospect arrangémerevaluate the goals of change
as well as modifies in how communities concernrtleciety for different objectives
(Table 5).

Table 5 Pathways of empowermeént

Empowerment Empowerment OQutcomes:

Program ) Psychological Organizational Community/Political

Components/Strategies:

1. Personal skills: 1. Intrapersonal 1. Well-functioning 1. Enhanced civil
change services society

 planning/actions
« access to information | * political efficacy * publicly accountable|s structures for

. [ i . i istri articipation
2. Supportive collective efficacy equitably distributed| p p

environments: » belief in  group|  efficient o integrated|* increased social

action

. culturally capital
supportive groups o i
« motivation to act appropriate 2. Good governance
dialogical approach _ L . '
 perceived control * maintained overtime

based on indigenous « decreased corruption
2. Sense of community 2. Organizational

knowledge * increased
o .| effectiveness and
3. Community « community identity transparency
. . capacity .
action/participation: * bonding social * accountability

capital * sustainability
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* meaningful o trust « constituency building 3. Human rights

« decision-making reciprocity  produce outcomes

* Increased civil

 use of lay leaders 3. Participation « effective leadership liberties
* leadership/advocacy * empowering to « Anti-discrimination
o . 4. Critical
* organization capacity members policies
consciousness of bridai il
. . * bridging socia
4. Healthy public policy; society g g 4. Pro-poor
capital
« collective actions development
. o 3. Effective inter-
- effective organizatior « increased micro-
organizational
structures . enterprises
networks/ partnerships
* transfer power « increased material
» promote transparency assets
5. Reorienting health * enabling economic
care: policies

. . 5. Transformed
involve constituents
socio-economic,
environmental
conditions and

policies

A descriptive study from United Kingdom (UK) revedlrelationship
between service provider and clients was cruciabéiter adherence which enhanced
QoL. Clinician and patients’ relationship might w&uable for treatment adherence.
Patients’ capacity could be increased with the eosation related to treatment,
empowerment and trust. Patients’ can be empowehedugh education and
communication intervention which will help to consit trusted bond® This study
started to emphasize the empowerment among PLH thtment adherence.
However, this was the superficial and limited waéscriptive and small scale. A view
point from the Piot (2006) highlight the communioat activities, social relations,
emotional equilibrium, attentiveness manners whee dommon vital factors which
improved and addressed the QoL of HIV infected peoghese factors were
commonly introduced among empowerment interventloat expected to improve
QoL. The authors suggest that the QoL for AIDSeydt could be improved if others

recognized and accepted their chosen managemeld. shpcial and gender



21

disparities, dependencies and poverties are kefyarta to HIV preventiort! Author

highlighted the HIV with social aspects, public hlearisis and natural tragedy.

There are various empowerment programs targetingdople at high
risk for HIV/AIDS including sex workers, injectiodrug users, MSMs and others.
Previous findings from different research show thsing original information and
peer from the community, has been revealed to pssgputreach and to generate
community ownership of programs. Rifkin (2003) Highted the theoretical
framework that describes the relationship betweemmnsunity empowerment and
health equity” Different programs like Mpowerment project for gagyd bisexual
men have revealed that psychological empowermethtsanial connecting outcomes
can power the social framework of gender associsffolt emphasized the small
group activities among community that empower teegbe. For instance, a program
from San Francisco prejudiced communication edsanges in conventional gender
positions and decision-making power and an HIV/AlB8powerment project from
Mexican-American gay men changed their risky sexadiavior’> The interventions
that promoted women’s empowerment in the largecuanstance of reproductive
independence may be more efficient than approactoesnplete to provide female
condoms’* However, these studies were specifically amorigaisl vulnerable group

that empower to change their behavior for positigalth.

Sonagachi intervention program is the successtnam in India that
empowers the sex worker to reduce infection andggmigon of HIV. Sustainability
was assessed in the 12 year-old Sonagachi intéwethiat has successfully reduced
HIV infection and increased condom use among sexevs in Calcuttd’ Its victory
was recognized to developing empowerment modehtooyithe use of peer outreach
workers, broad community alarms as the preliminposition of the project,
leadership development of the women, support bythhgarofessionals; and the
ultimate yielding of leadership to a new sex woréissociation. Reproduction of this
study has revealed alike assessment outcdtes.sum, HIV/AIDS prevention
empowerment strategies that address access, ssfigsinequities and awareness
have enhanced health status. There are variousesi@mpowerment programs

across the world but sparse to targeted for PLH.
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Various places community empowerment interventioms Hoeen

conducted among sex worker to reduce the vulnénalof HIV/AIDS and other J

Sex Transm Dis. Albeit no one has perfect measurerme empowerment related

constructs. Empowerment intervention among HIV/AlIBSlso sparse and no one

perfect measurement has been available and suategsrious low and middle

income countries (Table 6).

Table 6 Community empowerment interventions amoexy worker and measures

Author/Year/ | Description of the Intervention Measurement of
Country empowerment intervention | components empowerment
Basu | et al. Activities organizing the Peer education| Specific
(20045° community and advocacy | for HIV/STI measurement of
(India) with the aim of better self- | transmission the empowerment
esteem, independence, and | and prevention,| was not available
self- determination among thesocial
sex workers. Concerning theirmarketing of
overall health and well-being condom, STI
and that of their children; screening and
fostering group harmony; angdtreatment.
increasing awareness about
rights of sex workers.
Blankenship | Community involvement and| Peer education | United power
KM et al. mobilization has been for HIV/STI including united
(2008¥7 (India) | established as social change transmission | identity, united
agents (SCA) among sex and prevention,| efficacy and
workers which provided peen distribution of | united agency,
education. Condom, STI | and control over
screening and | work, and
treatment. economic power.
Gangopadhyay Development of Peer education | Specific
DN et al. empowerment of sex workersfor HIV/STI measurement of
(2005¥® (India) | to amplify their united power| transmission the empowerment
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to progress their social,
political, and economic

conditions.

and prevention,
Social
marketing of
condom, STI

screening and

was not available

treatment.
Halli SS et al. | Encouragement a sense of | HIV/STI peer | Collectivization
(2006Y° (India) | community, harmony, and | education, index developed
empowerment among sex | condom to measure the
workers in order to take distribution, degree of united
united power over their lives| encouragement| related to sex
of STI care worker
seeking. involvement.

Kerrigan D et
al. (2006§%°
(Dominican

Republic)

Reinforce wisdom of
harmony and the united
assurance toward STI/HIV
prevention within and

crossways sex institutions.

Peer education
for HIV/STI
transmission
and prevention,
social
marketing of
condom, STI
screening and

treatment.

Measurement of
environmental
structural support
for HIV
prevention among

sex workers.

Kerrigan D et
al (2008§°*
(Rio de
Janeiro,

Brazil)

Encouragement the treatmer
of sex workers, violence
prevention, kits and materials
literacy classes, financial

management activities and

psychosocial support.

1tPeer education
for HIV/STI
sfransmission
and prevention,
Social
marketing of
condom, STI
screening and

treatment.

Sense of
community,
diminished
powerlessness
and insecurity,
increased access
to and
management of

personal material
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resources, and
increased social
participation and

social acceptance.

Lippman SA | Provide opportunity to engagePeer education | Measurement of
et al. (2010Y?| in dialogue around sex work/ for HIV/STI social structure,
(Corumba, human rights, discrimination, transmission participation in
Brazil) and violence and prevention,| community,
Social access to social
marketing of and material
condom, STI assets.
screening and
treatment.
Ramesh BM | Recognize and address the | Peer education | Specific

et al. (2010%
(India)

concerning and complexities
of sex workers, community
mobilization, capacity
building of local
organizations to implement
HIV prevention programs an

services.

for HIV/STI
transmission
and prevention,
social
marketing of
dcondom, STI
screening and

treatment

measurement of
the empowermen

was not available

[

Reza-Paul S €
al. (2008§%*
(India)

tRecognize and address the
concerning and complexities
of sex workers, community
mobilization, capacity
building of local
organizations to implement
HIV prevention programs an

services.

Peer education
for HIV/STI
transmission
and prevention,
Social
marketing of
dcondom, STI
screening and

treatment

Specific
measurement of
the empowermen

was not available

[
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A descriptive article based on the project devealopy European
commission highlighted unhealthy HIV infected peopked to empower as they can
perceive healthy members in society. They must eradgelf as healthy survivor and
empowered and might be engaged to help and empthserselves to other HIV
positive peoples. Sometime HIV positive individuady have a negative impact on
HIV/AIDS progression®™ Another commentary advocated gender relations,
economics and migration need to address on preremtiervention strategies which
empower the PLH which enable to raise voice in eewlemic condition. This effort
can be useful to reduce transmission of Hi¥Descriptive paper highlighted HIV
related organization, PLH and government might leara that the effect of
empowerment and QoL of PLH. It is necessary to gn®hasis that the PLH can
share and speak about QoL and empowered them$&Vais study put critique on
QoL that purposes recognize health and self-empowet. Descriptive study from
Ghana revealed HIV/AIDS epidemic has greater pressn the barriers to prevention
and care. Ample education about HIV/AIDS is the cfical instrument for
empowerment among PLH, cultural and other barrier$iIV/AIDS prevention®
This study emphasized the prevention of HIV throeglication empowerment that
will change the behavior, attitude and social retet. However, study did not analyze

the structural approaches of education empowerments

2.5 Stigma among PLH and determinants

Goffman defined “stigma as an undesirable or dditre
characteristic that an individual possesses, tedsaing that individual’s status in the
eyes of society®”’ Stigma can product from a particular attributeshsas a physical
abnormality, or it can stem from pessimistic attés toward the behavior of a group,
such as homosexuals or prostitutes. Further Gofgrdafinition, stigmatization is the
community tagging of an entity or group as unlikeuausual. Others have defined
stigma as social practices that are associated daomanity supremacy
construction:®® 1% Several authors divide stigma into felt (referseal or imagined
fear of societal attitudes and potential discrirtiora arising from a particular
undesirable attribute, disease, or association witparticular group) or perceived

stigma (refers to the real experience of discririiimd and enacted stigni& The
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HIV/AIDS stigma includes 4 broad trends where fitsiree give primacy to
psychosocial factors (ignorance, unconscious aesieand unconscious processes to

wider power relations), the fourth to socioeconofaittors’

There is unavailability and ambiguity of clear ceptand measure of
HIV stigma at an individual level and it might bleet barrier for HIV treatment
adherence and prevention. Based on the differiemature review it is communicative
to clarifying concept and measure of HIV relateidrsf.. This concept express how
the stigma of HIV has been obtained that could aemful for both infected and
uninfected individuals. The emphasis has givensefuiness of HIV stigma research
information that will give the clear information édraddress its different aspects.
However, there are various tools have been availabimeasure HIV related stigma
among PLH. Among the various available stigma scalest of the scale developed
in United States and few are in African regionsefehis one scale developed for
developing countries (Table 7). In this study, mifation is collected to use stigma
scale for HIV/AIDS related stigma developed by Gamgbet al. (2008), which is
appropriate for developing countri€s. This scale has three dimension including
shame/blame/social relation, perceive discrimimatiequity, which can cover the

perceived and enacted stigma among PLH.

Table 7 Stigma scales

Author/ Year Country Scale title
Pleck et al. (1988) USA Phobia (AIDS)
Shrum et al. (1989) USA Attitude scale — AIDS
Froman et al. (1992) USA Attitude scale - AIDS
Harrison et al. (1994) USA Scale for attitude armhservative

views for AIDS

Preston et al. (1995) USA AIDS scale - attitudeNarses’

Mulford et al. (1996) USA Scale for AIDS sufferdaiming

Sowell et al. (1997) USA Stigma scale - HIV
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Davis et al. (1999) China Questionnaire - AIDS

Fife et al. (2000) USA Stigma and social impactliskase

Berger et al. (2001) USA Stigma scale - HIV

O’Hea et al. (2001) USA Scale for attitudes towavdmen
living with AIDS

Herek et al. (2002) USA Stigma index - AIDS

Herek et al. (2003) USA People living with AIDS lieg

thermometer

Kalichman et al. (2005)

South Africa

Stigma scaklBS

Hamra et al. (2006)

Kenya

Stigma - HIV/AIDS

Holzemer et al. (2007)

Lesotho,
Malawi, South
Africa,
Tanzania anc

Swaziland

Stigma instrument -HIV/AIDS

)

Genberg et al. (2008)

Zimbabwe an8itigma scale - HIV/AIDS

Thailand
Kalichman et al. (2008) South  AfricaStigma (internalized) scale - AIDS
Swaziland,
USA
Sayles et al. (2008) USA HIV (internalized) stigetale
Stein et al. (2008) China Stigma scale - multidisienal
Van Rie et al. (2008) Thailand Stigma scale - H\DS&

Visser et al. (2008)

South Africa

Attributed stigma scale a

internalized stigma scale

nd

Zelaya et al. (2008)

India

Stigma scale - HIV/AIDS
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A guantitative study based on secondary analysimséline data from
RCT in USA revealed the association among sex,ipalybealth and social support
with stigma>’ Other determinant could not include in the streaitequation model
and was not establish the sequence and causabmslap. Qualitative study from
China explored that stigma might be reduced byifsogmt efforts on joining self-
support programs, education, and helping each ott&tigma itself not affects only
on PLH but it affects the family and community aswaole. The study also
emphasized for empowerment of family and PLH. Peospe study from USA
revealed that factors like health care satisfactind coping may minimize stigma’s
effect on medication adherentelt was a prospective study but, due to the small
sample size result might not be generalizable.ak heen emphasis on treatment
adherence and stigma and not with other varialleslitative study from Zimbabwe
explored that the enhanced ART has the possibledaoce stigma but still there is
dread to the determination of stigntaFindings from cross-sectional study in USA
had also similar agreement that poor access to a@tleART adherence associated
with stigma®'? Study highlighted to increasing in ART access atittointeraction
with economic and psychological factors but did maike any relationship with ART
adherence and stigma because of the constraistsidyf design. Availability of ART
and good prevention of HIV might decrease transomsdut delaying to disclosure
habit and low level of counseling raised the sngt@ifundamental wave of stigma.

Descriptive cross-sectional study form China suggeshat self-
efficacy is an important predictor for medicatiatharence and QoL, HIV stigma as a
mediator should not be neglected. Health care gessishould also evaluate HIV
stigma conditions when seeking to improve selfeeffiy through interventiors.This
study gives emphasis to health care providers lapsktare vital actors for adherence
and reduce stigma among PLH. However, study didmaition the effective way to
establish good relations and how to improve psyaioal encouragement among
PLH that will reduce the stigma.

Baseline data analysis of RCT from Thailand rewategnificant
association among stigma, social support, and ieédniThis study excluded who

those have no children so it could not be genesdliwith other PLH. However,
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sensitivity analysis give some evidence that stiggnassociated with other variable.
Cross-sectional study from USA suggested that stipas a good correlation to social
support. It held disclosure concerns of the studstigipants to be a great factor in
stigma that has to be tackl&d.Study covered only HIV positive young MSMs.
Although study enforced to continue care of stigenerucial in clinical or community
settings. Other cross-sectional study from USA Ighited similar findings that
stigma, social support, and QoL has significanbassion among PLH and lengthy
time of diagnosis of HIV, support form friend andglter education also found
associated with stigma? **° This study has given some insights that the pepat
was the crucial for coping stigma. However, infotima was collected only from
African-American ethnicity which was less generalile with other population and

could not make causal relationship.

2.6 Social support among PLH and determinants

Social support has appeared to acquire differergniades and is
articulated in different forms and ways. The fourmata of social support can move
toward in the outline of emotional support from sedriends and familyit can
originate from social communications in the comniuimcluding different persons
and from dealings with the environment. Social supvhich social structures that
help to people with their psychological sourcegackle with emotional problems
(giving love or sympathy), information, helpful &ts (money, skills, advices). It has
numerous dimensions, namely emotional, informatjoaad instrumental support.
Emotional support has been defined as “providingess and affiliation to others*®
Instrumental carry includes economic or sheltepsu}’’ and informational support
has been accounted as giving suggestion and inferman social, health, or
employment issues® Evidence from literature supported that socialpswphas both
positive and negative portions. For instance, soraaan share their problem to get
social support but it would rather produce sometp@essupport or negative which

becomes a new problem again.

Different tools have been developed to measureakacipport. The
social support scale uses social support questient@SQS)*® The SSQS has 12-

item tools those dealings two features of appasental support: six odd numbered
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objects calculate social support network (suppert@ved by number of people), the
total number of people in the individual’'s sociapport is additional separated into
family network and non-family network support anot gven-numbered objects
dealings perceived satisfaction from social suppettvork. The specific support is
calculated on a six-point Likert type scale rangimgm very satisfied to very
dissatisfied, which measures overall satisfactiime original scale was customized
into a 14 point scale. The modified odds objectsevte calculate “whom they could
really count on when they needed help for” treattnand help from partner, for
living arrangement, for food, for transportationdaathers, along with two even
number for level of satisfaction from support. Aftee factor analysis of seven odd
objects result found three factors that match uth wiifferent support function;

tangible, informational, and emotional support.

Cross-sectional study from India revealed socigpsut was mediated
with adherence and self-efficaty). Research finding shows that the social support
has been associated with different outcomes togethenune function, coping
approaches, efficient management of disease. Stagdieducted in USA among HIV
positive women QoL, and enhanced mental health. é&daos benefits of social
support and has various recognized barriers to irobsaipports including not
availability of family members, PLH friend deatlgme acceptance, feels stigmatized,
feeling of family burden, limited to meet othersadanon disclosure of the stafts>®
Y7 Other qualitative study also from USA found soaapport would be less when
the low level of social relations with family andeinds. There is no any evidence to
differ social support among ethnicity. HIV relatditress, stigma and social support
can be improved with the supportive interactiorsrirhealth care providers. Social
support, perceived HIV stigma are interrelated vitttH and their family?* 122 Al
the studies have been highlighted importance ahkeapport and associated barriers
and determinants. However, all the studies werssesectional and had small sample
size. Few studies showed the strong analysis buldcoot establish the causal

relation.

Study conducted in South-Africa revealed higheriadogsupport was

perceived with the relationship of close friendsd damily members. QoL was
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significantly improved after taking medication withng time and decreased with the
presence of co-morbid health probletfisStudy focused to determine the nature of
relationship among social support and other vasmblEven though, the study
objective was to determine the relationship withiglosupport and other variables. It
could not establish the type of social supports @mdveight on outcomes. Cross-
sectional study from Nepal found that family sugpigrless important than non-
family support network. It has been recognized thatsocial support is fundamental
concerns and significantly associated for Q8LThis study highlighted the socio-

cultural context can alter the QoL and social suppo

Social support facilitates emotional adjustment ctronic illness,
including HIV infection. Access to social supporm@g PLH depends on different
factors including the degree to which an individbals disclosed his or her HIV
status, adherence, cultural context, economic, asek support can obtained from

different people such as family members, friendspmunity and sex partners.

2.7 Intervention process and effects

Intervention study conducted in USA covered onlggdinic women in
certain geographic areas and failed to generabizetiher population. This study
examined the biological risk, behavioral risk, sd@ognitive/community prevention
aspects. This study used social-cognitive modelbfnavioral change and did not
provide the process of theory how it work. Study ot provide the detailed contents
of intervention which areas have been covered. @arhized variables and self-
reported information may violate the continuous ia@le analysis assumption.
Sequence generation and blinding did not clearipvi@d* Another intervention
from USA conducted among mothers living with HIVtlwtheir children aged 6 to 20
years. Inclusion criteria were not clearly motioresdstudy said mother living with
HIV but in the recruitment process it was mentiorikdt female care giver also
eligible. Sequence generation concealment, allmcatnd blinding were not followed
clearly. Intervention process and manual has beemtioned clearly. However, four
session of intervention process for mother anddohés together and remaining was
separately. Intervention process did not mentiop @reoretical perspectives and

methods. The subjects were mothers and adolesaadtxould not be generalized
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with other PLH. Study included higher than 6 yeelndd but mentioned only about
adolescent and not details were available. Analgsis not show the effects on
Adolescent intervention and did not mention ethaaisiderations for those subjects
(Table 8)'%°

Systematic review of intervention for on HIV affedt family from

USA, Thailand and South Africa highlighted the effee approaches of
interventions. Psycho-educational processes helaffiected people and family cope
their stress and chronic medical psychologicakskthat increase capacity to manage
transition period of infection and enhance to stheeproblems. Process, function and
principle of across intervention likely to be siamilbbut must be targeted to predicted
problems. Series of activities and script might Im@tfeasible for all the session and it
will not guarantee that participants follow aftatarvention but intervention might be

appropriate with the cultural and context (Tabl&’8)

Intervention study from China highlighted the empowent of the
PLH with their family. This study planned to implent among multiple level
including PLH, community, seronegative members, enidbdren. It was aimed that
the empowerment process reduces the depressigmastind improve social support
and family functioning. This study included the fmmembers who those knew the
status of family member living with HIV. This indion criteria might persist the bias
whether intervention effectively worked or not wiiease social support when family
member already had support and knowledge about Ritirvention followed the
social-action theory and contents and process éas mentioned. This study did not
cover who did not disclose their HIV status amohg tamily. Outcome did not
separate among the family member and PLH. Inteimentould not address the
distinct level of the problems where level of theldems are not similar among
family member and PLF® RCT based on behavioral intervention from Thailand
could improvement in outcome variables only but otter variables like social
support and stigma. Study did not mention aboutdoarzation, allocation
concealment and subject inclusion criteria. Studyesficially highlighted the
intervention process and used Buddhism philosofttydy subjects were recruited

from different geographical locations that couldimen the contamination but did
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not mentioned clearly about cluster variation. $ttecommended that the behavioral

intervention can useful to improve QoL (Table').

RCT among PLH and their family member from Thailaedealed the
significant improvement in QoL after interventioBtudy had taken the family
member and PLH from different geographical locatidowever, it did not mention
how the family members and PLH was recruited fartem and intervention. Random
allocation of the subject and sequence concealmieinhot mention clearly. Study
mentioned intervention methods and process cleahd used Buddhism
philosophical theory. This study finding could moake generalization because who
those did not disclose their status were not résduiThe study subjects were from
different location but did not make comparison witiose locations whether the
background might be different for each locatiort fhersist bias on outcont& RCT
from Switzerland based on cognitive behavioral rigation effect revealed
improvement in QoL after success of interventionieivention methods and contents
were described. Random allocation and sequencera@me concealment were
mentioned. Risk of bias and blinding did not meméd clearly in this study (Table
8).130

Table 8 Intervention and effects

Authors, Methods Results Measures
Year
Country
Peragallo N et| RCT, Health Improved communication with | Biological,

al. (20125 | education and | partner, improved HIV-related | behavioral,

(USA) promotion and | knowledge, improved intentions social
self care to use condoms, decreased cognitive and
intervention. barriers to condom use, and community

increased community preventignprevention.

attitudes.
Rotheram- RCT, cognitive-| Intervention: significantly more | Parenting
Borus et al| behavioral likely to monitor their CD4 cell | behavior,

(2012)%° count; and alcohol and drug usemental health
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(USA) intervention. habit were decreased among | sexual
their children. It had been behavior,
established to good family substance
relationship. use, child

behavior.

Rotheram- Systematic Common health, mental healthTheoretical

Borus et al. review of HIV transmission are more commoprospective

(2011)?" affected family | and challenges among riskf the

(USA, intervention. groups. Intervention may affecbehavioral

Thailand, and need to agreement witland social

South Africa)

different points in

situation such as local

priorities, delivery sites, an

cultural context of intervention

place. Intervention reliability
robust these phenomena 4

quality of intervention.

different intervention.
heaILh

nd

Li L. et al. RCT, Together | Study findings reveals that théepression,
(2011)% for social support and familysocial
(China) Empowerment | functioning were significantly support,
Activities, improved among interventionfamily
education group. functioning.
intervention.
LiL. etal RCT, Behavioral| No significant differences wereSocial
(2010¥° intervention. found in gender, age, educatiorgupport,
(Thailand) annual income, or years singdisclosure,
HIV diagnosis, stigma,, depression,
depression, HIV disclosurgjnternalized

social support.

shame or

stigma,
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mental health
physical
health.
LiL et)lglg. RCT, Education | QoL has significantly improved| QoL,
(2012 intervention. _ depression,
(Thailand) at 6 months (P = 0.0014). family
function.
Berger S. et | RCT, Cognitive | QoL was improved after QoL, anxiety,
al. (2008}*° | behavioral intervention. depression
(Switzerland) | intervention P '

3. Rationale

Epidemiological data highlighted that the HIV isfsdd as pandemic
disease where the new HIV infections and deathte@lao HIV/AIDS are still
alarming. The prevalence of HIV remained widespread epidemic contained
extremely heterogeneous. Expectancy of HIV haverted in decreasing trends but
risky sexual behavior promoted HIV transmission agigeneral people, re-infection
and co-infection among infected people was unined. Disease burdens were
reported more common among HIV infected populati@esnpared to general
populations that might alter the QoL. Life expectawas improved after initiate the
highly affective antiretroviral therapy (HAART).

However, different UN agencies reported the vasratiof HIV
transmission and the existing discrimination angnsh among HIV infected people.
Importantly, UNAIDS set the target of ‘90-90-90' rfacase notification, ART
treatment and viral suppression by the year 2028atment coverage of ART is
limited which can contribute to either increasedecrease an anxiety, stigma, low
social support and QoL (QoL). The conclusion onchldimensions of HIV affect the
QoL of HIV infected people is still contradictoriloreover, effects on treatment of
HIV might be affected by several factors that cavedop stigma, deterioration of
QoL and social support and disempowerment. In exdithe psychological, social
and cultural factors are crucial for HIV controldaprevention but there is no any

prescribed intervention is available to achieves¢hrgets.
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There are various types of interventions (behavimraocial) available
to improve QoL of PLH but the outcome is inconckasi Further, empowerment
program found to improve Qol, drugs and psycholaigistates. Improving
empowerment is shown to be one strategy for vublerpeople but it was still not
directly intervened in HIV infected people with ARThis empowerment concept
would be the best cost effective approach for ietion. Empowerment and social
support could be helpful assets among HIV infegtedple that enhance QoL, reduce
in stigma and improve ART adherence in resource ettings, including Nepal.
However, HIV related empowerment based programsspegse and it has been
necessary to strengthen and implement with usuall ARd other programs with
political and social transforms. There is an urgeeed to develop extensive socially
and culturally accepted, cost-effective and dynamtervention in resource poor
settings. We reviewed the appropriate contentsvailable interventions and revised
according to culture and context. We applied ther@griate theoretical frameworks
for developed contents. Therefore to fulfill thiapg the intervention, a social self-
value package developed, to improve the empowermedtQoL of HIV infected

people.
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4. Research questions

1. What is the effect of social-self value packageempowerment and QoL of people
living with HIV under ART?

2. What is the relationship of empowerment with Qsdtcial support and stigma?

5. Research objectives

General objective

To evaluate the efficacy of social self-value pagkan improvement

of empowerment and QoL at 6 month follow-up.
Specific objectives

1. To determine the improvement of empowerment and @obng PLH receiving

social-self value package.

2. To assess the relationship between QoL, empoweystEnna, and social support

among PLH.
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The effect of empowerment on the QoL is testeduginathe social self-value package

as the intervention. However, empowerment, socippert and stigma, risky sexual
behaviour, disclosure and ART adherence are alsoceded and may affect to the

QoL directly and indirectly. Demographic, clinicahd behavioural characteristics can

influence the empowerment, social support and stignd QoL.

Context |

Intervention

A 4

HIV infected people
receiving ART

+ Background
characteristics

%+ Clinical
characteristics

% Behavioral
characteristics

[

+ Rapport building,
living with emotions,
mind, sentiments,
anger and its
management.

+ Meaning of HIV
positive, self-esteem
and disclosure.

+ Healthy body after
being HIV positive
and control over the
future.

+ Relationship,
autonomy and
community activism.

+ Drug, self care and
relationships.

+ Relationship, stress,
stigma,
discrimination,
power-powerlessness

legal empowermer

Figure 4 Conceptual framework

Outcome
Social
support
increase
Quality of
. »| Empowerment life
improve
7\ ¢
Stigma
reduce
-Reduce risky sexual
behavior/negotiation
skills
-Treatment/utilization
-Disclosure
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7. Methodology

7.1 Study design

An open-label, parallel, randomized control triahgaring intervention

with a conventional control group was conducted.

7.2 Study settings

The study site was one of the largest (more tha0 13V patients
received regular services) public ART center atr&uf Tropical and Infectious
Disease Hospital (STIDH), Teku, Kathmandu, Nepah, by the government of Nepal
and was a part of the National Center for AIDS &Id Control (NCASC). It was
purposively selected. The study was conducted fe@aptember 2014 to June 2015.
There are 5 ART centers in Kathmandu district opdewhere HIV infected patients
attend for receiving ART, namely Teku hospital, Biospital, Katni children's
hospital, teaching hospital Maharajgunj and Maiapll. The first four centers are
situated in the metropolitan areas and are natienal government referral hospitals.

The last center is run by NGOs (Figure 5).

In addition the ART voluntary counseling and tegt{WCT) services,
counseling and services are provided in the cemMedical and clinical services
provide and manage general HIV related co-infestiather opportunistic infections,
and STD/STIs. General physical examination andrktboy facilities also provided.
Further, routine lab examinations, CD4+ lymphocytl count and viral load
assessment are also provided with the cooperatipanldic health national laboratory
center. Along with ART other general drugs are pied to treat opportunistic or co-
infection and other associated diseases espe@iBHyIV treatment.
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Figure 5 ART centermm Kathmandu, Nepal
7.3 Study sample

7.3.1 Inclusion criteria:
1. Peple with HIV infections aged equal or above 18 ge#itended at ART cen
2. Enrolled in ART and currently using ARdrugsbetween six mons and two years.

3. Agreedo patrticipate in the trial for 6 months from ratment until the completio

of follow up.

7.3.2 Exclusion criteria:

1. Those having psychotic disors, visual or hearing retardation which is unable

communicate

2. Those participating in any other education pxots

7.4 Sample Size

The primary outcomof the change of QoL wasonsiderd for sample
size calculationusing the differenceof percentage of mean change between
groups.The sample sizes in the two groupere equalSince there was no previo
study for the mean change of interven (u; -u2), the 20% difference \vas applied,

which was equal to 0.52 of one standard deviatiorw)( Comparison of twc
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independent means or testing the difference betweenmeans (two-sample t-test)

formula was used’

N = 26% (22 + 25)° /(1 ~12) ®

N = 26% (zy2 + 2)?/(0.5%) 2

N = 2(1.96+0.84Y0.5Z = 58 in each group> a total of 116 subjects

To compensate the incomplete follow up about 10382, irere recruited (66 for each

group).

7.5 Randomization and allocation concealment

Randomization by a block of six was performed byiraependent
person using computer generated random numbenridindil assignment codes were
properly concealed seal-opaque sequentially nurdbengelopes and opened in the
presence of study participants. Intervention featiir and research staff were

assigned the participants for either interventionantrol.

7.6 Blinding

Our intervention was not blinded to the particigaotr researchers.
However, we blinded the outcome assessors. Themeatassessors did not know the

participants’ assigned group or information at base 3-month and 6-month follow

up.

7.7 Intervention methods

HIV related intervention was based on health edoicatpromotion,
counseling and self care for PLH. This interventivas based on the theoretical
framework of social learning theories for behaviothange with social-cognitive
model** *** and pedagogy of oppressed theBfyrhe social learning model included
the activities that support self-efficacy (e.g.ey@ntion, condom use, negotiation,
communication). Pedagogy theory had the importaficentribution to the skills and

knowledge which was encouraged the participanttiniies based on the real ground.

Empowerment related intervention was developed whiln Ewart’s
social action theory for public health psychologyenhance the self behavior change
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and social inter-dependenttd.Other important factors like stigma, social suppor

family support, ART adherence, and other supporgevalso appropriate under the

social action theory. It was ample the interventimicome of empowerment for QoL

and social support. The empowerment model develbgadutierrez was followed for

empowerment process. It had five step course ofoerapnent viz. accepting the

client’s definition of a problem; identifying andiibtding upon strengths; engaging in a

power analysis of a client’s situation; teachingafic skills; and mobilizing resources

for clients and advocating for clierif§. Another realistic aspect of Buddhism has been

used in various studiéd.

Buddhist philosophy supported self awareness,

responsibilities, support, help to others and imy@rence and useful for intervention

activities.

BACKGROUND
* Age

» Gender
 Ethnicity

e Income
» Time since HIV diagnosis
e Sexual orientation
e HIV status

I

AROUSAL/MOODS

* Emotion distress
Suicidal ideation
Conduct problems
Depression
Stressful life events
* Hopelessnes

Il

SOCIAL INTERACTION
PROCESS

« Negotiation skills

« Social support

RELATIONSHIP

ACTION CONTEXTS

* Life stressors

» Employment

« Stability of living situation
» Abuse

» Exposure to childhood

* Institutional Racism

_ STATUS
. Fgmlly support « Romantic
. Fr|er_1d support . Regular
» Familv closenes « Casual
l » Commercie
MOTIVATIONAL 1
APPRAISALS d
» Health as a value
 Health risk expectancies =} Proplem
 Social cognitive mediator solving
g
« Self-efficacy 1 v
» Social norms Outcome
» Behavioral intensions Health -] * Sex
e Process measii protective || * Drugs
1 action * Health
* OoL

Generative Capabilities

» Coping skills

» Self-esteem

» Health Protective ‘rateqies

Contextual influences

Self-change processes

Figure 6 Social action theory developed by Ewart

Action states (habits)
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7.7.1 Contents of intervention

The goal of this intervention was to improve emponent and QolL,
along with an increase in ART adherence and sacigport, and a decreased stigma
and risky sexual behavior.

Intervention prospectus was outlined based on tbadoqualitative and
guantitative literature review of obtainable primmar secondary HIV interventions.
Intervention contents in this intervention were ffied from different intervention
modules. Ten different common principles were devetl by different researchers.
These contained inappropriate belief and myth &f,krevention, treatment, self care,
negotiation, freedom, and help others for protectitd Another widespread
empowerment intervention based on gender and pdhargmpowered by increasing
abilities and knowledge relating to sentimentalgiap sexual and physical factors
which increase vulnerability’ Similar contents and structure were developedHfot
positive behavioral interventioii® Empowerment intervention focused on sentiments,
behaviors, cognitions, and wisdom of control, sgiphysical and social surroundings,

and act to implement contrd].*** 1%

Intervention manual was corrected based on thdam@rand comments
provided by experts. Intervention was friendly gdctical rather than expertise and
given by local public health officers. Interventiaias maintained by local culture and
context which had respect local term and tongupil@t study was conducted to check
the appropriateness of the contents in the intéiomemanual. Discussion, Role-play,
participatory learning activities (PRA/PLA), videasd lecture methods were utilized
during the intervention. For the contents of thecdssion, role-play, PRA/PLA and
lecturer are available in the intervention manufferent motivational videos and
power-point were developed (quotation and contémiad form different Buddhism
books and websites: http://www.anger-managemehntgaes.org/dealing-with-
anger.htm/,  http://www.dealingwithfear.org/feardeath.htm/#video). We used
motivation videos that freely available
(https://www.youtube.com/watch?v=4FfamcxsrC, httpsutv. youtube.com/watch?v=g
KFSVs-mAG6c, https://www.youtube.com/watch?v=kghKxRRYY). These efforts
had given through public health graduate expeidra. Monitoring and investigation
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were done by local health officers that ensureditiedity, quality and reliability of the
intervention. Facilitator or trainer was not invedtlin the assessment process, which

eliminated the potential bias.

The intervention was delivered in Nepali languageeon a week lasted
1.5 hours over six weeks (n = 6 sessions). Eackiosetead by two trained (public
health graduated national level trainer) inten@ntacilitators, and designed as a group
session (approximate 8-10 participants per sessid)group (total 7 groups) had both
male and female participants. Intervention manyplagned the method of role playing
by husband and wife and it had empowered them wg#hder equality. All the
facilitator and supportive staffs got the three glayaining. Each session was
participatory and participants friendly based oolgpgms and challenges faced by PLH.
Details of contents and each session’s goal wesepted in the following (Table 9).

7.7.2 Overview of Intervention

Table 9 Intervention contents

Session Goals Related | Expected target
theory of outcome
Session 1: + |dentify comfortable angBuddhism » Expression of
Rapport uncomfortable situations | philosophy emotions,
building, iving | 4 piscuss part events and mind,
with emotions, sentiment,

pity for healing to

mind, participants’ history anger, fears of
sentiments, death.
_ 4+ Discuss feelings and
anger and its _ o LEmpowerment * Manage
experiences  within th _
management theory negative
group N
thinking and
+ Produce knowledge and thoughts
build up abilites in righteous
emotions and sentiments anger.

+ |dentify all the tension and
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produce an idea to coj
with tension reveals th
unnecessary thinking ar
circumstances and figl

with negative thoughts.

Good thinking and thing
living with HIV, irritations
and its types, and lea

alternatives to irritations.

e
e
nd

[72)

m

Session 2:
Meaning of
HIV positive,
self-esteem

and disclosure

Discuss the meaning
self-

respect/confidence/self-
esteem
Perform the self-respe

actions that discover th

aspects of one
personality.
Strategies, barriers af

facilitate to safe disclosur
Develop knowledge i

stigma, study the charact

bSocial learning
theory

cEmpowerment
gheory

S

n®ocial action
etheory
X

eBocial learning

* Self-
efficacy/self-

esteem.
» Self-respect,
empower to

disclosure.

» Defeat stigma.

* Disclosure with

of stigma in one’s life andtheory communication
discuss how to defeat with
it.
Session 3: Produce knowledge InEmpowerments Client’s situation
Healthy body sexual, sentimental theory being after
after being emotional and physical positive &
HIV positive areas. Optimism and optimism and
and control control over the future. control over the

over the future

Explore what it means fo

be HIV positive of

future.
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negative to be a man
women

Discuss about treatmer
care after positive
sexuality and barriers.
Discuss transmission ar
prevention for being

healthy sexual person

pBocial action
& learning
ittheory
Buddhism

nd

A

* Behavior
change being
healthy sexual
person.

» Self awareness
for treatment or

prevention.

Session 4: Produce knowledge andocial action |e Relationship

Relationship, build up abilities in the theory (family/society)

autonomy and social/community/family

community areas, autonomy and

activism community activism. Empowerment « Autonomy and
Find out the distinctiontheory community
among harmful and activism &
healthy relationships. teaching
Discuss the way to identify specific skill for
and cope with harmful harmful
relationship. relationship.
Develop strategies fo
establish effective Buddhism « Family & social
communications with the responsibilities
wishes, sentiments and and supports.
desires.
Planning the social and
family role maintain.

Session 5: Produce knowledge andsocial learning ¢ Risky sexual

Drug, self care
and

relationships

build up abilities in the

sexual, social areas

Perform

communication an

excellent

> theory

behavior,
negotiation and
communication

with partner.
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listening abilities

Aware of opportunisti¢c Social action | « Adherence to
infections, other diseasetheory ART, drugs,
and partners sexugl self behavior
behaviors change
Discuss the impacts of (smoking,
drug, alcohol, and smoking alcohol, diet,
to one’s life. exercise.
Eating habits, diets, and
exercise effects on one's
life
Session 6: Discuss workplace Empowerment| « Discrimination,
Relationship, difficulties, discrimination, theory health and
stress, stigma, legal protection, health and human rights,
discrimination, human right. legal
power- Formulate the objectives protection,
powerlessness, for the future power-
legal Discuss to join the social powerlessness.
empowerment and community activities,
strategies to raise voice | Social action |« Social and
Find out the situation thattheory community
you got tension and activities and
practice methods to reduce inter-
stress and worries. dependences.
Conclude and sum up the

intervention program
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7.7.3 Conventional control

The conventional control group was PLH those reeghART from
ART center and did not take any education progrEmose treated as standard care of

ART patients in ART centers.

7.8 Quality and fidelity assurance

Different time monitoring and measures were apdieednsure the faith
of intervention implementation. Local health offiserom the department of health
service supervised each session and monitor imeovefacilitators to make sure the
assurance of the time and contents allotted foh eatvity. In addition, all sessions
were recorded after getting consent from partidgpand of the every session
debriefing was performed by intervention facilitaémd research assistants appraise the
issues with implementation and their degree ohfadt activities as written in the
intervention manual. All the intervention facildas promised a high degree of
assurance, and there were no significant variagmnsng facilitators in relation to the

number of sessions completed.

7.9 Data collection

7.9.1 Preparatory phase
1. Permission was taken from the ART center bestad the study activities.

2. Approved English version of the training manaiadl questionnaires were translated

into Nepali and the expert checked for similar nivegin

3. The accuracy of the contents of interventionumahand the questionnaires in Nepali

was checked and evaluated.

3.1 Draft of contents of intervention manual waseased by professionals at the ART
center for checking the accuracy and feasibilitycdgtively.

3.2 The discussion among the trainers at the ARTecavas conducted.

3.3 Three national training experts related to KNAS evaluated the validity of the

guestionnaire.
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3.4 The contents of intervention manual and thestipenaires modified based on the

comments and validity findings (face and contefititg).

4. Reliability of the procedures of interventiordaguestionnaires conducted with PLH

similar to the process conducted in the trial.

4.1 Prototype of discussion with intervention medubr session with 3 PLH each
session was conducted. Again ambiguous and unotedents were identified among

PLH discussion and were corrected after discussion.
4.2 Evaluation form for each session (5-point Likgpe 5 items) was tested.

4.3 The reliability of intervention and evaluatidorm was analyzed. Pilot study
focused feasibility and acceptability of the inmtion as well as reliability of the
guestionnaires. Accuracy and validity was checkaith whe translated and revised
guestionnaires. In addition, acceptability at landtural and context was assessed.

4.4 The training activities and performances a$ agetjuestionnaires were modified.

5. Training was conducted for the research teamh ¢benprised two intervention

facilitators and three research assistants.

7.9.2 Data collection phase

1. All PLH who visited ART was screened by 3 reskassistants using inclusion and
exclusion checklist (Annex I). All the participanigre screened consecutively at the
ART center in the office hour of the ART servicente. If the participants meet the

inclusion criteria and agreed to participate in shedy, then further informed consent

and randomization process were followed.

2. All recruited PLH were invited to participatethre study and they were informed and

signed for consent (Annex II).

3. They were randomized as randomization guidelifiee seal-opaque consecutive
number envelop was opened in front of the partidgpan order to assign the
participants into the intervention or control. Rbe intervention group we made the
appointment for the group formation and time ante dalocation for intervention

sessions.
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4. All recruited PLH were interviewed using the stvacted questionnaire measured all

variables (Annex llI).

5. For the intervention group, eight to ten paptcits per group was arranged for
intervention using module (Annex IV) and all progess as in the protocol by weekly
session for six weeks. All the participants in ihtervention group were compensated
for each of their six sessions with an amount emjait to US $ 20 in the local

currency. The control group did not receive any pensation.

6. The acceptability of social self-value packagentervention group was assessed
through mixed methods (quantitative and qualitatiégitudes, content understanding
and satisfaction were measured by constructediqoeaire in Annex lll. The attitude
was performed in accordance with the objectivesawh session before and after the
session using the pre- and post-test (Annex V).

7. Content understanding and satisfaction were wunedsby Client Satisfaction
Questionnaire (CSQ-8) and Session Evaluation F¢8&$), respectively which were

performed at the end of six sessions.

8. Qualitative session was conducted after entesix intervention sessions using in-
depth interview. In depth interview was obtaineahirboth participants and instructors.
Seven participants were purposively selected frdimth@ seven groups and two
instructors. Participants assigned into the intetiea group were discussed about the
appointment for attending the sessions. All (nmeleépth interviews) information was
recorded by tape recording and notes then it wassdribed verbatim. After

transcription thematic analysis was done by tweasshers.
9. Participants assigned into control group wep@gched as conventional process.

10. Apart from intervention, all participants intbantervention and control groups

were treated the same.

11. All participants were followed up at 3 and 6 after the randomization using

the same questionnaire in Annex Il
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Follow chart of activities

/- Permission from ART center

\ 4
Intervention manual and tools translation,
July - meaning, feasibility and accuracy checked by

August, expert:
2014 v

Pre-testing of tools and intervention module apd
correction after pre-test

A 4
N Training for research team

A 4

Screening for inclusion and exclusion; recruitmgnt,
September- random allocation and randomization
October,
2014
Baseline data collection and time allocation fof

l

October-

November, Intervention (7-groups, 6-sessions)
201«

January - 4

June, 2015 Follow up at 3- and 6- month

7.10 Variables
7.10.1. Dependent variable
1. Empowerment

Empowerment was measured by using an empowermegle sc
developed by Roger et &l. containing a total of 28 items each measured foug
point agreement scale ranging from strongly disagre strongly agree. Total
empowerment score ranged from 28 to 112. Therdiaeesubscales, namely self-

efficacy/self-esteem included 9 items (9-36 scope)ver—powerlessness included 7
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items (7-28 score), community activism and autonamejuded 5 items (5-20 score),
optimism and control over the future included 4mise(4-16 score) and righteous

anger included 3 items (3-12 score) (Annex IlI).
2. Quality of life (QoL)

QoL was measured using WHOQOL-HRMcontaining a total of 29
items each measured on a five-point Likert scahgireg from negative perceptions to
high or positive perceptions. Total and each dorsaore ranged from 4 to 20. There
are six domains including physical, psychologidalel of independence, social,
environmental and spiritual. Along with those domsabne general item score was

included that measured overall QoL and generatiinéahnex lil).
7.10.2. Independent variables
1. Socio-demographic, clinical and behavioral chaeristics

Demographic, clinical and behavioral charactessiiecluded age in
years, gender, race/ethnicity, marital status, atilut, employment status, Occupation,
number of children, number of family members, papita income, years since HIV
diagnosis, years since ART start, clinical stagesge of transmission, morbidities, sex
partner, risky sexual behavior (coded as yes ar adherence to ART (coded as yes or
no) and disclosure of HIV status (coded as yesoprifnresponse was yes then the
number of persons disclosed was recorded and dictiméd as<3 persons or >3

persons) (Annex IlI).
2. Stigma

Stigma was measured by using a stigma scales gekloy Genberg
et al’, containing 23 items each measured on a four pesjtonse scale ranging
from strongly disagree to strongly agree. Totajmef score ranged from 23 to 92.
There are three subscales, namely shame/blamd/ssaliation included 10 items
(10-40 score), perceived discrimination includdteths (8-32 scoreEkquity included

5 items (5-20 score) (Annex IlI).
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3. Social support

The social support was measured using social supp@stionnaire
number (SSQN) and social support questionnairsfaation (SSQS) scalés **
Both parts had included six questions. The SSQMaeld the number of supportive
persons that counts for different types of soaigp®rts. The SSQS recorded with six
points Likert scale including 1= very dissatisfiezt; fairly dissatisfied, 3= a little
dissatisfied, 4= a little satisfied, 5= fairly sittd and 6= very satisfied that assessed
satisfaction level from available supp&itTotal score of the SSQS was ranged from 6
to 36. Higher SSQN indicate perceived higher lefesupportive persons and SSQS

indicate higher level of satisfaction from avaimblpport (Annex 111).
4. Acceptability of the social self-value package

Attitude on content of the session was measurengusipoint rating
scale. High score indicated positive attitudes. T®0Q-8 was used to appraise the
participant’s satisfaction with the empowermenteiméntion, including intervention
procedures, intervention quality and quantity, wgation outcomes, and other general
satisfactions?? The SEF questionnaire that was used ten itemsdepaint Likert scale
aimed at obtaining information about the particifmnunderstanding with the
intervention sessions (i.e., what they learn, ugstion was informative or not, session
was interesting or not, topic was relevant to thiér or not)™*® Information about
intervention related relevancy, time, content graad level of understanding was also

collected qualitatively (Annex llI).
7.11 Data management and analyses

In order to simplify the data entry and analysis tollected data were
coded in standard form. Then the data entered artomputer using Epi Data 3.1.
Range and skip check was done automatically dufatg entry. Analysis was done in
R software. All the entered records were checkethbyresearcher at the beginning of

the analysis and obvious disparities were cleaned.

The internal consistency of attitude scores of eaesion was
calculated by Cronbach’s alpha. Median and inteartija rage (IQR) of summed

attitude scores of each session were comparedebefwd after the package using
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Wilcoxon’s Signed Rank test. A p-value less tha®bOvas considered as significant.
The percentages of satisfaction of each item foQ@BSwvere calculated descriptively.
Mean and standard deviation of each item of SEFepeesented. Retention rate of
session attendance was presented descriptively.

Qualitative information was analyzed using themaitimalysis by two
independent researchers and then final themesudntldesnes were developed. All the
analysis process was conducted with the agreenstwebn researchers and checked
by an expert.

Demographic and clinical characteristics were caegbdetween the
intervention and the control group at baseline. ebas differences between the
intervention and standard care were measured wgpgopriate tests included Chi-
square or Fisher exact or t-test or Wilcoxon sigragtk tests.

Effect of the intervention on empowerment, Qolgrsia, social support
risky sexual behavioral, adherence to ART and ossok of HIV status was analyzed
using the difference of mean scores or proportairizaseline, 3- and 6- months follow
up between intervention and control group dependamg either continuous or

categorical data.

Further the impact of the intervention was estimhatging Difference in
Difference to determine the changes in the empowetrscore between baselines and
post-intervention. In addition, we emphasized tifeer@nces in empowerment score
between control and intervention group at baselpre difference) and at 3 and 6

months follow up (post difference).
Difference in Differences (DiD)

Uses of the DiD methods became very extensive aad to determine
the causal effects. It employs recognizing pretiee intervention and evaluates the
differences in results before and after the intetieas for treated and untreated groups.
We analyzed the DID to evaluate results betweertraloand intervention groups at
baseline and post-intervention. Ordinary Least Sgugroduced the estimates and
standard error with repeated data set on empowermnmeong control and intervention

group for baseline and post-intervention periods.
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This can be shown as following equation:
y = Bo+ Bl Dpost+ BZ DTr+ B3 DpostDTr[+B4X] +e

Where y is outcome of interest (empowerment), Dpssthe time
dummy, DTr is the intervention group dummy, Dpo3tr s the time and intervention
interaction,f3 is the estimate of DiD, x is the vector of cohtrariables and e is the
error term.

Further we analyzed the effect of intervention ampry and secondary
outcome using mixed-effects non-linear regressiaaeh Individuals were used as a
random intercept and slopes from baseline to petviention between the intervention
and control group. A mixed-effects non-linear regren model was used to assess the
intervention effect on the improvement of empowarm&olL, social support and
reduced stigma. Covariates included age, gend&f,stHtus, group (standard control
vs. intervention), time (baseline, 3-, and 6-montbkow-up), and group-by-time
interaction were analyzed. The relationship betwerapowerment, QoL, social support
and reduced stigma were measured. We comparedférences between the different
model and selected final best fitted model.

Mixed effects non-linear regression models wered useanalyze the
relative intervention effects on social supporgreth and QoL with the stratification by
higher empowerment vs. low empowerment. Intervengifiects with 95% confidence
interval with stratification among both intervemtiand control group at baseline, 3- and
6- months follow up were plotted. All the analysias done in R software and P-value

<0.05 was considered as a significant.

7.12 Interim analyses and stopping rules

Government health official team visited ART cerftem the beginning
of the intervention to assess and monitor the. ffiaey appraised the compliance with
the protocol, quality of data and completenessuigoent process, sample and sample
size and ethical kindness. We did not anticipate warfavorable effects of education

process, so we did not apply interim analysis @p@ng rules in this intervention.
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8. Ethical consideration

All participants were informed and signed the wntinformed consent
before recruitment in the trial by the counselod aesearch team leader. Participants
were assured that they could withdraw from theysatdany time and for any reason. If
any participant withdraws from the study, all thiformation was removed in final
analysis. The project design did not assume arlygie risk to the participants. All the
information and identity of the participants wetectly protected. All the collected
information was coded and kept in a locked cabi@eict group rule was developed by
participants themselves during the interventionigoerwhich mainly concerned
confidentiality and respect. None of the laboratamyg other tests was executed.

Participation in the intervention might be difficér the participants. In
this project, we minimized this risk by informingpeim about the study process;
withdrawal of the participants, confidentiality aadonymity during the recruitment
clearly. Counselors supervised and observed eacitipant during intervention for
their comfort. Payment vouchers were provided teecgarticipants travel costs and to
compensate their time during the intervention sessand assessment after the
intervention. All six sessions of the interventiativities were designed with a
standard protocol. The researchers and reseamchhad no conflict of interest. The
main researcher and research team had no any ih@anairect benefit or loss from
the outcome of this study. We believe that the @ute from this study would improve
the empowerment, QoL, adherence, social supportrethece the stigma among HIV

infected people.

To maintain confidentiality and data safety, a déad protocol was
followed** National ethical guidelines and the principles thé declarations of
Helsinki were followed. This project design was iwed by Ethics Committee of the
Faculty of Medicine, Prince of Songkla Universitjhailand, under reference number
57-0146-18-5 and granted by the Institutional EthiReview Board of Sukraraj
Tropical and Infectious Disease Hospital (STIDHep4l, under reference number
063/071/72 (Annex VI). This project has been reged under trial registration number
TCTR20140814002 (Thai Clinical Trial Registry, wvahnicaltrials.in.th).
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CHAPTER Il

RESULTS

1. Trial profile of the study

Recruitment process was conducted from SeptembéXotember
2014. Based on the inclusion criteria, 1447 HI\eotéd people who were receiving
ART were screened. Of these, 1315 were excludeausecof 1125 were not met the
inclusion criteria, 180 were refused to participaithout any cause and 10 were not
available at the time of recruitment or transferced from the ART center to other
ART center. Enrollment and randomization were eartout between September and
October, 2014. After the enrollment was finishedieivention sessions were
conducted between October and November, 2014. feitstv up assessments were
performed after three months of baseline (Januabriiary, 2015) and six months
follow-up assessments were done after three maotttigst follow up (May-June,
2015). Finally 132 HIV infected ART receiving parpants were assigned to receive
either the intervention (n=66) or standard care6@)=group. Based on the
demographic characteristics, there was no sigmificdifference among the
participants who those were included and excludewh the study. After the baseline
three and six months follow up information wereetakamong both intervention and
control group. All the participants were includexd the final analysis and no loss to
follow up was detected (Figure 7).



HIV infected, ART taking individual screened for study eligibility (n=1447)

BExcluded {n=1315)
Mot meeting inclusion criteria (n=1125})
Age <18 year (n=75)
ART duration <6 month or =2 years {(n=1050)
Declined to participate {n=180)
I Other reasons* (n=10)
Eligible {(n=322)

Randomized {(n=132) ‘

L=

Assigned to intervention group {n=66) Assigned to control group {n=66)
Completed 3 month follow up {n=66) Completed 3month follow up (n=66)

Completed 6month follow up (n=66) Completed 6month follow up {n=66)

Included in analysis {(n=66) # Included in analysis (n=66) #

*Patients transferred out or missing between consent and randomization
# Intention-to-treat analysis

Figure 7 Trial details
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2. Acceptability of the social self-value package
2.1 Quantitative findings

We recruited 66 participants for the acceptabiftydy. The mean
(SD) age of the participant was 36.4 (6.8) yeaB8%05vere male, and 40.9% were
from indigenous ethnicity. Two third (69.7%) hadeas than higher secondary level
of education. About half (48.49%) of the particifsanvere living with HIV for a
period of more than one year (Table 10). Attitudagh® participants towards HIV
contents had been significantly changed after esadsion. Cronbach’s alpha was
recorded and ranged from 0.85 to 0.93 for eachseéBable 11).

Table 10 Background characteristics (n=66)

Characteristics n (%)

Age in years(Mean:36.35, SD:6.77)

24 t0 35 33 (50.0)
36 to 56 33 (50.0)
Sex

Male 35 (53.0)
Female 31 (47.0)
Ethnicity

Non-indigenous 39 (59.1)
Indigenous 27 (40.9)
Education

Less than higher secondary 46 (69.7)
Higher secondary and above 20 (30.3)
Religion

Hindu 44 (66.7)
Other 22 (33.3)
Marital status

Married 49 (74.2)
Widowed 16 (24.2)

Divorced 1(1.5)
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Duration of ART received

6 months to < 1 years 24 (36.36)
1 to 2 years 42 (63.64)
Duration living with HIV

<1 years 34 (51.51)
> lyears 32 (48.49)

Table 11 Comparison of attitude scores before #ed @ach session

Participants = 66

Session  Cronbach’s alpha Before (IQR) After (IQR) P-value

1 0.92 10 (8,12) 21 (20,22) <0.001
2 0.91 12 (11, 13) 19 (18, 20) <0.001
3 0.85 14 (13, 15) 20 (19, 21) <0.001
4 0.93 10 (8, 11.8) 21 (20, 22) <0.001
5 0.91 18 (15, 20) 23 (22, 24) <0.001
6 0.91 10 (10, 11) 21 (20, 22) <0.001

Various aspects of the participant’'s satisfacti@revmeasured where
more than 93% wanted to join again, come back agaith recommend others.
Majority (>90%) of the participants reported thae tquality of the program was
highly satisfactory, good and helpful (Table 12)kcAptability of the session was
reported higher with the mean score ranged fror8 863.82 with the 0.40 to 0.49
standard deviation (Table 13).



Table 12 Participants’ satisfaction on the package
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Item n (%)
Quiality of program

Excellent 60 (90.9)
Good 6 (9.1)
Fair 0
Poor 0
Wanted for program

Yes, definitely 63 (95.5)
Yes, generally 3 (4.5)
No, not really 0
No, definitely 0
Program met need

Almost all of my needs have been met 59 (89.4)
Most of my needs have been met 7 (10.6)
Only a few of my needs have been met 0
None of my needs have been met 0
Like to recommend the program to friends

Yes, definitely 62 (93.9)
Yes, | think so 4(6.1)
No, I don't think so 0

No, definitely 0
Satisfaction with the amount of help

Very satisfied 61 (92.4)
Mostly satisfied 5 (7.6)
Mostly dissatisfied 0
Very dissatisfied 0
Program helped to deal with problems

Yes, they helped a great deal 60 (90.9)
Yes, they helped 6 (9.1)
No, they didn’t really help 0

No, they seemed to make things worse 0
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Overall satisfaction with program

Very satisfied 60 (90.9)
Mostly satisfied 6 (9.1)
Mostly dissatisfied 0
Very dissatisfied 0

If you were to seek help again, would you come bad& our

program

Yes, definitely 63 (95.5)
Yes, probably 3 (4.5)
No, probably not 0

No, definitely not 0

Table 13 Acceptability of all sessions

Items Participants = 66
Mean (SD)
Learned a lot of skills 3.76 (0.43)
Able to apply the knowledge 3.68 (0.47)
Given an opportunity to participate 3.74 (0.44)
Well organized program 3.80 (0.40)
Interesting sessions 3.82 (0.39)
Presenter stimulated my interest during the session 3.77 (0.42)
Relevant with the context 3.82 (0.39)
Enjoyable learning experience 3.77 (0.42)
Would recommend to others 3.73 (0.45)
Comfortable participation 3.71 (0.46)

Frequency of the retention in each session was raedo with
individual attendance. The overall retention was696 in the intervention. Male
participants had less retention compared to ferpakticipants. Fifth session had

recorded low retention (n= 61, 91.8%) (Figure 8).
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70 66 66
60
50
40 35
g 3D
-— 33 34 33 3y
30 31 31 30 29 30 31
20
10
O |
Session 1 Session 2 Session 3 Session 4 Session 5 Session 6
—4=—Nale Female ==#=Total

Figure 8 Frequency of retention attendance by sessid gender
2.2 Qualitative findings

Three main themes include acceptability, usefulradsthe contents
and weakness of the package’s acceptability weveldpeed. Different sub themes

were identified under main themes.
|. Acceptability of the package
Comprehensive topics with details

All of the participants and counselors agreed thatpackage provided
necessary information for HIV infected people whaidressed the principal issues
for empowerment comprehensively. One participamd $& really helped me to
understand different problems and ways to solventaed | would like to recommend

this program to other colleagues facing the sanabf@ms.
Group sessions and settings

All the participants agreed to participate in gragssions and were
excited to share their feelings with others. Colorsealso liked the ideas of group

settings for action plan and group session. Ongecjgant said f never had this type
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of opportunity to share my feelings with othershwgitmilar problems, | feel hopeful to

live.”
Goal settings and grounded rules

Both counselors and participants prized the aawiof goal settings of
life and grounded rules of sessions which made phsdicipants feel safe and
respected one. One participant stattils“step aware me to set goals in my life and

make my life easiér
Active participation and interactions

Participants appreciated the useful interactionsrgmother friends.
Counselors agreed that they enjoyed interactindy viiends in topics involving
sexual, physical, emotional, and psychologicalass®ne participant said talked
with my friends freely and this helped me to un@ec my problems in a way that |

never had beforé.
Personal feelings and care

All the participants expressed that how they exgrexed with their
emotion, society, and sexual life and counseloid 8et this discussion made them
able to balance their feelings and take care offbatings. One participant said “I
provide me the technique to control my bad feelsnys aware for treatment in right
time” One counselor statedAll the participants know the way to manage their
negative feelings.

Appropriate allocation of activities

Participants and counselors were happy with the uatnof time
allocated to activities and tasks and need to béiraang with government programs.
However, few participants wanted more time for s@uoivities. One participant said
“Activities and time allocation was nicely managedd aafter each task the

refreshment gave us energy.
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Il. Usefulness of the package’s contents
Healthy and self-health care

All the participants agreed on their own values Healthy life and it
made them responsible towards their own health. con@selor statedThis session
made clear to all the participants that the valdeself-care and responsiveness for

being a healthy and health cate
Positive relationship with society and family

It was really effective to maintain healthy, plesisand peace relations
among society and family. One participant statedotild able to make happy myself

and family too and even closely work with my sgcta”
Stigma and coping

All the participants received the different techueq that could help to
coping with stigma with positive thinking. One paipant stated I'am confident with
my ability to cope with stigma and | can help othéoa’One counselor said
“Participants enjoyed the activities that encourageul enabled them to cope with

any type of stigma
Stress and anger management

Participants were happy to receive the sessiondhabled them to
manage negative thinking, emotions, and stressas pQrticipant saidl‘found better
ways to control my emotion and make myself lessstd

Protective sexual behavior

Most of the participants learned a lot from thisssen which was
related to risky sexual behavior and different waysegotiate for protective sexual
activities. One participant said Will never have sex without a condom even with my
husband. One counselor stateceven though they were previously diagnosed with
HIV; they learned negotiate skills with innovatiwveays for protective sexual

activities”
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HI1V disclosure among family and others

All the participants benefited, enjoyed and actvedrticipated in the
discussion about HIV disclosure. One participargregsed Fdid not talk even with
other HIV positive persons, now | can tell to othatso and | hope it gives me relief
on my stressésOne counselor saiddisclosure activities and ways of disclosure
were very well received by most of the participamisere the session pointed out the

value and relevancy of disclosure.
Laws and empower ment

All the participants understand human rights, teaghts and existing
laws related to discrimination of HIV infected pémphat helped to empower them
and make them strong. One participant statedid not know my rights before, but
now | am clear on this and | can fight against stegand discrimination of people
infected with HIV’

Sdlf-esteem and self-confidence

All the participants realized the human values segpect which were
the assets for empowering HIV infected peoples. @articipant said This package
helped me to feel up and | can work much more witlamy fear” One counselor
stated This session enabled and encouraged them for silém and self-confidence

which was barrier for their well-being
Sustainability of the program

Participants and counselors were likely to anti@paontinuity of this
package at ART centers. One participant sdfdthis program will not continue
through the ART centers, | may not have a chancgh&we the things | learnt and
there will be no motivation for life One counselor saidmost of the participants
wanted to see their friends share the things agaid this is necessary to provide in
clinical settings’

Ill. Weakness of package’s acceptability
Limited time for practice
All the participants and counselors suggested liedter to increase

sessions with same contents otherwise limited thet®edule with various contents
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and time allocation for the session was perfecte Qarticipant suggestedven |

could not manage my time for all the session, Wilt be continued by government

program need to increase session with same contents

Home assignments

All the participants and counselors said that geeitings during

session times among the group were very interestiogvever, the task assigned to

do at home was not appropriate and no one wasstes to do this. One participant

suggested I“enjoyed discussing with friends and | learned thé writing work in

home | do not like, even it was knowledgedble

Table 14 List of themes and subthemes

Themes

Subthemes

Acceptability of the

package

Comprehensive topics with details
Group sessions and settings

Goal settings and grounded rules
Active participation and interactions
Personal feelings and link with care

Appropriate time for allocation of activities

Usefulness of the
package’s contents

Healthy and self-health care

Positive relationship with society and family
Stigma and coping

Stress and anger management

Protective sexual behavior

HIV disclosure among family and others
Laws and empowerment

Self-esteem and self-confidence

Sustainability of the program

Weaknesses of

Limited time for practice

package’s acceptability Home assignments
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3. Demographic, clinical and behavioral characteriscs of the study participants

The mean ages of participants in the interventioth eontrol groups
were 36.3 (SD = 8.8) and 35.8 (SD = 6.8) yearqaesvely. Majority (59.1%) of the
female participants was in the control group anth4vere in the intervention group.
Nearly half of the indigenous participants werdha control group and 40.9% were
in the intervention group. Nearly one third of fearticipants were unemployed in the
both control and intervention group. Three fiftt6 (B%) of the participants were not
educated in the control group and 28.8% were inrttexvention group. Four in one
(25.8%) participants were not married in the botimtml and intervention group.
Median family per capita income level of the papants were 50 (IQR 30-67) USD
per month in both control and intervention groughefié were no significant
differences in the demographic characteristics aseline between the control and

intervention groups (Table 15).

Table 15 Baseline demographic characteristics

Control group Intervention group  p-value
(n=66) (n=66)

Age (years)

Mean(SD) 35.8 (8.8) 36.3 (6.8) 0.71
<36 36 (54.5) 41 (62.1) 0.48
>36 30 (45.5) 25 (37.9)

Gender 0.22
Female 39 (59.1) 31 (47)

Male 27 (40.9) 35 (53)

Ethnicity 0.60
Indigenous 31 (47.0) 27 (40.9)
Non-indigenous 35 (53.0) 39 (59.1)

Religion 0.44
Hindu 49 (74.2) 44 (66.7)

Others 17 (25.8) 22 (33.3)




69

Occupation 0.85
Unemployed 22 (33.3) 21 (31.8)
Informal employee 25 (37.9) 23 (34.8)
Formal employee 19 (28.8) 22 (33.3)

Education level 0.10
llliterate informal 29 (43.9) 19 (28.8)
Primary and above 37 (56.1) 47 (71.2)

Marital status 0.10
Single 17 (25.8) 17 (25.8)
Married 49 (74.2) 49 (74.2)

Children 0.09
No 14 (21.2) 6 (9.1)
Yes 52 (78.8) 60 (90.9)

Number of children 0.08
<2 39 (59.1) 50 (75.8)
>2 13 (19.7) 10 (15.2)

Family per-capita

income (USD¥)
Median (IQR) 50 (30-67) 50 (30-67) 0.81
<50 41 (62.1) 44 (66.7) 0.72
>50 25 (37.9) 22 (33.3)

*1 USD = 100 NPR, IQR = inter quartile range, SBtandard deviation

Nearly half (51.5%) of the participants from botlontrol and
intervention group were diagnosed with HIV befdneit 33rd birthday. The median
age at ART initiation was 35 years for both contaotl intervention group. Majority
(72.4%) of the participant’s spouse was HIV infecie the control group and 58.1%
were in the intervention group. Nearly half (48.58b)he participants in the control
group 62.1% in the intervention group were infedi@ugh sexual contact. Half of
the participants were with clinical stage | & Il ihe control and intervention group.
Morbidity of the tuberculosis was found 15.2% ie ttontrol group and 12.1% in the
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intervention group. There were no significant défeces among behavioral and

clinical characteristics between control and ineetion group (Table 16).

Table 16 Clinical and behavioral characteristics

Control group Intervention group P-
(n=66) (n=66) value
Age at HIV diagnosis
Median (IQR) 33(26.5, 41) 33(30, 40) 0.56
<33 years 34 (51.5) 34 (51.5) 0.10
>33 years 32 (48.5) 32 (48.8)
Age at ART initiation
Median (IQR) 35 (28, 42.8) 35 (30.2, 40.8) 0.55
<35 years 36 (54.5) 38 (57.6) 0.86
>35 years 30 (45.5) 28 (42.4)
Duration of ART 0.60
<1 year 38 (57.6) 34 (51.5)
>1 years 28 (42.4) 32 (48.5)
Spouse HIV status 0.15
Negative 16 (27.6) 26 (41.9)
Positive 42 (72.4) 36 (58.1)
Mode of HIV transmission 0.16
Others 34 (51.5) 25 (37.9)
Sex-worker 32 (48.5) 41 (62.1)
Sexual intercourse in last 3 1.00
months
Yes 50 (75.8) 50 (75.8)
No 16 (24.2) 16 (24.2)
Sexual intercourse with non- 0.78
spouse
Yes 7 (14) 9 (18)
No 43 (86) 41 (82)
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Clinical stage 1.00
| &I 34 (51.5) 35 (53)
& IV 32 (48.5) 31 (47)

Known morbidities 0.80
Tuberculosis 10 (15.2) 8 (12.1)
Other 56 (84.8) 58 (87.9)

4. Effectiveness of social self-value package orcen characteristics
4.1 Clinical and behavioral
Risky sexual behavior, adherence and disclosure

Proportion of the unprotected sexual intercours wny partner was
significantly decreased among the intervention grand was increased among the
control group at three months and six months folleu The proportion of the
adherence to ART was significantly decreased antieagontrol group at six months
follow up. The proportion of the disclosure of Hbtatus was significantly increased
at three and six months follow up in the interventgroup compared to the control
group (Table 17).
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Baseline Three month follow up Six month follow up
Control Intervention P- Control Intervention P- Control Intervention P-
(n=66) (n=66) value (n=66) (n=66) value (n=66) (n=66) value
Unprotected_ sexual intercourse with 0.82 0.001 0.001
any partner in last 3 months*
No 38 (76.0) 36 (72.0) 19 (35.8) 47 (100.0) 19 (36.5 45 (95.7)
Yes 12 (24.0) 14 (28.0) 34 (64.2) 0 (0) 33 (63.5) 48]
Ever forgot to take ART 0.16 0.38 0.007
Yes 23 (34.8) 32 (48.5) 26 (39.4) 32 (48.5) 48 (72.7) 32 (48.5)
No 43 (65.2) 34 (51.5) 40 (60.6) 34 (51.5) 18 (27.3) 34 51.5)
Forgot to take ART last week 0.78 0.001 0.001
Yes 6 (9.1) 8 (12.1) 56 (84.8) 0 (0) 20 (30.3) 0 (0)
No 60 (90.9) 58 (87.9) 10 (15.2) 66 (100.0) 46 ($9.7 66 (100.0)
Disclosure of HIV status with* 0.93 0.001 0.001
<3 persons 46 (80.7) 45 (77.6) 46 (76.7) 18 (27.3) 44 (73.3) 2(3.0)
>3 persons 11 (19.3) 13 (22.4) 14 (23.3) 48 (72.7) 16 (26.7) 64 (97.0)

*Missing data, p-value=Fisher’s exact test
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4.2 Stigma

The mean scos of the stigma domains were raly decreased after
the intervention at 3months follow up and slightly decreased -months follow up
among the intervention group. All the domains saeeee constant among the cont

group from baseline tc- month follow up (Figure 9).
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The mearoverall score of the stigma waapidly decreased after the
interventionat 3 months and slightly increased at 6 mc follow up amon the

intervention grou@and scre among the control group werenstar (Figure 10).
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4.3 Social support

The mearscore of the social support numbapidly increasedafter
the interventiomat 3 months ansteadily increased at 6 monttfidlow up amon the
intervention grou@nd scre among the control growpere slightly increased up to

months follow up (Figurel).
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The meanscore of the social supposatisfactionrapidly increased
after the interventioat 3 months ansteadilyincreased at 6 mont follow up among
the intervention grotL and score among the control groupre slightly increased L
to 6 monhs follow up (Figure 2).
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5. Efficacy of social servalue package on empowerment

The mean score of the empowerment domains werdlyapicreasec

after the interventioat - months follow up and slightly increased -months follow

up among the intervention group. All the domains scasre constant among tl

control group from baseline t- month follow up (Figure 13).
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The meanscore of theempowerment rapidly increaseafter the
interventionat 3 months and slightly increased at 6 mc follow up amon the

intervention grou@nd scre among the control group werenstar (Figure 14).
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There was no significant differences baselineempowerment mee
scoreamong control and intervention group. Similaiscores of th domains of the
empowerment mean scoiwas not significantly differentbetweel control and
intervention groupat baselin. Impact of the interventiorD{fference-in-Difference)
at 3{46.77, p <0.001) and- months (49.71, p <0.001) wagnificantly higher fol
the intervention group in all domains of empowerm&he impact of the interventic
for all the domains of empowermeat 6 months was slightligighel compared to 3
months (Table 18).
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Table 18 Impact of social self-value package on@mgosment at 3- and 6-months follow up

PiDarr DiDier

Post- (Impact)
D|ff 6mo

Baseline 3 month follow up 6 month follow up

Pre- Post-

Diff Diffa,  (TPECH

Control Intervention Control Intervention Control Intervention

Empowerment (total

score) 46.70 46.38 48.23 94.68 -0.3246.45  46.77 46.53 95.92 49.39 49.71

Self-efficacy/self-

15.27 15.03 15.39 30.33 -0.2414.94 15.18 15.12 30.91 14.79  16.03
esteem

Power-powerlessness  12.00 12.03 12.26 23.92 0.03.6711 11.64 11.67 24.18 12.51 12.48

Community activism

8.01 8.04 8.65 1683 003 818 815 826 16.92 8.678.64
and autonomy
Optimism and control ¢ o 6.50 6.61 1354  -0.09 6.94 703  6.36 13.41 704 7.4
over the future
Righteous anger 4.82 4.77 5.32 10.04 -0.041.73 4.77 5.12 10.50 5.38 5.42

*=p <0.001; Pre-diff: difference at baseline; Pdsts, difference at 3 month follow up; Post-djff. difference at 6 month follow up;
DiDsme difference at baseline and 3 month follow up; BiD difference at baseline and 6 month follow up
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6. Effectivenesof social sel-value package on quality of life

The mean score of ttQoL domains were rapidly increased after
intervention at 3-months follow up and slightly increased &months follow up
among the intervention group. All the domains saeete constant among the cont

group from baseline tc- month follow up (Figure 15).
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The mearscore of the QoL rapidly increasafter the interventioat 3
months and slightlynicreased at 6 moni follow up amongthe intervention grot
and score amonthe control groupwere slightly increased at 3 month aslightly

decreased at 6 months follow up (Figu6).
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7 Relationship of empowerment with social supportstigma and QoL

After adjustingthe covariates includingqge, gender, adherence

ART, group and tim, improved empowerment wasgnificantly associated with
reduce in stigmgp<0.001) ancpositively associated witlQoL (p<0.001. There
were no significant effects on intervention grat baselinen any outcome variable
(SSQON, SSQS, stigma and Q. Improving onART adherence wasignificantly

associated withreduct in stigma (p<0.001). There wa® significant associatic
between any othe outcome variables with age. Significant effesere observe

with all the outcome variables by time and intamaciwith time and interventio(p

<0.001).After interaction with time (baseline to follow ugyd group (interventiol
and control), significant improvement on social gonp, stigma and QoL at three a
six months follow up among intervention group congglato control grou (all p-

values <0.001jTable 19.
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Table 19 Effect of social self-value package taamupport, stigma and QoL using nonlinear mixédeats regression model

SSON SSQS Stigma Quality of life
Parameter
Estimate SE p-value  Estimate SE p-value  Estimate SE p-value  Estimate SE p-value
Empowerment -0.010 0.038 0.795 -0.024 0.040 0.544 0.127 0.038 <0.001 0.057 0.009 <0.001
Age -0.001 0.028 0.997 -0.038 0.029 0.196 0.005 1.0 0.744 0.005 0.005 0.289
Male vs. female 1.196 0.449 0.008 1.215 0.464 0.0090.315 0.250 0.208 -0.009 0.074 0.896
ART adherence -0.681 0.393 0.083 -0.424 0.409 000.3 -1.300 0.402 <0.001 0.145 0.105 0.151

Intervention vs. control
_ -0.496 0.532 0.351 0.243 0.550 0.659 0.388 0.4253600. -0.060 0.109 0.579
at baseline
Intervention vs. control compare to baseline
Three months follow up 11.983 1.868 <0.001 12.304 .93@ <0.001 -28.028 1.890 <0.001 4.430 0.474 <0.001

Six months follow up 12.967 1.977 <0.001 14.041 49.0 <0.001  -28.927 1.998 <0.001 4.904 0.501 <0.001

SE: standard error; SSQN: social support questionber; SSQS: social support question satisfactio
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After adjusting for covariates QoL, SSQN, SSQSymst; improved total
QoL score was significantly associated with impibgeore of empowerment (p <0.001).
Increased in stigma level had a significantly lowerel of empowerment (p = 0.002).
Significant effect was not found between socialpgrpand empowerment. Improvement
in empowerment was statistically significant at & 6- months follow up among

intervention group compared to control group (p08Q) (Table 20).

Table 20 Prediction of empowerment by QoL, stigsagial support, and intervention

group using nonlinear mixed-effects regression rhode

Empowerment
Parameter :

Estimate SE p value
QoL 1.431 0.237 <0.001
SSON -0.040 0.057 0.479
SSQS 0.029 0.055 0.590
Stigma -0.196 0.062 0.002
Intervention vs. control at baseline -0.141 0.527 .020

Intervention vs. control compare to baseline
Three months follow up 30.102 2.848 <0.001

Six months follow up 31.863 3.015 <0.001
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After adjusting for covariates empowerment, SSQNQS, stigma;
increased level of empowerment score was signifigassociated with QoL (p <0.001).
Significant effect was not found between social psuwp stigma and empowerment.
Increased level of QoL was statistically significah 3- and 6- months follow up among

intervention group compared to control group (p0€Q) (Table 21).

Table 21 Prediction of QoL by empowerment, stigsagial support, and intervention

group using nonlinear mixed-effects regression rhode

Quality of life
Parameter i

Estimate SE p value
Empowerment 0.057 0.009 <0.001
SSQON 0.007 0.012 0.574
SSQS -0.009 0.011 0.410
Stigma -0.004 0.012 0.771
Intervention vs. control at baseline -0.051 0.108.370

Intervention vs. control compare to baseline
Three months follow up 4.310 0.610 <0.001
Six months follow up 4.788 0.642 <0.001
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Relative intervention effectamong intervention group social support,

stigma and Qolwas found higher than the con group with the evel of empowerment

(higher empowermervs. low empowerment) (Figure 17).

Low empowerment

0.2

High empowerment

0.2

Figure 17Relative intervention effects on

06

04

1.0

0.6

04

8.4
S

/

Number of social support

+ -+ Intervention

-+ Control

Satisfaction with social support

o

-

©
=]

-
S

o
=]

0.0

[

7| -+ Intervention
-=— Control

Stigma

Z - - Intervention
-=- Control

08

06

04

0.0

= T
Baseline 3mo 6mo

T T T
Baseline 3mo 6mo

Baseline 3mo 6mo

06

04

oo

Quality of life

—= Intervention
- Control

Baseline 3mo 6mo

- -+ Intervention

-+ Control

s

1.0

08

04

0.2

0.0

-= Intervention
-~ Control

10

- Intervention
- Control

\H

08

04

02

00

10

08

08

0.4

0o

4 -= Intervention

- Control

Baseline 3mo 6mo

Baseline 3mo  6mo

Baseline 3mo 6mo

Baseline 3mo  6mo

social supporigt and QoL stratified b

empowerment using nonparametric mixed effect rl

All p-values for time trend between intervention and @ndtn each outcome we

significantly different with p<0.001, 3mo = Threeonths follow up, 6mo = Six montl

follow up



86

CHAPTER IV

DISCUSSION AND CONCLUSIONS

1. Discussion of main findings
1.1 Acceptability of the social self-value package

Feasibility of a social-self value intervention kage was measured
among HIV infected people. Both qualitative and rmjitative methods have found the
package was feasible and acceptable. Demograplai@actbristics were not different
among the intervention participants. Majority papants belonged to adult age group
and lower number of the participants had more thigher secondary and above level of
education. Previous study conducted in Malawi hadnél similar characteristics of
participants:*> Studies from United States of America and Afrieaealed changes on
the attitude related to HIV among intervention ggrants which have similar with our
study findings-*®**® Extended technology model found that the socifiiémce would
make changes on one’s attitude and behd¥ior.

Higher level of compliance or adherence has be#w®d with the level of
satisfaction> Our study findings revealed the higher level ofis§action with the
different features of intervention package. Theeswo gold standard tools and methods
to measure satisfaction and variation among thisfaetion tools for HIV serviceS* We
used the CSQ-8 tools for satisfaction measuremedtdetermine the higher level of
satisfaction. Studies conducted in United Stated\mokrica revealed similar findings
using similar tools for HIV infected peopte *** Similarly, findings included group
session, interactions, comprehensive topics, diesvand time settings from qualitative
methods found to be similar with previous studf@s>>*>*

Several studies highlighted either one or more erdstincluding coping
stress or stigma, positive relationship, benefitseif-health care, disclosure, laws and

empowerment, and self-esteem as similar in oumniatgion?> 2% 139 140 143 152 155-157
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We used SEF tools to measure acceptability of vetgion package and found to be

158

higher as similar with previous studi€é.'*® Qualitative findings made the remarks for

the improvement in the intervention package whicks wgimilar with previous studies
findings % *>*

Our study finding revealed the higher retention tive intervention
sessions. However, feasibility and retention isagisvhard to study in HIV that might be
the because of stigmatization and disclosure pnobté’ To maintain the retention in the
intervention need to development of incorporatedugr group dynamics be well
planned, compliments their values without develgpaonflict, giving the chances to
articulate their behavior and skills and emotiasramotivational relationship building?
Although, previous study conducted in Malawi emhes that the high retention rate
might be due to the condition of incentivés.

Independently developed structures and contentghef intervention
package were extensively corrected and reviewethéyexperts. All the contents and
structure of the intervention was pilot tested aghoeal world settings that might
increase reliability of the contents and structafehe intervention package. Different
aspects like satisfaction, acceptability and atétwere measured for the acceptability of
the intervention using combined qualitative and miative methods. All the
combination of the measurement with higher atteodaand retention revealed the

excellent acceptability of the intervention package
1.2 Effectiveness of the social self-value package

Baseline characteristics

Our findings revealed the intervention effects ahdwior and clinical
characteristics (risky sexual behavior, adherencART and disclosure HIV status) of
HIV infected population. Changes on the behaviaral clinical characteristics would be
possible to change in this intervention becaussethissues are incorporated in the
intervention package. Positive impacts of the irgation to reduce risky sexual

behaviors was revealed by a systematic review baseithiterventions®® Our findings
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revealed the significant reduction in risky sexbahavior after the intervention among
intervention groups. Improvement in condom use @ecteased in risky sexual behavior
was revealed by a systematic review based on comynempowerment interventions
among sex workerS.. Similar findings were highlighted by previous dyjuthat focused
on the empowerment of HIV infected populati8hOur intervention found that the
adherence to ART was significantly increased atfter intervention. Similar findings
were revealed by previous studies that the adherem@®RT were improved after the
empowerment interventiort&* '°** Our trial found that the significant improvement i
disclosure of HIV status. This process could empdie victim, reduce the transmission
of disease, increased the self-esteem, supporeenadions from society or community
networks:®°

This empowerment intervention has imagined in atiplalways that help
to HIV infected people for social adjustment andr@ase relationships, autonomy, self-
esteem, behavior change through the developmeadwafcacy, strength, skills, cognition
and independence. This result could be the codrgepgact which was related with the
theory of empowerment. Empowerment interventiogdated to HIV infected population
are not presented in this context and region. Hewethe extensively developed
intervention package, fidelity of the interventiand qualified interventionist might be
the motives for the improved outcomes. Even thatinghsignificant results revealed on
secondary outcomes with small sample size, it ctweldsuggested for further research
with wide areas covered samples to determine timg lerm intervention effects.
Empowerment could be measured with the dimensiaowimunity and self direction to
empowerment. Community direction focused that tH¥ Hhfected population would
have the power in the society and aspiration tompte community action in the
unsociable world. Self direction emphasized tha HiV infected population could
believe themselves to be self-efficacious, selé@sied, and positive to their future.

Empowerment tools could be used with pre-tested \adlated with

experts. First, we discussed the contents of thestgqpnnaire with two experts who
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amended the language for suitability with HIV patge Further contents were revised to
be applicable to the Nepalese culture and cont&esthen discussed the content with
three HIV infected people for clarity and acceptgrend amended it accordingly. After
development of the revised version with experts ldi infected people, we pre-tested
the final version among HIV infected people. Durihg pre-test, we did not detect any
comments and difficulties from participants. In@rrconsistency, as measured by
Cronbach’s alpha was high (0.97).

Empowerment, social support, stigma and QoL of Hifécted people at
baseline were low among both groups. Social supptigma and QoL was found to be
greatly improved at 3 months follow up among theerivention group and continued for
next 3 months. Positive effectiveness of empowetnmt@rvention was found with social
support, stigma and QoL among higher and low lefegmpowerment. Empowerment
was significantly associated with social suppotignsa and QoL; however, the
empowerment significantly predicted to QoL. Vaoatiat each time point of the data
collection was small in each group. This small ation could be due to shared similar
information by all the participants. Participantdtrepresented similar demographic and
clinical characteristics at the same ART center.

This study finding revealed the significant improwent in the
empowerment score after intervention among theniatgion groups compared to the
control groups. Similar findings were highlighteg b previous study conducted in
Canadd®® However, the existing literatures are sparse tmpaye empowerment
intervention outcome among HIV infected peoffe!®

Self-esteem could help to manage negative physioalal and emotional
effects among HIV infected individual. This intentmn was assumed to enhance self
esteem to manage those issues. Our findings estatllithe high correlation between
empowerment and its domains. It was estimated ttieatcorrelation between different
domains from higher (self-efficacy) to lower (rigbtus anger). Self-efficacy score found

to be significantly improved after intervention amgointervention group, which was
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similar with previous different interventions fimgis among HIV patient$> 163 166
Similar findings revealed from a systematic revieased on community interventions
that highlighted positive effects on self-esteém.

Empowerment intervention could help to reduce aathtain anger where
HIV infected people could not develop the feelifgsrevenge with their past. This was
detected in our intervention that righteous angeadtive feeling of fury over abuse)
negatively correlated with the other empowermemhaios. Highly increased righteous
anger had an optimistic power on community andad@daption of HIV population. Our
study revealed the significant improvement in comityu activism and autonomy,
power-powerlessness (dependent and totally hopedessoptimism & control over the
future (wish and guarantee about the hope or #burg outcome of something). This
might be the effect of empowerment that developgzhcities to restore and reorganized
their daily lives'®® Deficiency of the self-control and autonomy infsttperson would
develop harassment on their life’'s goals. Lack ohtml over the future and
powerlessness could be unlike a risk factor ofdisease. Our findings of the DID were
further crosschecked by an ATE (average treatmiéatte model with PSM (propensity
score matching). This could help to reduce variabédection bias however the

randomization process could eliminate the biasvemdot the similar results.
1.3 Relationship of empowerment, social support,igima and QoL

Our trial revealed the number of social supportd aatisfaction with
available social support. Increased empowermenthe intervention group showed
increased in social support after the interventibiteratures related to empowerment
interventions based on HIV infected samples waséicdlf to find and difficult to
compare this trial outcome with existing outcom@sr study highlighted the increased
social support after intervention which was similaith the results from existing
randomized controlled trial based on psychologigedup support to HIV infected
population'®® In addition to this progress, control group hasorded slightly

improvement social support after intervention. gt be due to the repetitive use of
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same questionnaires for the data collection whiohlct influence the participants
behavior and might be the effect of contaminatfSnEmpowerment process could
promise to reduce discrimination, stigmatizationgd &ognitive state through improved
social support.

Our empowerment intervention was found effectiverdduce stigma at
the post-intervention period. Similar findings waghlighted by systematic reviews that
based on different interventions focused stigmaucgdn!’® *"* In addition, report
suggested that the limited literates of intervemgiavailable to reduce discrimination and
stigma among HIV infected populatidfi.Based on the available literature we developed
the extensive empowerment intervention that casuitable for local culture and context
to reduce stigma and discrimination among HIV itdédcpopulation. Empowerment
theory could enhance the disenfranchised groupctrahelp to defeat discrimination and
stigma and our intervention work with this thearatipath. Increased adherence to ART
significantly reduce stigma. A systematic reviewd aneta-synthesis revealed similar
outcome that the increased adherence was assowiiedduced stigm&'?

This empowerment intervention outcome revealedsipeificant effect in
improving QoL among the intervention group. Systemaeviews based on diverse
interventional and observational studies highlighttee uncertain results on QoL of HIV
infected peoplé’>*"®This dissimilarity on the results might be duette uses of diverse
measurement tools, sampling and sample size, ssettings context and culture in
diverse studies. Thus, we developed different aicalystrategies and approaches with
pretested intervention manual and tools that fitthe local cultural and context which
could increase the reliability of this trial andtcames.

Social support could be the asset to improve stignthQoL among HIV
infected populations and previous studies revedlesl association between social
support, stigma and Qdl'" *’® In addition a systematic review highlighted theLQo
among HIV infected population were correlated wstitial support’® Nonetheless, in
this intervention, stigma, social support, and aghee to ART were not significantly
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associated with QoL. Statistically significant résuwere not detected with those
variables and it might be due to the small samigle affect.

Further we collected background characteristicse,(agex, ethnicity,
marital status, date ART started) for all the soeek participants. There was no
difference in these background characteristics eéetwthose who agreed to participate in
the study and those who refused thus minimizinglogioal, environmental and
socioeconomic bias. The given reasons for refusalarticipate were lack of interest,
time and perceived need for the intervention. Tiheng recruitment process enhanced a
higher retention rate in the intervention group #mader loss to follow up at 3- and 6-
months. The intervention sessions took place in dhme center where the controls
received ART. This could have increased the chahcentamination among the control
group. To reduce this risk, we conducted the imtetion after services had finished for
the day in each center and participants were céeshseot to disclose any activities
during the study period. The fact that the findidgs$ not show any changes among the
control group after the intervention provides ewicke of no or minimal contamination.
On the other hand, provided incentives to the waetion group could lead to
confirmation bias. Incentivized group might be mbigsed in their information than who
did not get incentives.

Community-based interventions based on empowernteedry were
found to improve empowerment for reduce in HIV saission° % Intervention based
on empowerment theory included family members Wit\ infected people improved
the social support and family functioniff§.Further empowerment theory based program
improve the service access, QoL, psychologicakstand drugs. Individual and group
level behavioral and social interventions includedial theories, pedagogy theory and
Buddhism philosophy revealed inconclusive resatsrprove QoL among HIV infected
people?® %1% nterventions based on the social or behaviorbtiles more focused on
cognitive state and addressed the mental healtbhwhay improvements in participants’

perceived mental health and general health whiemtenally translate to better perceived
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physical health. However, the community intervemsicare sparse to improve QoL
among HIV infected people. A controlled trial of &ducational program found the
improvement of adherence to antiretroviral therdpyt no change in QOL was
demonstrated. Possible reasons could be the biochleamaracterization of HIV; ART
had indirect effect on QoL; interventions startatélwith the course of treatment which
could reduce deterioration of the psychological amedical condition; intervention
contents not modified and not acceptable for caltnd context; not pay attention to
issues pertaining to internal and external validitged “one-size-fits-all” packaged
intervention in all the context. It was suggesteat the interventions are more likely to
succeed if they address family and community factBevised contents with cultural and
context acceptable and appropriate theories useaiding to contents could be the best

reasons for its effectiveness.
2. Strengths and limitations

A number of strengths of this trial should be not®dr randomized trial
was conducted in a real world study setting, pa@eitts assigned randomly and analysis
assessor was blinded thus assuring a good extanwhlinternal validity. Pre-tested
empowerment intervention package and other toolwanous stages improved the
reliability. Acceptability of the empowerment intention package was reported to be
higher among the participants. Participants’ athmce in the intervention sessions
recorded higher and high retention maintained eititervention and follow up period.
Our trial is the first in its kind of multidimensial outcome study in Nepal conducted in
the usual health service setting. This trial pgrtint’'s socio-demographic and clinical
characteristics were similar with HIV infected p&ojmn Nepal which results could be
generalizable to other infected populations. Rigsranalysis process and strong fidelity
was maintained over the study period which guaeghtbe high effect of the trial. Recall
and reporting biases were cross checked in the é&tifer with reported adherence to
ART.
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Our trial has several limitations. Open level desand single setting
might have a chance of contamination, although,ctiding process could maintain and
ensured anonymity and confidentiality. Further, outcome revealed higher differences
among intervention and control group. Outcome idek risky sexual behavior,
adherence to ART and HIV status disclosure was dohigher which could be the
Hawthorne effect, that can reduce the power totiffem realistic variation from a
trial.’*® Adherence to ART might be confounded with its sidfects, toxicity, attitude
and accessibility which could develop the sociaidility bias. Although, familiar with
the study setting the participants building and nteaning good rapport with the
participants in the study process were presumaedoce bias. Randomized controlled
trial is a vibrant design which could reduce théedent bias due to confounders,
although, the trials based on behavioral inteneentnight have inherent biases. Same
measurement tools used with same participants, brgsement practice and consent
process in several times might help to change #felior of the participants among
control and intervention group. Biomarker and eceoimoaspects were not considered in
this study. We could not test the psychometric props for the validity of the tools
because of the sample size but internal consistefiche tools was reported high.
Measurement tools can be used in the differeningsttwith checking its validity and
reliability before using it. Highly skilled manpoweras delivered the intervention in this
trial that could be limited its accessibility andgstainability. It needs to be rechecked with
limited resource settings with available manpowemg-term effect and impact of the
intervention were not assessed in this trial. Farrtsmall sample size could limit the

validity of our secondary outcomes.
3. Conclusions and recommendation

The social self-value empowerment intervention prog among HIV
infected people was found acceptable and feasitile. intervention effectiveness was
analyzed with the data collected at baseline, 3d & months follow up. The

effectiveness on empowerment of HIV infected peapider ART was shown among
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intervention group at 3- and 6- months follow uprtRermore, risky sexual behaviors,
adherence to ART and disclosure of HIV status werproved. The empowerment
intervention significantly improved the QoL amorgetintervention group at 3- and 6-
month follow up. Further, it significantly reducedde stigma and improved the social
support among intervention group. Findings couldubkzed at regular service settings
for its sustainability and long-term effect. Altrgluthe intervention effects on secondary
outcome were detected, we recommend evaluatingituref multicenter studies with
large sample sizes for monitoring the long-terme@&. Empowerment intervention
framework and measurement can be used in diffettings after validating its cultural

and contextual acceptability and applicability.
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ANNEX-I: Inclusion and exclusion checklist

Items

Yes

No

1. Age 18 or above

2. Clinically diagnosed and enrolled for ART (betme5 month to
2 years)

3. Able to communicate

4. Have plan to stay at least six month in studtregs

5. Willing to give consent for baseline, follow up

6. Willing to participate in either intervention ocontrol group

7. Psychotic disorder

8. Antisocial personality

9. Visual retardation

10. Hearing retardation

11. Not received any other education program hasetmonths

12. Not willing to disclosure among group

If all the yes from no. 1 to 6 inclusion and them 7 to 12 any one yes exclusion

[ ]Included

[ ] Excluded reasons:

Signature Date
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ANNEX-II : Informed consent form and certificate

Project title: Efficacy of social-self value package to impre@mapowerment and quality
of life among people living with HIV under antiretiral treatment in Nepal: a

randomized controlled trial.

| am an interviewer, on behalf of Dharma N Bhatta, Po&kha

University, Nobel College, Nepal to conduct an iméation study.

Purpose of the researchPeople living with HIV are vulnerable group anaffering
from different physical, mental, economical andiabproblems. Due to the lack of
knowledge about transmission, prevention and s&# during illness has increase the
stress and decrease the quality of life. The ietaien aim is to evaluate the efficacy of
social-self value package on improve of QoL and @wgyment at 6 month follow-up. It
will help to people improve the QoL, empowermeptial support and reduce the stress

or stigma. PLH will increase the coping mechanigrstigma and self care awareness.

Procedures:You are requested to attain either interventiorugror control group. You
will give the answer of the questions three timeaséline, three month and 6 month)
either controls group or intervention group. Yoweddo spend around 40 minutes to
answer the question by face to face interview ftoamed research assistant. If you will
be assigned to intervention group, it will be coctéd once in a week for eight week.
Intervention session will be around 90 minutesydfi will be assigned to control group,
you will be requested to give information basedttoa research question at baseline, 3-,

6- month follow up.

Risks and benefits:This is the community intervention, no drug ang eegime will be
used during study period. Intervention method Wi conducted through education,
discussion and participatory approach. We will aoticipate any risk from these

processes and we will correct and minimize anyiptessisks. The intervention will help
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during the illness difficulties and helpful to mgeamedical and social related problems

to all the HIV infected peoples.

Confidentiality: All the information will be kept anonymously. Alhé intervention class
will be conducted in secret places and venue wadl fixed after discussion with
participants. No identification contents will beedsand unique number will be used for
intervention and data collection process. A writtertificate of consent will be signed by

both the researcher and you.

Right to refuse and withdraw: You have the right to either agree or disagreake part
in this study. You can withdraw from study any pgoafi time during study. Where you
agreed on the participation of study and then yawehright to refuse any question to
answer or terminate the study. All the participatiwill volunteer and no incentive will

be given for study.

Contact person: For any question before making a decision to joithe study, you can
contact Dharma N Bhatta, Pokhara University, Ndbellege, Sinamangal, Kathmandu,
Nepal contact via mobile number: 9841485128, e-ndaibhatta@yahoo.com

I am fully understood the above information conaggrio intervention study.

| have read or been informed of the above inforomatAny question concerning to this
research has been answered to my satisfactiomskot voluntarily to be a participant in

this study and understand that | have the rightitodraw from the study at any time.

Signature of respondent................c..o...e.

Signature of researcher.....................

Data: / /
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ANNEX-IIl: Questionnaires/Instruments
Preliminaries
ID
Data entry period Baseline 3 month follow up 6 nhofatlow up
0 1 2
Interviewer code
Part 1a: Socio-economic and demographic
Interview date : yyyy-mm-dd ROAIT I I
Characteristics Code
1.1 Age [ 1T I ]years lage [ ]
1.2 Sex [ ]O0.Female [ ]1.I8la [ ]2. Transgender 2sex [ ]
1.3 Ethnicity [ ]0. Indigenous [ ]Mon-indigenous 3eth [ ]
1.4. Religion [ ]0.Islam [ ] 1. Christigy[ ] 2. Buddhism
4rel [ ]
[ 13.Hindu
1.5. Occupation [ ]0.Unemployment [ Jdformal employment
50cc [ ]
[ 12. Formal emplogmi [ ] 3. Business
1.6. Education [ ]O0. llliterate [ ]MWiterate [ 12.Primary
[ 13. Secondary ] 4. Higher secondary 6edu [ ]
[ 15. Bachelor ancbab
1.7 Marital status [ ]0.Single [ ]1.Mad [ ]2. Widow
7mrt [ ]
[ ]13. Divorced
1.8 Children [ 10.No [ 11.Yes 8chd [ ]
1.9 No. of Children [ ] 9ncd [ ]
1.10 No. of family members [ ] 10nfm [ ]
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1.11 Monthly personalincome [ 1T 1I 1l 1 INPR 11pin [
1.12 Monthly familyincome [ 1T T 1T I 1 1NPR 12fin [
1.13 Smoking last 3 month [ ]JO.No[ 1]1.Yes 13smk [
1.14 Alcohol last 3 month [ 1J0.No [ 1]1.Yes 14alc [
1.15 Drugs last 3 month [ 10.No[ 1]1.Yes 15drg [
1.16 Age at HIV diagnosis [ ][ 1] 16adg [
1.17 Place at HIV diagnosis | ] write name 17pdg [
1.18 Age at ART started [ 11 1 18att [
1.19 Transmitted from [ ]0.Husband [ ]1.Wife
[ ]2.male sex worker
[ ]13. Masex worker 19trs |
[ ]4.did donation
[ ]5jdction sharing
1.20 HIV status of spouse [ 10.Negativ[ ]1.Positive 20sts [
Part 1b: Clinical aspects
1.21 Have you had sexual contact last 3 month?
21trs [
[ JO.No [ ]1.¥e
1.22 sexual contacts with whom?
22trs [
[ 10.wife [ ]1.Husband [ ]3ex worker [ ]3.Friend
1.23 Have you used condom at last sex?
23cdm [
[ JO.No [ ]1le¥
1.24 Clinical stage [ 10. Stage | [ 11. Stage Il
24cst [
[ 12. Staldle [ 13. Stage IV
1.25 Known morbidities [ ]0. None [ ]1Bl [ ]2 25cmo [
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1.26 CD4 count [ ] 26c¢dc [ ]
1.27 Viral load [ ] 27vid [ ]
—
1.28 Have you ever forgotten to take ARV medicine? 28fmd [ 1
[ J0.No [ ]1.¥%¥e
1.29 Have you forgotten to take ARV last 7 days?
29fmd [ ]
[ J0.No [ ]1.¥%¥e
1.30 Have you ever disclosed your HIV serostatus?
30dis [ ]
[ J0.No [ ]1.¥%e
1.31 Whom to you disclosed your serostatus
[ 10.Wife [ ]1.Husband [ ]2. Mother 31dsp [ ]

[ 13. Father [ ]4. Friends ][5. All family member know

Part 2: WHOQOL-HIV, Circle the number on the scale that gives the bastver for you for each
question. (1- Not at all; 2- A little; 3- A modeeaamount; 4- Very much; and 5- An extreme amount, +
reverse)

S.N | Iltems | | ] | Code |

Domain 1 Physical

To what extent do you feel that physical pain

L. prevents you from doing what you need to do? 1|2 3 4 5 AT Lo ]
2. Do you have enough energy for everyday life? 1| 3 4 5 2ph2[...... ]
3. How satisfied are you with your sleep? (+) 1|2 34 5 2ph3 [...... ]
4. How much are you bothered by any physical 1] 2 A 5 2ph4 [...... ]

Domain Il — Psychological

5. How much do you enjoy life? (+) 1 R 3 A 2psl|...... ]

6.. How well are you able to concentrate? 112 |3 4 2ps2[...... ]

7. Are you able to accept your bodily appearance? | 3 4 5 2ps3|...... ]

8. How satisfied are you with yourself? (+) 1 (2 3 45 2ps4 ...... ]

How often do you have negative feelings, such as
blue mood, despair, anxiety, depression? (+)




Domain lll-Level of independence
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How much do you need any medical treatment t .

10. function in your daily life? (+) 1 3 4 A llooon: ]

11. | How well are you able to get around? 2 |3 202 ...... ]

12. How satisfied are you with your ability to 1 3 4 23 ... ]
perform your daily living activities?

13. How satisfied are you with your capacity for 1 3 4 olaf...... ]
work?

Domain IV-Social relation

14. To what extent do you feel accepted by the 281 [..... ]
people you know?

15. How_ sat|s_f|ed are you with your personal 1 3 4 2812 1...... ]
relationships?

16. | How satisfied are you with your sex life? 2 (34 2sr3 [...... ]

17, How saﬂsﬂgd are you with the support you get 1 3 4 214 1...... ]
from your friends?

Domain V-Environment

18. | How safe do you feel in your daily life? 2 B 4 2enlf...... ]

19. | How healthy is your physical environment? 2 34 2en2[...... ]

20. | Have you enough money to meet your needs? 21 8 2en3[...... ]

21 How gvallable to you is the information that you 1 3 4 2end[...... ]
need in your day-to-day life?

29 T(_J what extent do you have the opportunity fo 1 3 4 2en51[...... ]
leisure activities?

23 I_-Iqw satisfied are you with the conditions of yaury 3 4 2en61...... ]
living place?

o4 Hovv_ satisfied are you with your access to heath1 3 4 2en7[...... ]
services?

o5 How sat|sf|_ed are you with your mode of 1 3 4 2en8 [...... ]
transportation?

Domain VI-Spiritual/Religion/Personal Beliefs

6. To wh_at extent do you feel your life to be 1 3 4 25p1[...... 1
meaningful?
To what extent are you bothered by people

27 blaming you for your HIV status? 1 3 4 22 [l ]

28. | How much do you fear the future? 2 ;3 2sp3...... ]

29. | How much do you worry about death? 2 3 2sp4 |...... ]

Overall QoL & general health perception

30. | How would you rate your quality of life? 2 3 4 2ghlf...... ]

31 | How satisfied are you with your health? (+) 23 4 2gh2...... ]




Part 3: Empowerment scale (Roger ES et al. 1997ircle the number on the scale that gives the best
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answer for you for each questidgtrongly agree = 1, agree = 2, disagree = 3, amhgly disagree = 4).

S.N. | Items | | Code |

Domain I: Self-esteem/self-efficacy

1. | generally accomplish what | set out to do 23 | 4| 3sel]...... ]

2. | have a positive attitude about myself 2 |3 3se2[...... ]

3. When | make plans, | am almost certain to makentwork 3 3se3 |...... ]

4 | am usually confident about the decisions | enak 3| 4| 3se4|...... ]

5. | am often able to overcome barriers 2 |3 3se5[...... ]

6. | feel | am a person of worth, at least on an etyaals with 3 4| 3se61...... ]
others

7. | see myself as a capable person 2 3 3se7 [...... ]

8. | am able to do things as well as most othepigeo 3| 4| 3se8|...... ]

9 | feel | have a number of good qualities 2 |3 3se9 [...... ]

Domain Il: Power-powerlessness

10 | feel powerless most of the time 2 |3 3pwl [...... ]

11 Making waves never gets you anywhere 2 3 | 3pw2][...... ]

12 You can't fight city hal 314 [3pw3]...... ]

13 When | am unsure about something, | usually gogaleith 3| 4|3pwar.... 1
the group

14 Experts are in the best position to decide whapjeeshould 3| 4|3pws[.... ]
do or learn

15 Most of the misfortunes in my life were due &ulbuck 3] 4| 3pwb[...... ]

16 Usually, | feel alone 3| 4] 3pw7]...... ]

Domain Ill: Community activism and autonomy

17 People have a right to make their own decisionn évihey 3 4| 3call.... 1
are bad ones

18 People should try to live their lives the wagythwant to 3 3ca?|...... ]

19 People vyorklng together can have an effect on their 3 4| 3ca3[.... 1
community

20 People have more power if they join togethea ggoup 3 3ca4 [...... ]

21 V\/_orkmg with others in my community can help to e 3| 4| 3cas[...... 1
things for the better

Domain 4: Optimism and control over the future

22 People are limited only by what they think pblesi 3 3ocl [...... ]

23 | can pretty much determine what will happeminlife 3 30c2 [...... ]

24 | am generally optimistic about the future g 34 30c3[...... ]

25 Very often a problem can be solved by takingpact 3| 4] 3oc4]...... ]

Domain 5: Righteous ange

26 Gettlng angry about something is often the firspgbward 3 4| 3rall.... ]
changing it

27 Eeople havg no right to get angry just becausedbait 3 4| 3ra2[..... ]
like something

28 Getting angry about something never helps 2 | 8 | 3ra3|...... ]
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Part 4 HIV related stigma scale for developing coutnies (Genberg BL et al. 2008)Circle the number
on the scale that gives the best answer for yoeémh question ((+ Questions with positively frdme
statements were reverse coded, Strongly disagreeB&agree =D, Agree = A, Strongly Agree = SA,
Subscale 1: Shame/Blame/Social isolation= 10 item (10-40 score)Subscale 2: Perceived
discrimination = 8 items (8-32)Subscale 3: Equity=5 items (5-20 scojeTotal score range 23-92).

S.N | ltems | ‘ | ‘ Code
Domain 1: Shame/Blame/Social isolation
1 People living with HIV/AIDS should be ashamed 12 3 4 | 4sblf...... ]
2 People with AIDS should be isolated from othergie 1 2 3 4 | 4sb2...... ]
3 People who have HIV/AIDS are cursed il 2 3 4sb3 [...... ]
4 People living with HIV/AIDS deserve to be punidhe 1 2 3 4 | 4sb4|...... ]
5 A person with HIV/AIDS should be allowed to workttvi 1 > 3 4| asbs...... 1
other peopld+)
6 Families of people living with HIV/AIDS should be 1 > 3 4 4Sb6 ... 1
ashamed
It is reasonable for an employer to fire people \Whoe
7 HIV/AIDS 1 2 3 4 | 4sb7...... ]
8 People with HIV/AIDS are disgusting 1 2 B 4 4sb8...... ]
9 People who have HIV/AIDS deserve compassion 1 2 3 4 | 4sb9|...... ]
10 People_W|th HIV s_houl_d be allowed to participatyfin 1 > 3 4sb10[....]
the social events in this commun(ty)

Domain 2: Perceived discrimination

People living with HIV/AIDS face neglect from their

11 family 1 2 3 4 | 4pdlf...... ]
12 People living with HIV/AIDS face physical abuse 1 2 3 4 | 4pd2]...... ]
People want to be friends with someone who has
13 HIV/AIDS (+) 1 2 3 4 | 4pd3]...... ]
14 People living \_Nlth I-!IV/AIDS face ejection from threi 1 > 3 4 | apdaf...... ]
homes by their families
Most people would not buy vegetables from a shopéee
15 or food seller that they knew had AIDS 1 2 3 4 [ISEEEEE ]
16 People who have HIV/AIDS face verbal abuse 1 2 3# | 4pd6...... ]
17 Esgge living with HIV/AIDS face rejection from tine 1 5 3 4| apd71..... ]
18 People who are suspected of having HIV/AIDS lose 1 2 3 4 | apds..... ]

respect in the community

Domain 3: Equity

People with HIV should be allowed to participatéyfin

19 the social events in this commun(ty)

People living with HIV/AIDS should be treated sienily
20 by health care professionals as people with othrersises | 1 2 3 4 | 4eq2]...... ]

(*)

21 People who have HIV/AIDS should be treated the sasne
everyone elsét)

22 People with HIV/AIDS do not deserve any support 1 2 3 4 | 4edd|...... ]




People with HIV/AIDS should not have the same

23 | freedoms as other people 1 2 | 3| 4| 4eqg5[....]

Part 5. Social support (Sarason IG et al. 1987)The following questions ask about people in your
environment who provide you with help or supporck question has two parts. For the first part,dis
the people you know, excluding yourself, whom yan count on for help or support in the manner
described. Give the persons’ initials, their relaship to you. Do not list more than one persort terach

of the numbers beneath the question.

For the second part circle how satisfied you aréh e overall support you have. If you have had no
support for a question, check the words “No oneif 4till rate your level of satisfaction. Do notlimore
than nine persons per question.

Please answer all the questions as best you cetle @ne Number on Each Line [Very dissatisfied (1)

fairly dissatisfied (2), a little dissatisfied (3 ittle satisfied (4), fairly satisfied (5), amdry satisfied (6).
S.N.| ltems | | [ ] Code
1. Whom can you really count on to bé&lo one 1. 2.
dependable when you need help 3. 4, 5. Sssni [ ]
(list the persons e.g. father, mother, friendsp. 7. 8 | T T hTT
9
2. How satisfied? 1 2 3 41 5 6 | 5ssqlf[...... ]
3. Whom can you really count on to help youl No one 1 2.
feel more relaxed when you are under 3. 4 5. Bssn2 [ 1
pressure or tense? 6. 7 8 | T T
9.
4. How satisfied? 1 2 3 41 5 6 | 5ss02[...... ]
5. Who accepts you totally, including both | No one 1. 2.
your worst and your best points? 3. 4. 5.
6 7 8 5ssn3 ...... ]
9.
6. How satisfied? 1 2 3 41 5 6 | 5ssg3[...... ]
7. Whom can you really count on to care aboMo one 1 2.
you regardless of what is happening to you3. 4 5.
6. 7 8. 5ssn4 [...... ]
9.
8. How satisfied? 1 2 3 4| 5 6 | 5ssg4[...... ]
9. Whom can you really count on to help yoy No one 1. 2.
feel better when you are feeling generally| 3. 4, 5. Bssns [ ]
down-in-the dumps? 6. 7. 8. | T T b
9.
10 How satisfied? 1 2 3 4| 5 6 | 5ss05[...... ]
11 Whom can you count on to console you | No one 1. 2.
when you are very upset? 3. 4. 5.
6. 7 8. 5ssn6 [...... ]
9.
12 How satisfied? 1 2 3 4| 5 6 | 5ss06 [...... ]
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Intervention gquality and satisfaction from particip ants

Client satisfaction questionnaire (CSQ-8Larsen DL et al. 1979Please help us improve our
program by answering some questions about thecesryiou have received. We are interested in
your honest opinions, whether they are positiveiegative.Please answer all of the questions.
We also welcome your comments and suggestions.KTyaun very much; we really appreciate
your help (Score range 8-32). Circle your answer:

S.N. | Question Code
1 Hovv_ would you rate the quality of | Excellent Good (3) Fair (2) Poor (1) csql
service you have receive (4) [......]
. . . No, Yes, Yes,
2. Vl?lgjn}[/géj?get the kind of service you definitely 2(;1’”30('[2) generally | definitely [quz]
7 1) 3) @ | L
Almost Only a
few of None of
all of my | Most of my m mv needs
To what extent has our program meheeds needs y y csq3
3. needs have
your needs? have have been h [...... ]
ave been met
been met| met (3) b
4) een met| (1)
2
If a friend were in need of similar | No, No. | don't Yes, | Yes, csad
4. help, would you recommend our | definitely thil’,lk 50 (2) think so | definitely [ q ]
program to him or her? not (1) (3) @4 | 2
. Indifferent
How satisfied are you with the Q_mte . . | or mildly Mo_stl_y Vefy ) €sq5
5. . dissatisfi . T satisfied | satisfied
amount of help you have received? Dissatisfied [.....]
ed (1) @) 3 4
No, they
. . Yes, they No, they | seemed
Have the services you received
: helped a | Yes, they | really to csg6
6. helped you to deal more effectively s
with your problems? great helped (3) | didn't make [...... ]
| deal (4) Help (2) | things
worse (1)
Indiffere csq7
In an overall, general sense, how | Very Mostl nt or Quite [...... ]
7. satisfied are you with the service | satisfied satisfi)(/e d@) mildly dissatisfi
you have received? 4) Dissatisfi | ed (1)
ed (2
If you were to seek help again, No, . | Yes, | Yes,
8. would you come back to our definitely m?nll ggr&[) think so | definitely [qu8]
program? not (1) (3) @4 | v




Session Evaluation Forms (SEF) questionnaires (Hagp G et al. 2003)
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. Strongly . Strongly

S.N. | Question agree Agree | Disagree disagree Code

1. Learned a lot 1 2 3 4 sefl [...... ]
2. Able to apply 1 2 3 4 sef2 [...... ]
3. Given an opportunity to 1 2 3 4 sef3 [...... ]

participate

4, Well organized 1 2 3 4 sefd [...... ]
5. Interesting 1 2 3 4 sef5 [...... ]
6. Presenter stimulated my interest 1 2 3 4| sef6[...... ]
7. Relevant 1 2 3 4 sef7 [...... ]
8. Enjoyable 1 2 3 4 sef8 [...... ]
9. Would recommend to others 1 2 3 4 sefa[...... ]
10. Comfortable participating 1 2 3 4 sefl0 [.....]

In-depth interview guideline for facilitator and participant:

Feedback could be anticipated into interventiomftbree areas are as follow:
Interventionstructure and format: (a) group setting, (b) ground rules, (c) partip
contract, (d) personal reflection and goal sett{eyaction plan calendar, and (f) linkage-
to-care {The specific content included in the imtetion (a) self-condense and self-
esteem, (b) emotional regulation, (c) stress amgingo (d) anger, stigma management,
(e) healthy relationships, (f ) sexual risk redosfi (g) sexual networks, and (h) HIV

disclosure, legal empowerment}.
Interventionuseful: (a) the comprehensive nature of the interventiod the relevant
topics, (b) the provision of individual and grougssions, (c) group setting, and (d)

schedule

Need to improvement: (a) group dynamics, (b) session length, and \Weitten

assignments.

Thank you
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ANNEX-IV: Overview of intervention manual

Session 1-Rapport building, living with emotions, rimd, sentiments and its management

Outcome

Participants can manage their sentiments, mindeamations or stress and negative thinking when

informed others and others know their status ame @ath those things.
Skill

-Indentify comfortable and uncomfortable situations

-Discuss past events and pity for healing to pigiiats’ history
-Discuss feelings and experiences within group

-Produce knowledge and build up abilities in emudiand sentiments

25

hey

-Identify all the tension and produce idea to cagth tension reveal unnecessary thinking and

circumstances and fight with negative thoughts.
-Good thinking and things living with HIV, irritaihs and its types, and learn alternatives to fivits.

-Practice on positive thinking, manage anger witliéhist philosophy

Time total (90 minutes) Materials
Activity -Tokens
Check in (10 minutes) -Flipcharts
-Ice breaker/welcome/explain objectives -Pen
-Pair share introductions
-Introduce: tokens, group rules Post goals on th

wall before star

the activity
Pair Share ( sharing feelings ) (50 min)

-Identify comfortable and uncomfortable situations.

. . ) Write on
-How did you feel when you were informed of the Hhfection? .
flipchart ahead

(Divide participants: talk about their feelings whiey found out about their HIV| of time

status, change experiences in group)

)
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-In any situation that you feel guilty, blaming sgairing or tired/what do you thin

and do? How do you manage?

(Identify one difficult situation: what is a siti@m that happened this week that y
made you feel guilty, blame other person, or deg@® where did you feel in you
body? What did you talk to yourself? And what hapgzkafter that situation?

(In a week, what was a situation that someone giader, friend, neighbor, etc)
behaved badly to you? What did you talk to youfsédfthere any good thing you

got from this situation? How do you think positiyelith the situation?)
(What are good things about living with HIV?)

-Ask for volunteers to give report

Let’s talk (10 min)

-Way to manage with different feelings

Lessons Learned (5 min)

-Ask participants what they learned and write diipghart

Relaxation Exercise (5 min)

-Relaxation activity, make comfortable

Goal setting (5 min)

-Review guidelines for good goals on a flipchart
-Ask participants for personal goal for the week
Wrap-up (5 min)

-Talk about good feeling or thing that they likerfr group activities, include and

advice.

-Preview next session and encourage attendance

kK -Today's
and goals

buGoals of

[ group

topic

the
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Session 2 — Meaning of HIV positive and disclosure

Outcome

Participants will increase decision making skilgarding disclosure and understand self-esteem
Skill

-Participants discuss the meaning and importanseléfespect.

-Participant identifies the self-esteem activitiest explore the dimensions of one’s life.

-Practice the disclosure, identify barriers, sgate and advantages of disclosure

-Develop knowledge in stigma, role of stigma in'sride and how to overcome it.

Time total (90 minutes) Materials
Check-In (10 minutes) -Tokens
-Introductions/Ice Breaking -Flipcharts
-Introduce tokens -Pens
-Group rules
-Review goal last week Write on Flipchart ahead

-Start talking about disclosing your HIV statusefyiew of this session) of time:

Role play (25 minutes) Today's Topic/Goals fof

the session
-Role play (Demonstrate by the facilitator and déissistant:
Importance of self-esteem
Disclosing with sister/mother/husbandéwif
Cope of stigma
-Divide participants: Husband disclosing with higew

-How did they fee

-Stigma developed
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Pair share (25 minutes)

-To whom you feel most comfortable to disclose ¥V status: rank 3-5

order

-Divide participant in pairs and role play: Disalos with the one you feg

most comfortable.

-Cope with the present stigma

Lessons learned (10 minutes)
-Ask participants what they learned and write gucfhart

-Plan for disclosure and practice an effective camication

Relaxation exercise (10 minutes)

-Relaxation activity

Goal setting (5 minutes)

-Who you want to disclosure within next week.
-How to develop self-esteem

-How to cope with stigma.

Wrap-up (5 minutes)

Ask each participant to name one positive thingy tgained from the
group.

-Preview next session and encourage attendance




Session 3 - Healthy body after being HIV positive
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Outcome

Participants will develop the knowledge on healtlogly, care access, prevention, emotions and s¢

and sexuality.

Skill

-Participants will able to access to source of esteuon HIV/AIDS treatment, care, prevention &

transmission.

-Participants will understand what it mean to b¥ Idbsitive or negative to be a

men or women

-Participants will be able to effectively commurieavith doctors and health personnel.

-Participants will able to correctly describe conmikiness in HIV positive.

exual

and

Time total (90 minutes) Materials

Check-In (10 minutes) -Tokens
-Introductions/Ice Breaking -Flipcharts
-Introduce tokens -Pens
-Group rules -Penis model
-Review goal last week -Condoms
Pair share (20 minutes)

-Share knowledge or experiences about illness héteing HIV positive, and | Write on

what are treatment and care
-Difficulties in following the medical care and sehre
-Ask for volunteers to give report

- How is HIV transmitted? (And ask participants whiaey want to know abou
HIV)

-Prevention of HIV transmission : safer sex

Learning Spot (10 minutes)

-Use a flipchart to help teach about care after Hbgitive, antiretroviral drug,

Flipchart ahead o

time:

t Today’s
Topic/Goals for

the session

f
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and opportunistiénfections

-How to access to other sources of information altlo&riliness and access to

adequate treatment

-Risk of HIV infection : Between spouse (includirgsiies of different risk

level of husband and wife), Mother to child

-Effect of re-infection
Pair share and Role play (20 minutes)

-Act out : Telling your doctor when you missed somedications

-Bring them together and ask volunteers for a fzaliave a role play for the
group

-Pair share: How to communicate with a doctor auese in difficult

situations?
-Asking your partner to be tested for HIV
-Husband ask his partner to have sex without condom
-Husband and wife discuss on deciding to have odmld
Lessons learned (10 minutes)
-Ask participants what they learned and write gocthart
-Demonstration using a condom
Relaxation exercise (10 minutes)
-Relaxation activity
Goal setting (5 minutes)
- Review Guidelines for Good Goals on Flipchart
-Ask participant for personal goal for the week
Wrap-up (5 minutes)
Ask each participant to name one positive thiny ined from the group.

-Preview next session and encourage attendance




Session 4 - Relationship

1
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Outcome

Participants will develop the knowledge for postirelationship with family, children arj

society.

Skill

-Participants can plan to manage role and fundtighe family and society

-Participants can deal with conflict or unhealthy kmrmful or misunderstanding in t

family and society.

d

-Participants will learn to have effective commuations with sentiments, wishes and

desires

-Participants will learn social and family role aaxtivities in good atmosphere

Time total (90 minutes Materials
Check-In (10 minutes) -Flipcharts
-Introductions/Ice Breaking -Pens
-Introduce “Tanjai Card” -Tanjai card
-Group rules
-Review goal last week
-Inform about activities of today Write on
Pair share (15 minutes) Flipchart  aheag
of time:
-What changes happened in your family after onetle$ilv
infection?
Today’s

-Mother : How to explain and relieve the worry whbey feel
worried about their health and problems with disgniation.

Discussion (20 minutes)

Topic/Goals for
the session

Target group
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-Discussion on changes of roles in a family or camity when there

is an HIV+ person.
-Planning about society/family member’s roles mamagnt

-How is the current relationship between you andryahild? Or in

family, society

-Planning to improve relationship with your childca
improve child’s discipline as well as in family,ciety
Pair Share-Role play (20 minutes)

-Divide participants and act out : Ask for more higlghe family from

your husband who has no job.

-Bring them together and ask for volunteers to agpleeir role play for

the group.

- How to talk to your child when he/she has agdweskehavior? Even

with society and family.

Lessons learned (5 minutes)

-Ask participants what they learned and write gucfiart
Relaxation exercise (10 minutes)

-Relaxation activity

Goal setting (5 minutes)
- Review Guidelines for Good Goals on Flipchart
-Ask participant for personal goal for the week

Wrap-up (5 minutes)
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Ask each participant to name one positive thing thained from the

group. Preview next session and encourage atteadanc




Session 5 - Drug, self care and relationships

1

33

Outcome

Participants develop the knowledge for sexual armlaé health and appropriate self-hed

care after being positive.

Skill

-Participants will able to explain an importanceseff care post HIV.

-Perform excellent communication and listeningitied

-Aware of opportunistic infections, other diseaand partners sexual behaviors

-Discuss the impacts of drug, alcohol, and smokingne’s life.

-Eating habits, diets, and exercise effects onlife’

Ith

Time total (90 minutes Materials
Check-In (10 minutes) -Token
-Introductions/Ice Breaking -Flipcharts
-Introduce tokens -Pens

-Group rules
-Review goal last week
-Review of this session
Pair share (15 minutes)
-How to take care one self
-Difficulties in self care practice
-Differences between healthy and unhealthy relatigps
Learning spot (20 minutes)

-Health promotion activities, e.g. exercise, eatitigt,

Write on Flipchart ahed

of time:

Today’s Topic/Goals fo
the session

o
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meditation, avoiding drug, alcohol, smok
-Aware on opportunistic infection
-Dealing with unhealthy relationship

-Good communication and listening skill

Lessons learned (10 minutes)
-Ask participants what they learned and write gucfiart
Pair share (15 minutes)
-How to plan for regular exercise
-When you should go to see a doctor?
Relaxation exercise (10 minutes)
-Relaxation activity
Goal setting (5 minutes)
- Review Guidelines for Good Goals on Flipchart
-Ask participant for personal goal for the week
Wrap-up (5 minutes)
-Tell one positive thing they gained from the group

-Preview next session and encourage attendance
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Session 6 - Relationship, stress and stigma management, legal empowerment

Outcome

Participants able to develop future plans, redeasibn and increase social support and communiticigeation,

encourage feeling to legal empowerment

Skill

-Discuss workplace difficulties, discriminationghd protection, health and human right
-Develop knowledge in future plan, physical andiacareas.

-Formulate the objectives for the future

-Discuss to join the social and community actigtie

-Find out the situation that you got tension aratfice methods to reduce stress and worries.

-Conclude and sum up the intervention

Time total (90 minutes) Materials
Check-In (10 minutes) -Token
-Introductions/Ice Breaking -Flipcharts
-Introduce tokens -Pens

-Group rules

-Review goal last week

-Review of this session

Pair share (15 minutes)

-Identify a situation where you felt stressed ornedl last week

-How do you do when you feel tension?

-Role play: act out as a mother getting severébnitl try to talk with her child

-How is your community? (general view) / Howtle relationship with your old friends?

Do you have new friends? What are activities yon yaith people in your community?
-Ask for volunteers give reports to group
Practice with relaxation way (5 minutes)

-Deep breathing

Write on Flipchart
ahead of time:

Today's
Topic/Goals for the

session
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-Muscle stretching

Let's talk (Discussion & share experiences) (15 mires)
-Effective communication (assertiveness) and mamagé

-Prepare long term plan for children e. g. childtody plan, community/social support

Pair share (15 minutes)

-Talking to person who will take care your childesfyou pass away, perception from

society
-Tell some good things that you want them to ocitih other HIV+ persons

-What are the strengths of joining with groups éhand other groups), getting more

information?
-Legal provision, anti discrimination, stigma arglelity (reach up to zero)
-Discuss how to raise voice of unity and humantrigh

-Sharing

Lessons learned (10 minutes)

-Ask participants what they learned and write gocfiart

Relaxation exercise (10 minutes)

-Relaxation activity

Conclude and sum up (20 minutes)
Tell one positive thing they gained from the group

-Encourage for follow up and continue growing amdieing
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ANNEX-V: Attitude evaluation form for each session of manua

Session 1 assessment form

tems Strongly Disagree uncertain Agree Strongly
disagree agree

| can eat always together with family 1 2 3 4 5

| am a healthy person as others 1 2 3 4 5

| can sleep well in night 1 2 3 4 5

| can do my daily work as others 1 2 3 4 5

| cannot blamed or feel guilty due to HIV 1 2 3 4 5

Session 2 assessment form

tems S.trongly Disagree uncertain Agree Strongly
disagree agree

I must have self-esteem 1 2 3 4 5

| can disclosure my status 1 2 3 4 5

HIV status disclosure have not demerits 1 2 3 4 5

Stigma is not curse of HIV 1 2 3 4 5

| cannot reduce unnecessary thinking 1 2 3 y 5




Session 3 assessment form
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Strongly ) uncertain Strongly
ltems ) Disagree Agree
disagree agree
HIV can be cured 1 2 3 4 5
Sexual contact is not only the route of
o 1 2 3 4 5
transmission
Only condom can prevent sexual
o 1 2 3 4 5
transmission
ART can not cure HIV 1 2 3 4 5
HIV can increase other infection 1 2 3 4 5
Session 4 assessment form
Strongly ) uncertain Strongly
ltems ) Disagree Agree
disagree agree
HIV is not the cause of conflict in family 1 2 3 4 5
Involvement in society reduce conflict in
. 1 2 3 4 5
society
Effective communication increase social
) ] 1 2 3 4 5
and family relation
Discrimination is not the fate of HIV
1 2 3 4 5
people
I can make good relation with family and
1 2 3 4 5

society




Session 5 assessment form
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Strongly ) uncertain Strongly
ltems ) Disagree Agree
disagree agree
Self-care can reduce vulnerability of
) 1 2 3 4 5
disease
Balance diet can improve health 1 2 3 4 5
| cannot reduce stress using illicit drugs 1 2 3 4 5
| cannot smoke 1 2 3 4 5
| cannot drink alcohol 1 2 3 4 5
Session 6 assessment form
Strongly ) ) Strongly
ltems ) disagree | uncertain| Agree
disagree agree
Law related to HIV can reduce
S 1 2 3 4 5
discrimination
Joining community activities can benefiteg
1 2 3 4 5
for PLH
Social work make happy to PLH 1 2 3 4 5
I must have similar health rights as others 1 2 3 4 5
Human right is equal to HIV people as
g a peop 1 2 3 4 5
others
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ANNEX-VI : Ethical approval letters
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Abstract

Human immune deficiency virus (HIV) infection afteche quality of life of infected
people. It is well-known that empowerment is impattfor appropriate access to health
care and quality of care. However, there is culyehmited availability of explicit
methods to increase the empowerment of HIV infegiedple. This study aimed to
develop and test the feasibility of a social-sedlue package as an empowerment
intervention method for HIV infected people. Thadibility of the intervention package

was conducted in Nepal. The validated package wgdemented as a group session.
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One group included 8-10 participants and each @edasted for one and half hours. Six
sessions in total were developed and one sessisrcaraucted in one week. Different
contents were developed for different sessiontal bf 66 participants, were randomly
selected for participating in the package, assessddasibility both quantitatively and
gualitatively. The average age of the participawss 36.4 years and 63.6% were
receiving antiretroviral treatment for one to tweays. Attitudes towards HIV-related
issues significantly and positively changed aftache session. Client satisfaction and
acceptability of the intervention was very high igading high feasibility with good
design. The qualitative findings also supported tlantitative findings where both
participants and counselors accepted and werdisdtigith the structure and contents of
the package. Both counselors and participants geavitheir recommendations for
improvements in the package to enhance its fedgibihis study revealed that providing
an inclusive 6-week social self-value package fov¥ Hfected Nepali people appears to
be feasible. Its effect on empowerment interventiolh be measured by a randomized
controlled trial.

Keywords: intervention; HIV; feasibility; acceptability; epowerment

Introduction

Toxicity and resistance of antiretroviral theragyR({T), and other co-infections
have increased the morbidity and mortality whictum affects the quality of life of HIV
infected people (Anastos et al., 2005; HessamfaraBek et al., 2009; S. Hosek,
Brothers, Lemos, & the Adolescent Medicine Trialsetihork for HIV/AIDS
Interventions, 2012; Laurent et al., 2005; Murphgle 2013; Stringer et al., 2006). Lack
of skills to compromise with risky sexual behavaod other multiple clinical and social
problems among HIV infected people has emphasizedirgent need for continuing
empowerment for this population (Quinlivan et &013; Van Devanter, Duncan,
Birnbaum, Burrell-Piggott, & Siegel, 2011; Wingo&dDiClemente, 2000).
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Empowerment is a way of dealing with problems afparatively immobilized
populations and by arbitrating the role helplessm#ays in making and enabling social
anxieties (Gutierrez, 1990; Pinderhughes, 1989p180h, 1976). Empowerment theory
forced to increase people’s power and behaviorsutir social interactions (Gutierrez,
1990; Kelly, Murphy, Sikkema, & Kalichman, 1993; éffier, 1984; H. Land, 1994;
Levine et al., 1993; Rappaport, 1987; Solomon, 19lM6addition, this empowerment is
also an optimistic strength in the life’s of disemfchised groups (Bricker-Jenkins, 1986;
Gutiérrez, Oh, & Gillmore, 2000; Katz, 1984) whiate essential but highlighted by only
a few studies among HIV infected subgroups (Brathétarper, Fernandez, Hosek, &
Interventions, 2014; Fisher & Smith, 2009; Gutigére¢ al., 2000; S. Hosek et al., 2012).

Explicit interventions are sparse that focusedmp@wering HIV infected people.
Therefore, we developed a social self-value packageempowering HIV infected
people based on different theories including sde@atning for behavioral change, social
action, pedagogy and empowerment (Bandura, 1968pdBa & McClelland, 1977;
Ewart, 1991; Fisher & Smith, 2009; Freire, 2000ti€@uez et al., 2000; Gutierrez, 1990;
Katz, 1984; Rappaport, 1987; Zimmerman, 1995; Zinmaa & Rappaport, 1988). The
empowerment intervention mainly focused on auton@mg community activism, self-
esteem/self-efficacy, self-care, optimism and andwver the future, family and social
relationships, power-powerlessness, managementredssand righteous anger, stigma
and discrimination issues, legal provisions, andn&ou and health rights. This study
aimed to develop and test the feasibility of thekage as an empowerment intervention
among HIV infected people using a randomized cdlettdrial.

Methods
Study design and setting

This study is a part of trial entitled “efficacy sbcial self-value package to

improve empowerment and quality of life among peofiving with HIV under

antiretroviral treatment in Nepal: a randomized todfed trial”. The study was
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conducted at an ART center at Sukraraj Tropical émféctious Disease Hospital,
Kathmandu, Nepal during December and November 2014.
Study samples

All HIV infected people aged above 18 years whasteged for and started ART
from six months to two years prior to the studyha$ center were included. Those who
could not communicate in Nepali language, were Ivag in any other education
programs within the last three months, had senoustdical or psychiatric problems
which could prejudice their participation in theidy or had not planned to stay at least
six months in the study were excluded. A total 88V infected people were randomly
selected for intervention.
Development of a social-self value package
Course and content

A group-based method with interactive participatt@ghniques was applied. Eight
to ten participants were included in a group tdofelthe schedules of each section. Each
session took one and a half hours and was conduatellly for six weeks. Participatory
rural appraisals, role play, lecture and audiotvideethods were used. The literature on
relevant interventions for improving quality ofdifstrengthening empowerment and social
support and reducing the stigma associated with idfgcted people were reviewed to
identify evidence-based intervention.
Expert and other consultation

First, the contents and course were shown to twmerex who worked in the
national HIV/AIDS program and three HIV infectedrgens for the informal acceptability
and feasibility of the package. Second, the madliientents and course were discussed
with two trained counselors who were public heatadgated national trainers for the
HIV/AIDS program and facilitated our course. Theckage was firstly developed in
English and translated into Nepali. The package dea®loped to accept local culture and
context which also respected local terms and dmlec
Testing the package
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Groups consisting of 10 HIV infected people recegvART who met the eligibility
criteria of the trial but were not included in ttil were invited for testing the package.
The final comprehensive overview of the contentthefpackage with each session’s goals
is shown in Table 1.

Data collection

The study was approved by the Ethics CommitteenefRaculty of Medicine,
Prince of Songkla University and ART center. Pgtats were provided travel
allowances and refreshment. A total of seven gsowpre formulated with 8 to 10
participants in each group.

Variables

Quantitative outcomes included improvement in @ttt and retention rate of
session attendance at the end of each sessiosatisfdction and acceptability at the end
of all sessions. Attitudes on the contents of esadsion (Table 1) was assessed using a 5-
point Likert scale ranging from 1 = “strongly disag’ to 5 = “strongly agree”. Each
session contained five items resulting in a totars ranging from 5 to 25 for each
session. High scores indicate highly positive wdis.

Satisfaction was measured using the client satisfaquestionnaire version 8
(CSQ-8) at the end of the sixth session (Larsetkigson, Hargreaves, & Nguyen, 1979).
The CSQ-8 contains eight items with four categdriesponses.

Acceptability was measured using the session etratutorm (SEF) at the end of
the sixth session (Harper, Contreras, Bangi, & &dr2003). The SEF contains ten 4-
point Likert scale items ranging from 1 = “strongligagree” to 4 = “strongly agree”. The
number of sessions attended by each participantdei@smined to measure the retention
rate.

One participant in each group who participatedvadyiin the group session and
the counselors were approached and invited to ggaate in an in-depth interview

leading to a total of seven representatives ofigpants and two counselors. In-depth
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interviews aimed to obtain their perceptions ondherall feasibility and acceptability of
the package.
Data analysis

Attitude scores of each session were compared defwl after the package using
Wilcoxon’s signed rank test. The percentages asfsation of each item for CSQ-8 were
calculated. Means and standard deviations of etmh of the SEF were presented.
Retention rate of session attendance was presdasediptively.

All interviews were tape-recorded and transcribedoatim. Thematic analysis
was performed by two independent researchers anad themes and subthemes were
developed.

Results
Quantitative findings

Among the 66 study participants, 47% were female hean (SD) age was 36.4
(6.8) years (Table 2). Cronbach’s alpha for thituake items in each session ranged from
0.85 to 0.93. Attitudes after the session were iagmtly higher compared to those
before (Table 3). Table 4 shows the participandiBstaction for various aspects of the
package. Almost all (>93%) participants wanteddio the program again, were willing
to come back again and would recommend the prodgecaothers. Table 5 shows the
acceptability of the package. All the items in fession evaluation form indicated a high
level of acceptability. Figure 1 depicts the fregewe of retention in the session. The
overall retention rate in the intervention was 96.6
Quialitative findings

Three main themes were identified: acceptability &easibility of the package,
usefulness of the package’s contents and weakniedeeopackage’s feasibility. A
summary of themes and subthemes are presentedia GaParticipants and counselors
agreed on the acceptability and feasibility of geckage, usefulness of the package’s
contents and provided suggestions for improvemetiiteopackage.

Discussion
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Both qualitative and quantitative findings suggddteat the intervention package
was feasible and acceptable for HIV infected Nepatients.

Significant improvement on the attitude of HIV iofed people regarding
HIV/AIDS related issues was also revealed simitafiidings of previous experimental
studies among general people and HIV infected meapth a comparison group (Elamin,
Ahmed, & Ali, 2015; Jemmott 3rd, Jemmott, & Fong92; Wiley, Edwards, &
Dilworth, 1991).

High satisfaction is linked with adherence and chamge of practice
(Machtinger & Bangsberg, 2005). In our study, ahhpgoportion of positive satisfaction
in all aspects of the package was found. A systiemaview suggested that there was a
variation among satisfaction measurement for Hiwises and no gold standard method
was found (L. Land, Nixon, & Ross, 2011). Our fimgls were similar with previous
studies that highlighted high satisfaction and ptaglity on comprehensive topics,
group sessions, activities and time settings (EBnatret al., 2014; Corneli et al., 2014;
Villegas et al., 2014).

Acceptability was found higher in our study whiletfinding was similar with
previous studies measured by SEF (Brothers e2@l4; S. G. Hosek, Lemos, Harper, &
Telander, 2011). Further recommendations for im@noent from participants were
recorded in our study which were similarly highligth in previous studies (Brothers et
al., 2014; Villegas et al., 2014).

In our study the overall retention of the sessia@s high which was a little
surprising because previous studies have noted ttiatpanic of disclosure and
stigmatization can influence the feasibility ofeantentions among HIV infected people
(Okoror, BeLue, Zungu, Adam, & Airhihenbuwa, 201%his might be due to the well-
planned group dynamics, respects their values witharising conflict, giving the
opportunities to express their activities and nattonal rapport building (Brothers et al.,
2014).
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The strengths of this study are pilot testing axpleet’s extensive review of the
package increased its content and structure rhfiab/A high retention rate was
maintained. Feasibility and acceptability was supggb by both quantitative and
gualitative findings. However, there were some tatons. First, the HIV infected
patients come from only one clinical site which miawit the study’s generalizability,
although the characteristics of our study subjesse similar to other settings. Second,
the sample size was considered for a randomizalj tot this feasibility study. Third,
this package was developed in English and trartsiate Nepali. However, the contents
of the package can be applied to other countryestsitwith modifications.

Conclusion

This study reveals that providing an inclusive Gelventervention package for
HIV infected Nepali people is feasible. Its effect empowerment intervention will be
measured by a randomized controlled trial.
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Table 1 Final comprehensive contents of a socialisgalue package

Session Goals

Session 1: * Identify comfortable and uncomfortable situations
Rapport » Discuss part events and pity for healing to paréints’ history
building, living  « Discuss feelings and experiences within group

with emotions,  « Pproduce knowledge and build up abilities in ematiand sentiments
mind, sentiments , |gentify all the tension and produce idea to cojié tension reveal
and its unnecessary thinking and circumstances and figttt mégative
management thoughts.

» Good thinking and things living with HIV, irritaties and its types, and

learn alternatives to irritations.

Session 2: » Discuss the meaning of self-respect/confidenceiseith
Meaning of HIV  « Perform the self-respect actions that discoveasigects of one’s
positive and personality.
disclosure « Strategies, barriers and facilitate to safe diso®s
» Develop knowledge in stigma, study the charactestigfna in one’s life

and discuss how to defeat with it.
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Session 3:
Healthy body
after being HIV

Produce knowledge in sexual, sentimental, emotiandlphysical areas
Explore what it mean to be HIV positive or negativdoe a men or

women

positive » Discuss about treatment, care after positive, diéywend barriers.

» Discuss transmission and prevention for being #lneaexual person
Session 4: * Produce knowledge and build up abilities in the
Relationship social/community/family areas.

Find out the distinction among harmful and healélgtionships.
Discuss the way to identify and cope with harmélationship.
Develop strategies to establish effective commuiuna with the
wishes, sentiments and desires.

Planning the social and family role maintain.

Session 5: Drug,
self care and

relationships

Produce knowledge and build up abilities in theuséxsocial areas
Perform excellent communication and listening &b#i

Aware of opportunistic infections, other diseased partners sexual
behaviors

Discuss the impacts of drug, alcohol, and smokingnie’s life.

Eating habits, diets, and exercise effects on dife’s

Session 6:
Relationship,
stress and stigma
management,
legal

empowerment

Discuss workplace difficulties, discrimination, &gprotection, health
and human right.

Formulate the objectives for the future

Discuss to join the social and community activitstsategies to raise
voice

Find out the situation that you got tension anafpca methods to
reduce stress and worries.

Conclude and sum up the intervention program
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Characteristic Participants = 66
n (%)

Age in years(Mean:36.35, SD:6.77)

24 to 35 33 (50.0)

36 to 56 33 (50.0)

Sex

Male 35 (53.0)

Female 31 (47.0)

Ethnicity

Non-indigenous 39 (59.1)

Indigenous 27 (40.9)

Education

Less than higher secondary 46 (69.7)

Higher secondary and above 20 (30.3)

Religion

Hindu 44 (66.7)

Other 22 (33.3)

Marital status

Married 49 (74.2)

Widowed 16 (24.2)

Divorced 1(1.5)

Duration of ART received

6 months to < 1 years 24 (36.36)

1to 2 years 42 (63.64)

Duration living with HIV

<1 years 34 (51.51)

> lyears 32 (48.49)
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Table 3 Comparison of attitude scores before and &#r each session

Participants =66 Before After b.valle
Session  Cronbach’s alpha median (IQR) median (IQR)
1 0.92 10 (8,12) 21 (20,22) <0.001
2 0.91 12 (11, 13) 19 (18, 20) <0.001
3 0.85 14 (13, 15) 20 (19, 21) <0.001
4 0.93 10 (8, 11.8) 21 (20, 22) <0.001
5 0.91 18 (15, 20) 23 (22, 24) <0.001
6 0.91 10 (10, 11) 21 (20, 22) <0.001
Table 4 Participants’ satisfaction on the package
ltem N (%)
Quality of program
Excellent 60 (90.9)
Good 6 (9.1)
Fair 0
Poor 0
Wanted for program
Yes, definitely 63 (95.5)
Yes, generally 3 (4.5)
No, not really 0
No, definitely 0
Program met need
Almost all of my needs have been met 59 (89.4)
Most of my needs have been met 7 (10.6)
Only a few of my needs have been met 0
None of my needs have been met 0
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Like to recommend the program to friends

Yes, definitely 62 (93.9)
Yes, | think so 4 (6.1)
No, | don't think so 0

No, definitely 0
Satisfaction with the amount of help

Very satisfied 61 (92.4)
Mostly satisfied 5 (7.6)
Mostly dissatisfied 0
Very dissatisfied 0
Program helped to deal with problems

Yes, they helped a great deal 60 (90.9)
Yes, they helped 6 (9.1)
No, they didn’t really help 0

No, they seemed to make things worse 0
Overall satisfaction with program

Very satisfied 60 (90.9)
Mostly satisfied 6 (9.1)
Mostly dissatisfied 0
Very dissatisfied 0

If you were to seek help again, would you come bad& our program

Yes, definitely 63 (95.5)
Yes, probably 3 (4.5)
No, probably not 0

No, definitely not 0
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Table 5 Acceptability of all sessions

ltems Participants = 66
Mean (SD)
Learned a lot of skills 3.76 (0.43)
Able to apply the knowledge 3.68 (0.47)
Given an opportunity to participate 3.74 (0.44)
Well organized program 3.80 (0.40)
Interesting sessions 3.82 (0.39)
Presenter stimulated my interest during the session 3.77 (0.42)
Relevant with the context 3.82 (0.39)
Enjoyable learning experience 3.77 (0.42)
Would recommend to others 3.73 (0.45)
Comfortable participation 3.71 (0.46)

Table 6 List of themes and subthemes

Themes

Subthemes

Acceptability and feasibility Comprehensive topics with details

of package

Group sessions and settings

Goal settings and grounded rules
Active participation and interactions
Personal feelings and link with care

Appropriate time for allocation of activities

Usefulness of the package’sHealthy and self-health care

contents

Positive relationship with society and family
Stigma and coping

Stress and anger management

Protective sexual behavior

HIV disclosure among family and others
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Laws and empowerment
Self-esteem and self-confidence

Sustainability of the program

Weaknesses of package’s

feasibility

Limited time for practice

Home assignments

Figure 1 Frequency of retention attendance by sessi and gender
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Abstract

Background: Prevention and antiretroviral therapy (ART) managetnfor human
immunodeficiency virus (HIV) infected people needhave long-term health care. An
empowerment focused intervention is a procedurevtiigh HIV infected people obtain
combined possession of programs to attain mairgy-effective HIV outcomes and deal
with social and structural difficulties related tteeir universal health access and human
rights. Empowerment is a key approach for addrgd€iV related issues that focuses on
addressing a broader context. However, the pract€empowerment based approaches
are sparse. We assessed the effect of an inteswetttiempower HIV infected people
receiving ART.

Methods: In this open-label randomized controlled trial, Hhfected people from Nepal

who were using ART from six to twenty four monthredavere aged 18 years and above
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were randomly assigned to receive either the ietgigen or routine care. The
intervention was led by two counselors for a petasting six weeks. Participants were
followed up at three and six months after the basellhe primary outcome was change
in empowerment scores, analyzed by using Differendgifference (DiD). This trial
was registered with the Thai Clinical Trials Regishumber TCTR20140814002.
Results: Between September and November 2014, 1447 HIV tedepeople were
screened, of whom 132 were randomly assigned tantieevention (n=66) or control
(n=66) group. All the participants completed the &id 6- months follow up. A
significant difference in mean empowerment scors foand between the groups at 3-
(46.77, p-value <0.001) and 6- (49.71,p-value <D)0@onths follow up. The average
treatment effect (after matching intervention amehtml individuals) showed that the
participants who received the intervention increatieeir mean empowerment scores
from baseline by 47.05 (p-value <0.001, at threatims) and 49.87 (p-value <0.001, at
six months) than those who did not receive thervetation. No adverse events were
reported.

Conclusion: Social self-value intervention provided to HIV infed people during ART
increased their empowerment. This interventionlmaexpanded to be utilized in routine
services.

Keywords: adherence; ART; disclosure; self-esteem; unproteséxual intercourse

Background

Morbidity and mortality due to human immunodefiagnvirus (HIV) infections
can be reduced by preventing new HIV infections3[1Globally, an estimated two
million people were newly HIV infected in 2014 [4}iral load status of HIV in HIV
positive people and risky sexual behavior with HiXinfected people is the first and
foremost way of transmission of HIV [5]. HIV transsion could be potentially reduced
through interventions given at every step of thé/Hlare continuum including an
efficient diagnosis system, adherence to mediced, cauppression of viral load, and
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quality of antiretroviral treatment [6, 7]. Contmws intervention of medical care,
treatment, counseling and screening might helpettuge HIV transmissions [8-10].
Persons who are HIV positive but ignorant of théiy status have more risk behaviors
of HIV transmission than those who were conscidubeir infection [11, 12]. Reduction

of HIV transmission is associated with antiretravireatment (ART) and maintaining a
high retention rate in medical treatment is esaértb gaining access to ART and
suppression of HIV viral load [13, 8, 9].

Universal access to treatment for those who need ARvery low [14, 4]. In
addition, antiretroviral drug toxicity, resistanaad non infectious developments are the
major challenges for maintaining a higher retentiate in regular medical care [15-17].
Furthermore, low negotiation skills of risky sextrhavior with sexual partners, social
problems, co-infections and re-infections make Hlifécted people more vulnerable [18,
19]. Existing studies of HIV interventions and nioterventions have focused on primary
and secondary prevention of subgroups and clinicgdlications for mortality and
morbidity rather than the possible outcome for HiMvention among all HIV infected
people [6, 7, 20-24]. Moreover, overambitious tésgelated to HIV including zero new
infections, discrimination and stigma have beeal#disthed by various agencies [25-27].
However, gold standard interventions have been lantb address those targets. An
empowerment approach would be an asset to achimxee &IV related inequalities and
targets [28-31]. While health outcomes and selfecdrehaviors are linked to
empowerment methods with a supportive social enwirent, it must be considered for
implementation in programs and policies to increag@demiological profits on
investment [32, 33].

An empowerment approach has not yet been develapddested for all HIV
infected people. Empowerment is a cost-effectiveragch to reduce HIV transmission,
improve treatment retention, and reduce socialsiglay and psychological problems [34,
35]. This social self-value intervention packageswdeveloped on the basis of the

diffusion model of innovations study [36]. The cept of social action and
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empowerment theories were used to enhance satkeffj self-care, family and social

relationships, stigma and discrimination issues-43F which are the major obstacles
among HIV populations. As a result, self-esteemtormamy, social adaptation or

relationship and behavior change for structuralv@ndon as an empowerment

framework could be strengthened [42, 43, 20-R4¢ aimed to assess the effect of this
intervention on empowerment of HIV infected pea@eeiving ART.

Methods

Study design, settings and participants

This open label, parallel, randomized controlledaltrwas conducted in
Kathmandu, Nepal. HIV infected participants reaegviantiretroviral treatment (ART)
from ART centers of Kathmandu district of Nepal werecruited. The study was
conducted from September 2014 to June 2015. Thiy site was Sukraraj Tropical and
Infectious Disease Hospital (STIDH), Teku, Kathmamdn by the government of Nepal
and was a part of the National Center for AIDS &TdD Control (NCASC) [44]. This
site is the largest ART center catering to botfalrand urban people living in Nepal. It
has provided multidisciplinary clinical and labarat services and treatment for HIV
infected people since 2004 [45]. Figure 1 showsaitietof the study design and
participant enroliment.

Eligible participants included HIV infected peoplged 18 years or above, willing
to participate in either intervention or controimarand had been receiving ART between
six to 24 months prior to the study according ® &RT criteria as per the guidelines of
NCASC [46]. We excluded participants who were ewgbgto similar educational
programs or any other intervention, expressed limalbo attend all the study follow up
periods, suffering from health problems (psychotisorders, visual and hearing
problems), and unwilling to disclose their HIV ststamong other participants.

A total sample size of 132 participants (66 in ttentrol arm and 66 in the
intervention arm) would achieve 80% power to detedtignificant mean difference of
empowerment scores at a level of 0.05. Since, auviqusly published study was found
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for the mean change of interventian €u.), a 20% mean difference was applied which
was equal to 0.52 standard deviatio). (The formula for testing the difference between

two means (two-sample t-test) was used to arritkeasample size.

Randomization and masking

Participants were randomly allocated to eitheritibervention or control arm with
a ratio of 1:1. Randomization was performed by adoan number generator with
permuted blocks of six. Allocation concealment w@sne by using sequentially
numbered opaque sealed envelopes. The independeéat ndanager generated the
randomly sequence numbers. The sequence numbeesmasked from other research
staff and participants. None of the research teambers and participants was involved
in the randomization process and subsequent tconaizdtion none of the participants
were able to modify their assignment. Enumeratal analysis assessor were masked
from baseline to follow-up data by using a unigodec The unique code was developed
for all the participants by the team leader to rreamthe anonymity of the participants.
Intervention procedures

Many theories were followed to develop the inteti@n package. The
intervention contents were developed based on Isdéesning, social action, and
pedagogy theory and empowerment principles for pit®vention and treatment [20-24,
37-43].

All the participants completed a baseline survefptgethe intervention began.
Once participants were recruited and assigned tikication baseline characteristics
were collected.

All participants who met the selection criteria wanformed about the study
process, design and goals. All subjects in thevetgion group attended six intervention
sessions of one and half hours duration at the &Bfter. Intervention sessions were
conducted once per week and per session eighhtpaicipants were included. All the

sessions were led by two national level trainershwpublic health degrees. The
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intervention sessions were as follows: first sesstovered rapport building, sharing
uncomfortable situations and management of neg@tigecond session started with
barriers and strategies of HIV disclosure and defath stigma and self-esteem; third
session covered healthy body and healthy mindttheakexual relations, means to be
HIV infected or non-infected to be a man or womsexuality, adherence of ART and
other treatment and prevention strategies afteectidn; fourth session started with
strategies to plan for healthy relations with fanmiembers, the community and society,
effective communication, and responsibilities ire thociety; fifth session discussed
negative effects of illicit drugs, alcohol, and damy, skills for co-infection, re-infection
and partner's sexual behavior, diet and exerciseh session educated about legal
empowerment, human rights, legal protection, disicration, stress, rising voice together
against discrimination and rights and future goals.

Acceptability, applicability and relevancy of thaetervention contents were
discussed with two experts, three HIV infected peoand two counselors. After
necessary amendment, the contents for all six@essvere pre-tested among ten HIV
infected people. Participatory learning activitibazz sessions, brain storming, lecturers,
and discussion techniques were used in the intBorersessions. Participants were
instructed to discuss the issues within their grampd other participants. Participants
were encouraged to communicate with their familynbers, peer groups, friends related
to HIV control, prevention, treatment and discl@suParticipants were assigned home
assignments at the end of each session for préisenta the next session. All the
participants in the intervention group were compées for each of their six sessions
with an amount equivalent to US $ 20 in the loaarency. The control group did not
receive any compensation.

Fidelity of the intervention was maintained withntauous monitoring of the
allocated time for topics, methods and contentthefsessions by health officers and the
research team leader. In addition, anonymity wasitaiaed with a code and participants

were assured quality during the discussion sessiangaintain compliance, at the end of
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the each session the counselors motivated partisiga participate in the next session,
encouraged voluntary independent participation pmided gift vouchers. The overall
participant retention rate was 96.6% in the intetiom session.

Standard care

All participants received routine standard car@easthe NCASC guidelines [46].
This included pre ART counseling, routine medicatl daboratory tests and monthly
follow up for ART. Standard care in Nepal is praaddby government organizations and
ART is dispensed free of cost.

Study procedures

Participants were asked to provide information emdgraphics, empowerment
and behaviors at baseline and follow up (firstdallup: 3 months after the baseline and
second follow up: 3 months after the first follow)r'o minimize the errors and enhance
quality control, double data entry was employed amtensively supervised by the
research team leader. Anonymity and confidentialtgre maintained with assigned
unique codes. Intervention contents and tools wezeested before baseline and follow
up data collection.

Measures

Demographic characteristics included age, sex,icn religion, occupation,
education, marital status, children and per cdpitaly income.

The primary outcome was measured by using an empusve scale developed
by Rogers et al. [47], containing a total of 28t each measured on a four-point
agreement scale ranging from strongly disagredrtmgly agree. Total empowerment
scores ranged from 28 to 112 consisting of fivessates, namely self-efficacy/self-
esteem (9-36 score), power—powerlessness (7-28)scoommunity activism and
autonomy (5-20 score), optimism and control over fiiture (4-16 score) and righteous
anger (3-12 score). First, the contents of the tipresire were discussed with two
experts who amended the language for suitabilith wilV patients. Further contents

were revised to be applicable to the Nepalese reulind contexts. The content was then
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discussed with three HIV infected people for clarénd acceptance, and amended
accordingly. After development of the revised w@mrswith experts and HIV infected
people, the final version was pretested among HPeédted people. During the pre-test,
no negative comments or difficulties were encowdeby participants. Internal
consistency, as measured by Cronbach’s alpha ®&s 0.

Secondary outcome measures were related to behmvibincluded unprotected
sexual intercourse with any partner (coded as ye®m)y adherence to ART (coded as yes
or no) and disclosure of HIV status (coded as yesam if response was yes then the
number of persons disclosed was recorded and dictimed as<3 persons or >3 persons ).
These secondary outcomes were measured to assestett of empowerment to patient’s
behaviors which were important to their health oates.

Statistical analyses

Demographic characteristics were compared betweemtervention and control
group at baseline. Baseline differences betweetwbeyroups were tested using Fisher’s
exact or Chi-squared test for categorical varialsled unpaired t-tests or Wilcoxon’s
signed rank test for continuous variables as ap@tEp

Analysis of the primary outcome emphasized theediffices of empowerment
scores among HIV infected people comparing betwisen intervention and control
groups at baseline (baseline difference or preedifice) and at 3- (post-difference at 3
months) and 6- month post-intervention (post-ddfere at 6 months). The impact of the
intervention on empowerment was analyzed by compaBifference-in-Differences
(DID) scores. The impact of the intervention wasaswed between baseline difference
and post difference at 3 months (Rid and between baseline difference and post
difference at 6 months (DHa.). The secondary outcomes were analyzed at bas8line
and 6- months follow up using univariate analys#gnificant differences among
intervention and control were measure using Fishexact test.

Differencein Differences (DiD)
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DiD methods can be used to estimate causal retdtips [48]. DiD compare the
differences in outcomes among the intervention groupre- and post-intervention and
involves indentifying similar differences among thentrol group. We used DiD to
compare outcomes between control and interventionps at baseline, 3- and 6- months
follow up [49]. Ordinary Least Square (OLS) withpeated data for control and
intervention group for baseline, 3- and 6- monthof® up periods produced standard
errors and DID estimates. The equation considesddl@ws:

Yist=Ast Bt CXistt+ Blsitest

where empowerment is the outcome of interest, @eha¥is; for the individual of
HIV infectedi in randomized group (control or intervention) by time(the baseline and
3- or 6- months follow up) andk: is an indicator variable representing whether the
intervention has affected the grogpat timet. As and B; are fixed effects for the
randomized group and time (baseline and follow ggpectively,Xi; are applicable
individual controls and;gis the error term. The impact of the interventiees estimated
by OLS with B estimation. Means and standard errors were estimbie linear
regression. Following linear regression for thavidhal i:

Outcome= Byt B1 X periog+ o x treategtfs X periodx treategh g

where, "Bs: is the DiD or impact.

The analyses were done with R and Stdifi ¢ommand) was used for estimating
the DiD [50]. All tests were two sided and a p-valaf <0.05 indicated statistical
significance.

Ethical considerations

Comprehensive privacy was maintained during thdysperiod. Strict anonymity
and confidentiality was maintained throughout tleeruitment, intervention and data
collection process by using unique codes. A stahgantocol was followed to maintain
data safety and confidentiality of the study da®d][ In agreement with national
guidelines and the principles of the declaratiohs#delsinki, written informed consent
was obtained from all participants prior to enrahmh The right to withdraw at any time
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and skip any question was offered to all participaWe provided travel costs and
reimbursement during the intervention and followpgriods. Researchers had no direct
or financial benefits and declared no conflictrderest.

This project was approved by the Research Ethicenfitee, Faculty of
Medicine, Prince of Songkla University, Thailandf@rence no. 57-0146-18-5) and
approved by Institutional Ethical Review Committd#eSukraraj Tropical and Infectious
Disease Hospital (STIDH), Nepal (063/071/72) ptiorstudy initiation. The trial was
registered through trial registration number TCTRAIB14002
(www.clinicaltrials.in.th).

Results

A detall of the trial profile is shown in Figure 132 participants were randomly
assigned to receive the intervention (n=66) ormervention (n=66) between September
and November 2014. 1447 individuals were screenédofthese, 1125 were ineligible,
180 declined to participate and 10 were excludesltdbeing transferred out or because
they did not come to the center during the recreittrperiod. All participants in both
groups were retained in the study at three andrsinths follow-up (100% retention
rate).

No significant differences at baseline were obsgrvim demographic
characteristics of the participants between therugntion and control groups. The mean
ages of participants in the intervention and cdngoups were 36.3 and 35.8 years,
respectively. The majority had a low family incomes married and had children (Table
1).

The correlations among empowerment domains antléotpowerment score are
presented in Figure 2. Total scores of empowermené positively correlated with the
other five domains at baseline, 3- and 6- montlievioup. In the intervention group at
the 6 months follow up, power-powerlessness, comiyugactivism and autonomy,
optimism and control over the future were negayiwarrelated with righteous anger, and

were lowly correlated with self-efficacy/self-este@nd righteous anger.
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The impact of the intervention on empowerment igspnted in Table 2. The
baseline difference (pre-difference) of empowernseotes between the intervention and
control groups were not significantly different.fiérence-in-Difference at 3- (46.77, p
<0.001) and 6- months (49.71, p <0.001) were dcantly higher for the intervention
group in all domains of empowerment.

After standardization of scores for each domaia,ithpact of the intervention on
each domain of empowerment remained equal. Patitspvho received the intervention
increased their empowerment scores by an averagé.0% points (p-value<0.001, DiD
at three months and baseline) and 49.87 pointalfpew0.001, DiD at six months and
baseline) more than those who did not receive titbeniention, after propensity score
matching of intervention and control individuals{@a not shown).

Figure 3 depicts the trend of average empowernwes among the two groups
at baseline, 3- and 6- months follow up. The meast-ptervention score of
empowerment markedly increased among the intervergroup at 3 months but only
slightly increased at 6 months, while the mean esdor the control group remained
constant.

Table 3 shows pre- and post-intervention differenoe behavioral and clinical
characteristics. From baseline to six months, uegted sexual intercourse with any
partner decreased in the intervention group ande&sed in the control group. The
proportion of those who ever forgot to take ART dat change in the intervention group
but the proportion rose from baseline to six monéimsong the control group. No
participant forgot to take ART in the past weekhg intervention group. The proportion
of participants who disclosed their HIV status rdsem baseline to six months in the
intervention group. Focusing on change from baselio six months, statistically
significant differences between the control andemvgntion groups were found for
unprotected sexual intercourse (p-value <0.00Igefibing to ever take ART (p-value
0.007), forgetting to take ART in the past weekvghde <0.001), and disclosure of HIV
status (p-value <0.001).
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Discussion

A social self-value intervention package was shawrempower HIV infected
people receiving ART and improved their behavio@ur study highlighted a
significantly greater increase in empowerment fd¥ Hnfected people at 3- and 6-
months from the baseline. Similar findings werehhighted by a quasi-experimental
study from Canada that anticipated empowering Hit¥éated people [52]. However,
there are sparse existing studies available relamtesmpowerment of all HIV infected
people [52, 53].

Baseline characteristics of the participants weot statistically significant
different among the intervention and control groupsrther we collected background
characteristics (age, sex, ethnicity, marital statlate ART started) for all the screened
participants. There was no difference in these @raxknd characteristics between those
who agreed to participate in the study and those refused thus minimizing biological,
environmental and socioeconomic bias. The givesas for refusal to participate were
lack of interest, time and perceived need for thtervention. The strong recruitment
process enhanced a higher retention rate in thevemtion group and lower loss to
follow up at 3- and 6- months. The interventionss&ss took place in the same center
where the controls received ART. This could hawedased the chance of contamination
among the control group. To reduce this risk, wedtted the intervention after services
had finished for the day in each center and paditis were counseled not to disclose
any activities during the study period. The faetttthe findings did not show any changes
among the control group after the intervention pes evidence of no or minimal
contamination.

The total empowerment score was highly correlatil i different domains but
different domains were loaded with various coriela from high (self-efficacy) to low
(righteous anger). Self-efficacy/self-esteem domauealed a significant enhancement at
six months which was similar to findings from pmews studies using different

interventions for HIV infected populations [54, B5]. It was confirmed in a systematic
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review on community-based interventions that empoveat intervention had positive
effects on self-esteem [56]. Self-esteem is necgseaenhance the management of the
negative social, physical and emotional impactsibf infection, thus our intervention
was useful to support these issues.

Righteous anger domain was negatively correlated thie other domains. This
might be the effect of the intervention that opesatio reduce feelings of revenge over
perceived mistreatment among HIV infected peopte.atdition, greatly increased
righteous anger (reactive feeling of fury over a)uscores had a positive influence on
social and community adaption and adjustment of Hiécted people. Our trial showed
a significantly greater increase in community dstiv and autonomy, power-
powerlessness (helpless and totally incompetend) @stimism and control over the
future (hope and assurance about the future oresafid result of something). This may
have affected the capacity to rebalance and rgdocate their lives [57]. HIV infection
might guide the person to the destruction of thiég goals, as well as absence of
autonomy and self-control. Powerlessness and lac&rdrol over the future appears as a
diverse risk factor of disease. The impact of thiervention was further validated by
using an average treatment effect model with prsipgiscore matching. This was done
to reduce the bias, although the participants wanelomly assigned and no significant
changes were reported after the modeling. Findiegsaled significant improvements in
empowerment score from baseline to three monthwolup, but only minimal
improvements at six months. The improvements aethmonths might be due to the
immediate effect of the intervention while lack fafther improvements at 6 months is
probably due to a ceiling effect — the optimum emponent score may have already
been achieved. However, this needs long-term follpwo illicit the possible effects and
reasons.

Our intervention improved not only empowerment &iso the behavior of HIV
infected people most likely because behavior rdlatentents were included in the

intervention package. A systematic review of inéeions showed both significant and
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non-significant positive effects of interventiorts reduce risk behaviors [58]. Our study
found that the practice of unprotected sexual aogrse among HIV infected people with
any partner was significantly reduced after theervgntion. A systematic review on
community empowerment interventions for HIV prewentshowed a reduction in risky
sexual behaviors and increase in condom use ammngverkers [59]. Another study
related to empowerment of young HIV infected peomkowed a significant
improvement in protected sexual intercourse [55kTtrial revealed a significant
improvement in adherence to ART among the intefgargroup and a decrease among
the control group. Previous interventions highleghtthat the empowerment of HIV
infected people showed an improvement in adhereaacART [52, 60]. Our study
highlighted a significant increase in HIV statusdliosure rate. Disclosure is important to
prevent the spread of HIV, increase the wisdometffesteem, emotional and practical
support from social networks [61]. An empowermemnélivention was envisioned with a
multi-level construct that entails an understandihgocial adaptation or relationship, self-
esteem, autonomy, and behavior change for strlctor@vention throughout the
contribution of developed skills, strengths and cadey to behavioral, social
interdependence and cognitive changes. This outcuigbt be the path of effect that is
associated with empowerment theory.

Studies related to empowerment to all the HIV itddgpeople were not available
in this region. Although applicable to local cutuand context intervention package, a
highly experienced interventionist and extensivaligy control measure might be the
reason for improvement of empowerment scores amaviaral outcomes among the
intervention group. Although subgroup analysis @sd significant in small sample
size and we suggested evaluating in future multezeand large sample size based
intervention and long term effects. An empowernrartisurement tool would yield two
dimensions of self and community directions to emgmmnent. Community orientation to

empowerment believed that HIV infected people haweer inside the society and desire
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to encourage community action in an unfriendly wo8elf orientations to empowerment
believe themselves to be self-esteem, self-effeag;iand optimistic to the future.
Strengths and limitations

This trial was based on randomly assigned partitg§a blinded analysis process
and use of rigorous outcome analysis guaranteeiigh Internal validity. The
intervention package and measurement tools werg¢epted in different stages which
increased its reliability. The intervention packaggs found acceptable and feasible after
measurement by both qualitative and quantitatiyg@rhes. A high retention rate in the
intervention group as well as during follow up wasintained. The intervention was
conducted in the regular health care service geftiovided by the Nepalese government
which pretend the real world setting and addedhi® éxternal validity. Our study
population characteristics including socio-demofgrapand clinical features were
consistent with other HIV infected populations irepél. Therefore, the results can be
generalizable to other HIV infected people. We fidli participants ART adherence with
their records in the ART center to reduce the pakdesirability of reporting and recall
biases. However, we did not execute the pill coneasure.

There were some limitations in this study. Firgrtigipants were not blinded to
the intervention. However, a rigorous coding systmsuring the anonymity was used
with enumerator for data collection, entry and gsial Second, reduced risky sexual
behavior, high adherence and disclosure rate foonithis study could be due to the
Hawthorne effect (benefit of trial participation the intervention group), which can
eliminate the power to detect a factual differefficen a trial [62]. Drug toxicity,
accessibility and attitude might be potential camiders for adherence to ART. Further,
these changes might have happened due to sociablubty bias. However, a good
rapport building during the intervention and datdlection, familiar enumerator and
study settings to participants all helped to reddiecis bias. Third, a randomized
controlled trial is a dynamic design that can redb@s due to confounding. However,
there are inbuilt biases that might be mostly perit in behavioral intervention trials.
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Factors such as process of informed consent, shehgurement tools that are used many
times and reimbursement for participation in thal ttould add to changes in behaviors
among both control and intervention groups. Fouttls empowerment intervention did
not cover economic aspects. Finally, factor analysas not used due to sampling
inadequacy. However, after face validity and few difications to language, the
reliability was tested and showed good internalscsiancy. In other settings when
empowerment measurement tool will be applied, thidiy and reliability should be
evaluated before use in different local cultured eontexts.
Conclusion

The efficacy on empowerment of HIV infected peopkng ART was shown
after receiving the intervention. Their risky sekbehaviors were reduced and their
adherence to ART and disclosure of HIV were incedad he intervention contents can
be utilized in regular services and its effectien@eeds to be evaluated after routine
implementation. Further, the empowerment intengentiramework and method of
measurement can be used in different settings edletating its cultural and contextual
acceptability and applicability.
Competing interests
We declare that we have no competing interests.
Authors’ contributions
DNB designed the intervention package and conceptghthe study, designed the
protocol, coordinated and managed all the aspdcssudy procedures, reviewed study
data, analyzed and interpreted the data, and dréfie= manuscript. TL participated in
designing the protocol, advised on design and strelyewed study data, and reviewed
and edited the final manuscript.
Acknowledgments
This study was a part of the thesis of the firghaufor fulfilling the requirements of a
PhD degree in Epidemiology at Prince of Songklaversity, Thailand which is partially
supported by the “Discipline of Excellencein Epidelogy (phase 2): Asia Mentoring



177

Institute in Research”. We would like to thank tBeaduate School, Prince of Songkla
University, Thailand for providing research fundgant number 950/1538). We thank
the participants who volunteered to participatehis study. We also thank staff of the
ART center for their help, regular support and dowation. We also thank E. Sally
Rogers, ScD, Director of Research and Research chseo Professor, Center for
Psychiatric Rehabilitation, Boston University forerh support to provide the
empowerment measurement tools. The final manusevgg edited by Mr. Edward
McNeil.

References

1. Naghavi M, Wang H, Lozano R, Davis A, Liang Xyall M et al. Global, regional,
and national age-sex specific all-cause and causefic mortality for 240 causes of
death, 1990-2013: a systematic analysis for théo&l8urden of Disease Study 2013.
Lancet. 2015;385(9963):117-71.

2. Vos T, Barber RM, Bell B, Bertozzi-Villa A, Binkov S, Bolliger | et al. Global,
regional, and national incidence, prevalence, arats/lived with disability for 301 acute
and chronic diseases and injuries in 188 countti®80—-2013: a systematic analysis for
the Global Burden of Disease Study 2013. The Lar2t5;386(9995):743-800.

3. Skarbinski J, Rosenberg E, Paz-Bailey G, HaJlRtise CE, Viall AH et al. Human
immunodeficiency virus transmission at each stephefcare continuum in the United
States. JAMA Internal Medicine. 2015;175(4):588-96.

4. WHO. Global summary of the HIV/AIDS epidemic, d@mber 2014. World Health
Organization, HIV/AIDS department, Geneva, Switaed. 2015.

5. Wilson DP, Law MG, Grulich AE, Cooper DA, KalddM. Relation between HIV
viral load and infectiousness: a model-based aisalybe Lancet.372(9635):314-20.

6. Gardner EM, McLees MP, Steiner JF, del Rio CynBan WJ. The spectrum of
engagement in HIV care and its relevance to tedttagat strategies for prevention of
HIV infection. Clinical Infectious Diseases. 2012(6):793-800.



178

7. Hall HI, Frazier EL, Rhodes P, Holtgrave DR, IBw-Parmley C, Tang T et al.
Differences in human immunodeficiency virus card &eatment among subpopulations
in the United States. JAMA Internal Medicine. 2Q73(14):1337-44.

8. Hughes JP, Baeten JM, Lingappa JR, Magaret ASIdVA, de Bruyn G et al.
Determinants of per-coital-act HIV-1 infectivity amg African HIV-1-serodiscordant
couples. Journal of Infectious Diseases. 2012;20548-65.

9. Quinn T, Wawer M, Sewankambo N, Serwadda D, | M@&bwire-Mangen F et al.
Rakai Project Study Group Viral load and heteroséxtransmission of human
immunodeficiency virus type 1. New England Jouwfdledicine. 2000;342(13):921-9.
10. Mizuno Y, Zhu J, Crepaz N, Beer L, Purcell DY¥%hnson CH et al. Receipt of
HIV/STD prevention counseling by HIV-infected adulteceiving medical care in the
United States. AIDS. 2014;28(3):407-15.

11. Hall HI, Holtgrave DR, Maulsby C. HIV transmiss rates from persons living with
HIV who are aware and unaware of their infectiotD8. 2012;26(7):893-6.

12. Marks G, Crepaz N, Janssen RS. Estimating s&camsmission of HIV from persons
aware and unaware that they are infected with tivesvin the USA. AIDS.
2006;20(10):1447-50.

13. Cohen MS, Chen YQ, McCauley M, Gamble T, Hospeur MC, Kumarasamy N et
al. Prevention of HIV-1 infection with early antireviral therapy. New England Journal
of Medicine. 2011;365(6):493-505.

14. UNAIDS. Treatment 2015. Joint United Nationsod?amme on HIV/AIDS
(UNAIDS), Geneva, Switzerland. 2015. Accessed 14 neJu 2015.
http://wwwunaidsorg/sites/default/files/media_akBeP484 treatment-2015 en_1pdf
15. Laurent C, Gueye NFN, Ndour CT, Gueye PM, DibyfDiakhaté N et al. Long-
term benefits of highly active antiretroviral thpyain Senegalese HIV-1-infected adults.
Journal of Acquired Immune Deficiency Syndrome€$%68(1):14-7.



179

16. Lohse N, Hansen A-BE, Pedersen G, Kronborg &si@ft J, Sgrensen HT et al.
Survival of persons with and without HIV infectiom Denmark, 1995-2005. Annals of
Internal Medicine. 2007;146(2):87-95.

17. Stringer JS, Zulu |, Levy J, Stringer EM, Mwany, Chi BH et al. Rapid scale-up of
antiretroviral therapy at primary care sites in bamn feasibility and early outcomes.
JAMA. 2006;296(7):782-93.

18. Quinlivan EB, Messer LC, Adimora AA, Roytburd Bowditch N, Parnell H et al.
Experiences with HIV testing, entry, and engagenreiwcare by HIV-infected women of
color, and the need for autonomy, competency, ahatedness. AIDS Patient Care
STDS. 2013;27(7):408-15.

19. Van Devanter N, Duncan A, Birnbaum J, Burrefeg@tt T, Siegel K. Gender power
inequality and continued sexual risk behavior amaagjal/ethnic minority adolescent
and young adult women Living with HIV. Journal ofID$ & Clinical Research.
2011;(0):003.

20. Brothers J, Harper GW, Fernandez MI, Hosek B& Adolescent Trials Network
for HIV/IAIDS Interventions. EVOLUTION—Taking Chargand Growing Stronger: The
Design, Acceptability, and Feasibility of a Secanydérevention Empowerment
Intervention for Young Women Living with HIV. AIDSPatient Care STDS.
2014;28(1):33-42.

21. Fisher JD, Smith L. Secondary prevention of HiWection: the current state of
prevention for positives. Current Opinion in HIVABAIDS. 2009;4(4):279.

22. Gutiérrez L, Oh HJ, Gillmore MR. Toward an urgiending of (em) power (ment)
for HIV/AIDS prevention with adolescent women. Jeales. 2000;42(7-8):581-611.

23. Hosek S, Brothers J, Lemos D, The Adolescentitfiee Trials Network for
HIV/AIDS Interventions. What HIV-positive young wan want from behavioral
interventions: A qualitative approach. AIDS Pati@atre STDS. 2012;26(5):291-7.



180

24. Rotheram-Borus MJ, Swendeman D, Lee S-J, LiAmani B, Nartey M.
Interventions for families affected by HIV. Transtmal behavioral medicine.
2011;1(2):313-26.

25. UKAID. Towards zero infections: the UK’s positi paper on HIV in the developing
world. Department for International Developmentl20

26. UNAIDS. Getting to zero: 2011-2015 strategyintnited Nations Programme on
HIV/AIDS. UNAIDS. 2010.

27. USAID. Global Health Programs: Progress Repirt Congress FY 2012.
Washington, DC: USAID. 2013.

28. Hermann K, Van Damme W, Pariyo GW, SchouterA&sefa Y, Cirera A et al.
Community health workers for ART in sub-Saharanidsr learning from experience—
capitalizing on new opportunities. Hum Resour Hed&009;7:31.

29. Kerrigan DL, Fonner VA, Stromdahl S, Kennedy. @E®mmunity empowerment
among female sex workers is an effective HIV préeenintervention: a systematic
review of the peer-reviewed evidence from low-aniidie-income countries. AIDS
Behav. 2013;17(6):1926-40.

30. Kober K, Van Damme W. Scaling up access toenbviral treatment in southern
Africa: who will do the job? The Lancet. 2004;36428):103-7.

31. Stein J, Lewin S, Fairall L, Mayers P, EnglRhBheekie A et al. Building capacity
for antiretroviral delivery in South Africa: a qutakive evaluation of the PALSA PLUS
nurse training programme. BMC Health Services Rebe2008;8(1):240.

32. Pan SC, Tien KL, Hung IC, Lin YJ, Yang YL, YaMf et al. Patient empowerment
in a hand hygiene program: Differing points of viéetween patients/family members
and health care workers in Asian culture. Americlurnal of Infection Control.
2013;41(11):979-83.

33. Leerlooijer JN, Bos AE, Ruiter RA, van ReeuwMld, Rijsdijk LE, Nshakira N et al.

Qualitative evaluation of the Teenage Mothers Rtoje Uganda: a community-based



181

empowerment intervention for unmarried teenage ersth BMC Public Health.
2013;13(1):816.

34. Kerrigan D, Wirtz A, Baral S, Stanciole A, Bartl], Oelrichs R et al. The global HIV
epidemics among sex workers. World Bank Publicati@d12.

35. Vassall A, Chandrashekar S, Pickles M, Bedt8e Shetty G, Bhattacharjee P et al.
Community Mobilisation and Empowerment Interventi@s Part of HIV Prevention for
Female Sex Workers in Southern India: A Cost-Effectess Analysis. 2014.

36. Rogers EM. A prospective and retrospective labkhe diffusion model. Journal of
Health Communication. 2004;9(S1):13-9.

37. Bandura A. Social-learning theory of identifmy processes. Handbook of
socialization theory and research. 1969;213:262.

38. Bandura A, McClelland DC. Social learning thed?rentice-Hall, Englewood Cliffs,
NJ. 1977.

39. Ewart CK. Social action theory for a public lieapsychology. American
Psychologist. 1991;46(9):931.

40. Zimmerman MA. Psychological empowerment: Issaed illustrations. American
Journal of Community Psychology. 1995;23(5):581-99.

41. Zimmerman MA, Rappaport J. Citizen participatioperceived control, and
psychological empowerment. American Journal of Caomity Psychology.
1988;16(5):725-50.

42. Freire P. Pedagogy of the oppressed. Continbnternational Publishing Group;
2000.

43. Gutierrez LM. Working with women of color: Am@owerment perspective. Social
Work. 1990;35(2):149-53.

44. NCASC. Factsheet N4: Antiretroviral Therapy (BRservices in Nepal. Ministry of
Health, Government of Nepal, Kathmandu. Nationatt@efor AIDS and STD Control.
2011.



182

45. NCASC. Fact sheets on HIV and AIDS. MisintryHéalth, Government of Nepal,
Kathmandu. National Center for AIDS and STD Cont2014.

46. NCASC. National Guidelines for Antiretroviralh@rapy. Misnitry of Health,
Government of Nepal, Kathmandu. National CentreMi@S and STD Control. 2012.

47. Rogers ES, Chamberlin J, Ellison ML, Crean Tcahsumer-constructed scale to
measure empowerment among users of mental heaticese Psychiatric Services.
1997;48(8):1042-7.

48. Ashenfelter O, Card D. Using the longitudinausture of earnings to estimate the
effect of training programs: National Bureau of Bomic Research. 1984.

49. Khandker SR, Koolwal GB, Samad HA. Handbooknopact evaluation: quantitative
methods and practices. World Bank Publications0201

50. Villa JM. DIFF: Stata module to perform Diffeees in Differences estimation.
Statistical Software Components. 2014.

51. NHS. Code of  Confidentiality. Accessed 13 June014.
http://webarchive.nationalarchives.gov.uk/2013015bRb4/http://www.dh.gov.uk/prod_
consum_dh/groups/dh_digitalassets/@dh/@en/docurfdagitalasset/dh_4069254.pdf.
52. Coté J, Godin G, Ramirez-Garcia P, Rouleau @ytnnais A, Guéhéneuc Y-G et
al. Virtual Intervention to Support Self-ManagemenitAntiretroviral Therapy Among
People Living With HIV. Journal of Medical Interneesearch. 2015;17(1).

53. Li L, Ji G, Liang LJ, Ding Y, Tian J, Xiao Y. Aultilevel intervention for HIV-
affected families in China: Together for Empowerm&dativities (TEA). Soc. Sci. Med..
2011;73(8):1214-21.

54. Nakimuli-Mpungu E, Wamala K, Okello J, Alderm&nOdokonyero R, Mojtabai R
et al. Group support psychotherapy for depresseatrnent in people with HIV/AIDS in
northern Uganda: a single-centre randomised cdetiokrial. The Lancet HIV.
2015;2(5):e190-e9.

55. Rotheram-Borus MJ, Swendeman D, Comulada W3s3NRE, Lee M, Lightfoot M.
Prevention for substance-using HIV-positive yourgpgle: telephone and in-person



183

delivery. Journal of acquired immune deficiency drigmes (1999). 2004;37(Suppl
2):S68.

56. Wu L, Li X. Community-based HIV/AIDS interveantis to promote psychosocial
well-being among people living with HIV/AIDS: a ditature review. Health Psychology
and Behavioral Medicine: An Open Access Journdl.3200(1):31-46.

57. Ironson GH, Hayward Hs. Do positive psychododactors predict disease
progression in HIV-1? A review of the evidence. émysomatic Medicine.
2008;70(5):546.

58. Crepaz N, Tungol-Ashmon MV, Higa DH, Vosburgh Mullins MM, Barham T et
al. A systematic review of interventions for rechiHIV risk behaviors among people
living with HIV in the United States, 1988-2012.09. 2014,;28(5):633-56.

59. Kerrigan D, Kennedy CE, Morgan-Thomas R, Reaal8, Mwangi P, Win KT et al.
A community empowerment approach to the HIV respomsnong sex workers:
effectiveness, challenges, and considerations fgsleémentation and scale-up. The
Lancet. 2015;385(9963):172-85.

60. Kaihin R, Kasatpibal N, Chitreechuer J, Grinkd. Effect of an empowerment
intervention on antiretroviral drug adherence inaiTfYyouth. Behavioral Medicine.
2014(ahead-of-print):1-9.

61. Mayfield Arnold E, Rice E, Flannery D, Rother®arus MJ. HIV disclosure among
adults living with HIV. AIDS Care. 2008;20(1):80-92

62. McCambridge J, Witton J, Elbourne DR. Systemaview of the Hawthorne effect:
new concepts are needed to study research patiicipaffects. Journal of Clinical
Epidemiology. 2014;67(3):267-77.



Table 1Baseline demographic characteristics

184

Control group  Intervention group p-
(n=66) (n=66) value

Age (years)

Mean(SD) 35.8 (8.8) 36.3 (6.8) 0.71

<36 36 (54.5) 41 (62.1) 0.48

>36 30 (45.5) 25 (37.9)

Gender 0.22
Female 39 (59.1) 31 (47)

Male 27 (40.9) 35 (53)

Ethnicity 0.60
Indigenous 31 (47.0) 27 (40.9)
Non-indigenous 35 (53.0) 39 (69.1)

Religion 0.44

Hindu 49 (74.2) 44 (66.7)

Others 17 (25.8) 22 (33.3)

Occupation 0.85
Unemployed 22 (33.3) 21 (31.8)

Informal employee 25 (37.9) 23 (34.8)

Formal employee 19 (28.8) 22 (33.3)
Education level 0.10
llliterate informal 29 (43.9) 19 (28.8)

Primary and above 37 (56.1) 47 (71.2)

Marital status 0.10
Single 17 (25.8) 17 (25.8)

Married 49 (74.2) 49 (74.2)
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Children 0.09
No 14 (21.2) 6 (9.1)
Yes 52 (78.8) 60 (90.9)
Number of children 0.08
<2 39 (59.1) 50 (75.8)
>2 13 (19.7) 10 (15.2)
Family per-capita income (USD¥)
Median(IQR) 50 (30.67) 50 (30.67) 0.81
<50 41 (62.1) 44 (66.7) 0.72
>50 25 (37.9) 22 (33.3)

*1USD=100NPR, IQR=inter quartile range, SD=standddiation



Table 2Impact of intervention on empowerment
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) DiD3mor DiDgmo+
Baseline 3 month follow up Pre- Post- 6 month follow up Post-
. . (Impact) . (Impact)
i i Diff Diff 3mo _ Diff gmo
Control Intervention Control Intervention Control Intervention
Empowerment (total score) 46.70 46.38 48.23 94.68 0.32- 46.45 46.77 46.53 95.92 49.39 49.71
Self-efficacy/self-esteem 15.27 15.03 15.39 30.33 0.24 14.94 15.18 15.12 30.91 14.79 16.03
Power-powerlessness 12.00 12.03 12.26 23.92 0.03 .6711 11.64 11.67 24.18 1251 12.48
Community activism and
8.01 8.04 8.65 16.83 0.03 8.18 8.15 8.26 16.92 8.67 8.64
autonomy
Optimism and control over
6.59 6.50 6.61 13.54 -0.09 6.94 7.03 6.36 13.41 470 7.14
the future
Righteous anger 4.82 4.77 5.32 10.04 -0.04 4.73 747 512 10.50 5.38 5.42

*=p <0.001; Pre-diff: difference at baseline; Pd#tx,,, difference at 3 month follow up; Post-djff. difference at 6 month follow up; DHa. difference at

baseline and 3 month follow up; DiR; difference at baseline and 6 month follow up



Table 3Pre- and post-intervention differences on B®avioral and clinical characteristics

Baseline Three month follow up Six month follow up

Control Intervention P- Control  Intervention P- Control  Intervention P-

(n=66) (n=66) value  (n=66) (n=66) value  (n=66) (n=66) value
Unprotected sexual intercourse

0.82 0.001 0.001

with any partner in last 3 months*
No 38 (76.0) 36 (72.0) 19 (35.8) 47 (100.0) 1853  45(95.7)
Yes 12 (24.0) 14 (28.0) 34 (64.2) 0 (0) 33 (63.5) 2 (4.3)
Ever forgot to take ART 0.16 0.38 0.007
Yes 23 (34.8) 32 (48.5) 26 (39.4) 32 (48.5) 4Ry 32 (48.5)
No 43 (65.2) 34 (51.5) 40 (60.6) 34 (51.5) 18827 34 (51.5)
Forgot to take ART in past week 0.78 0.001 0.001
Yes 6 (9.1) 8(12.1) 56 (84.8) 0 (0) 20 (30.3) (op
No 60 (90.9) 58 (87.9) 10 (15.2) 66 (100.0) 48719 66 (100.0)
Disclosure of HIV status with** 0.93 0.001 0.001
<3 persons 46 (80.7) 45 (77.6) 46 (76.7) 18 (27.3) 44 (73.3) 2 (3.0
>3 persons 11 (19.3) 13 (22.4) 14 (23.3) 48 (72.7) 16 (26.7) 64 (97.0)

*Missing data **among disclosed, p-value = Fisher@ct test

187
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Figure 2 Correlation among domains and totl empowerment scor:

Baseline Three months follow up Six months follow up
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Figure 3 Trend of average empowerment score with 95% confidenceterval for
intervention and control groups
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Abstract

Background: Antiretroviral treatment (ART) has significantly iked the epidemic of

HIV and improved life-expectancy of HIV infectedqpde. However, toxic effects of the
drugs and multiple infections have altered theialdy of life (QoL). An empowerment

based intervention to HIV is a key process by whith/ infected people develop

strength and optimism to overcome structural andasmbstacles to their health and
human rights. However, empowerment based interwestfor this group is sparse. We
therefore developed a comprehensive and culturalplicable empowerment
intervention social self-value package with an d@omassess its efficacy in order to

improve the QoL of HIV infected people receiving AR
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Methods: In this open-label parallel randomized controllgdlt we recruited males and
females with HIV, aged 18 years and above, andviaceantiretroviral therapy from six
to twenty four months. Participants were randontligcated to receive either six weekly
intervention sessions or standard care. Allocaomcealment was done by using
sequentially numbered opaque sealed envelopes {rdf). Participants were followed up
after three and six months. The primary outcome magn change in QoL score and
secondary outcomes were stigma and social supNorilinear mixed-effects models
were performed to compare changes in empowermergsover time.

Results: Between September and November 2014, 1447 indildduare screened, of
whom 132 were randomly assigned to either thevetdion (n = 66) or control (n = 66)
group. The mean scores of empowerment, social suppd quality of life increased and
stigma scores were reduced in the interventiongedB and 6 months. The intervention
had a significant and positive effect on social g stigma and QoL. No adverse
events were reported.

Conclusion: The empowerment intervention was efficacious inriorpg QoL of HIV
infected people. This appropriate and affordabtsgymm should be integrated in routine
settings.

Trial Registration: www.clinicaltrials.in.th TCTR20140814002.

Keywords: HIV; stigma; quality of life; social support; empewnent; ART,;

intervention; adherence

Background

Epidemiological studies have highlighted decreasesHIV incidence and
increased deaths related to HIV/AIDS [1-5]. Howevtdre prevalence of HIV has
remained extensive and epidemic contained enornhetisrogeneity [4]. Decreasing
trends of epidemics and increased life expectafpgople infected with HIV have been
reported but risky sexual behaviors have promoted ttansmission of HIV among

general populations, and re-infections and co-tirdas among HIV infected people [3,
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6]. Disease burdens are reported to be more conanmwng HIV infected populations
compared to general populations, altering theirliguaf life (QoL) [7-9]. The life
expectancy among people living with HIV after thegve initiated suitable antiretroviral
treatment (ART) or combined antiretroviral treati@ART) is reported to be similar to
the general population [10, 11].

Availability of the ART among HIV infected people very low and combined
with psychological distress might lead to the depeient of anxiety, low QoL and
increased stigma [4, 12]. The effect of ART on Qués found to be reasonable among
HIV infected people [13-15]. Further, their qualiy life is influenced by health status,
economic factors and psychological status [16]. fifeehanism of how immunological
and virological response influences quality of lgmong HIV infected people has not
been comprehensively studied and therefore thetefffieHIV status on QoL is unclear.
Albeit, much less has been identified about the QJLHIV infected people in
comparison with other people despite consideralgrpss in medical prospective [16,
17]. Moreover, the effect of treatment on HIV midpet affected by several factors which
would help to increase stigma, reduce QoL and bkscigport and disempowerment of
HIV infected people [18-21].

Social taboos and stigma are universal socio-@lltarriers for HIV control and
prevention [22, 23]. Empowerment and social suppould be helpful assets among HIV
infected people to enhance their QoL, reduce stignthimprove adherence to ART in
resource poor settings [24, 25]. A practical andtedgrated program is needed for
empowerment of HIV infected people [26, 27]. Empawent would be best approached
to reduce HIV risk associated problems with codeative interventions [28-30].
However, HIV related empowerment based programs spase and it has been
necessary to strengthen and implement them witalUSRT and other programs with
political and social transforms [26, 31-33].

Different organizations have set the goal to aahiezero discrimination,
transmission and stigma but the interventions @oesparse to cover these goals [2, 34,
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35]. In addition, the ‘90-90-90’ target has beeh®se UNAIDS by the year 2020 [36].
Therefore, extensive socially and culturally acedptost-effective interventions are
needed which enhance QoL and social support, améhate stigma among HIV infected
people in resource poor settings [15, 37-40]. Unfoxtely, most of the interventions
were established in developed countries and fem fileveloping countries. There is thus
an urgent need to develop a culturally sensitiierirention for use in developing
countries. An empowerment intervention program vevehdeveloped, designed to
improve QoL of HIV infected people, was developedtie foundation of the diffusion
model of innovations [41], and followed differeritebries to connect empowerment
framework that assumed to change behavior, sedeastsocial support, discrimination,
stigma and QoL [6, 42-52]. The aim of this studgswo assess the efficacy of a social
self-value empowerment intervention package to awprQoL of HIV infected people
receiving ART. Furthermore, we assessed the effietttis intervention to enhance social
support and reduce stigma.
Methods
Study design, settings and participants

In this open label, parallel, randomized controlliedl, HIV infected participants
receiving antiretroviral treatment (ART) from th&kA center in Kathmandu, Nepal were
recruited. The study was carried out between Sdpge014 and June 2015 in Sukraraj
Tropical and Infectious Disease Hospital (STIDH)ekli, Kathmandu, which is
administered by the National Center for AIDS andSJontrol (NCASC) [53]. STIDH
is the largest ART center in the country that heenbproviding multidisciplinary medical
services for all HIV infected people since 2004][92etails of the study participants
recruitment and design are presented in Figure 1.

To be included in the study, participants had tdibé infected, aged 18 years or
older, and have been receiving ART between six hwahd two years prior to the study
as per the national ART guidelines of NCASC [55&rtRRipants with severe health

problems (including psychotic disorders, visual dvehring problems), had attended



193

similar intervention programs or any other edwraprograms, were unable to attend all
the study follow up visits, or were unwilling tosdiose their HIV status among other
participants were excluded from the study.

We calculated that 132 participants (66 in eaclugyavould achieve 80% power
to detect 20% mean difference in QoL scores betweernwo groups with a confidence
interval of 95%.

Randomization and masking

Eligible participants were randomly allocated (1:fig receive either the
intervention sessions or standard care. Randoroizatias performed by a random
number generator with permuted blocks of six. Adiben concealment was done by
using sequentially numbered opaque sealed enveldpes random number sequence
was generated by an independent data manager. Memobeahe research team and
participants were masked to these numbers andatidomization process. None of the
participants were allowed to modify their assignisemfter randomization. The
statistician and research staff doing the baselimkfollow up assessments were masked
to assignment of participants by using a uniqueecgstem. Enroliment, randomization
and intervention sessions were conducted betweptei@ber and November 2014. First
follow up assessments were done after three mdnths baseline (January-February,
2015) and six months follow-up assessments were dbree months from the first
follow up (May-June, 2015).

Intervention procedures

Baseline information was collected after recruitmemd allocation of the
participants. The intervention was delivered ovigrsessions held weekly at the ART
center lasting one and half hours. Sessions werelubed with a group of 8-10
participants. All the intervention sessions wereéllitated by two national level trainers
with a public health graduate degree. A facilitattelivered the intervention with

participatory learning activities, buzz sessionsirb storming, lecture, and discussion



194

techniques. Participants were encouraged and ntetiveb communicate and discuss
with different people about prevention, treatmerd disclosure of HIV issues.

The development of the intervention contents inedlvreview of existing
literature that followed social learning and acttbeory and empowerment principles for
HIV prevention and treatment [6, 42-52]. Culturadlgcepted and adopted components
were developed after several consultations withegspand pre-tested among HIV
infected people. Based on the findings from coasidt and pre-testing, a complete
manual for execution of a six week group intervamtivas developed by the research
team. The empowerment intervention mainly focusedaatonomy and community
activism, self-esteem/self-efficacy, self-carejimpgm and control over the future, family
and social relationships, power-powerlessness, gamant of stress and righteous anger,
stigma and discrimination issues, legal provisiarg] human and health rights. Details
of the empowerment intervention contents are abiglan Additional Table 1.

Briefly, all intervention sessions were startedhwgtoup and ground rules, formal
opening and closing custom, sharing and discus3ioa first session started with rapport
building, emotions, sharing uncomfortable situasioand management of negative
feelings and anger. The second session focusedaoiers and strategies of HIV
disclosure, self-esteem/self-respect/self-wortignsh and defeat with stigma. The third
session involved discussions about healthy body wgalthy mind, healthy sexual
relations, means to be HIV infected or non-infeced to be a man or woman, optimism
and control over the future, sexuality, adheren€eABRT and other treatment and
prevention options. The fourth session involvedcatied strategies for planning healthy
relations with family members, the community andcisty, ways of effective
communication and maintaining healthy relationgpaomy and community activism,
and roles and responsibilities in the society. Tiftk session involved education about
the effects of alcohol consumption, drug use, smgpkdeveloping skill to prevent co-
infection, re-infection and risky sexual behavidiet and exercise. In the sixth session,

participants were educated about legal empowernfamhan rights, legal protection,
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powerlessness, discrimination, stress, freedom addevagainst discrimination, health
rights and future goals.

Fidelity of the intervention was maintained withntauous monitoring of the
allocated time for topic, methods and contentshef sessions by a health officer and
supervised by the research team leader. Partisipeere assured to receive equal chances
on discussion with privacy. A checklist was develdpto maintain fidelity of the
intervention. The checklist included interventioantents (each session had different
contents), time allocated for each activity, p@paats interaction with listening,
openness, attentiveness, engagement, understaardinginforcement and an agenda for
the next session. The percent of items rated asréppate” by the reviewer was more
than 95%, however we had only one reviewer dueindtdd manpower in the
government agency so we could not calculate thelle¥ agreement. A debriefing
session was conducted at the end of each sessitimeféeedback from the reviewer and
facilitators. Intervention sessions were not germigrarated. We measured the
acceptability using a session evaluation form (SEF§] and satisfaction of the
participants in the intervention using a clientifattion questionnaire (CSQ-8) [57] at
the end of the intervention. All the items in tHeFSindicated a higher level acceptability
among the intervention group. The mean score ofeatis ranged from 3.68 to 3.82 with
a standard deviation of 0.39 to 0.47. The totakesdndicated that participants either
agreed or strongly agreed with the sessions. et ¢¢ participant satisfaction was high.
All the participants stated that the quality of theervention was excellent. The majority
of participants (92.4%) were very satisfied witle tamount of help provided to them.
Almost all (95.5%) agreed to join the program ageid were willing to refer it to others
(data not shown).To maintain compliance, at the eheach session the counselors
motivated participants to participate in the neegsson, encouraged voluntary independent
participation and provided gift vouchers. The olleratention rate was 96.6% in the
intervention session. All the participants were pemsated for each of their six sessions
with an equivalent of USD 20.
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Standard care

All participants received routine standard car@easthe NCASC guidelines [55].
This included pre ART counseling, routine medicatl daboratory tests and monthly
follow up for ART. Standard care in Nepal is praaddby government organizations and
ART is dispensed free of charge.

Study procedures

Participants were asked to provide information dmical and behavioral
characteristics, QoL, stigma, social support ang@merment at baseline, and at the
scheduled 3- and 6- months follow up visits. Toimire data entry errors and enhance
quality control, double data entry was employed amtensively supervised by the
research team leader. Anonymity and confidentialtgre maintained with assigned
unique codes at randomization, baseline and foligw The intervention protocol and
tools were pre-tested among ten HIV infected pet@fore data collection. All tools
were translated into Nepali and back translated mEhglish and appeared culturally
suitable to the experts.

Outcomes

Background, behavioral and clinical characteristafs the participants were
collected including age at HIV diagnosis, age atTARitiation, HIV status of spouse,
mode of HIV transmission, sexual intercourse in k& 3 months and extra-marital,
clinical stage, co-morbidity, adherence to ART @bds yes or no) and empowerment.
The primary outcome was QoL. Secondary outcomes st@ma and social support.

QoL was measured using WHOQoL-HIV [58] which consaR9 items divided
into six domains, namely physical, psychologicatvel of independence, social,
environmental and spiritual. It has also one gdrntema score that measures overall quality
of life and general health. All the items were datesing a 5-point Likert scale where 1
indicated low or negative perceptions and 5 ineéddtigh or positive perceptions. Higher
scores indicated better quality of life. All thendain scores were obtained by adding the
component means in the individual domain, and digidy the number of components in
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that domain, and multiplying by 4, so that scoeegged from 4 (worst possible QoL) to 20
(best possible QolL).

Social support was measured using the social stuppggstionnaire number
(SSQN) and social support questionnaire satisfa¢®®QS) scales [59]. SSON indicates
number of supportive persons and SSQN indicatasfagton with available social
support. Both domains included six questions. TIBQN collected the number of
supportive persons that denotes different typesoeafal support. The SSQS were rated
using a 6-point Likert scale ranging from very dissfied to very satisfied with available
support. Higher SSQN scores indicated a perceiygitehlevel of supportive persons and
higher SSQS scores indicated higher level of satiisin from available support.

Stigma was measured using a 23-item scale queatrer{60]. Each item was rated
using a 4-point agreement scale ranging from styodigagree to strongly agree. Total
stigma scores ranged from 23 to 92. There were ethseibscales, namely
shame/blame/social isolation (10-40 score), peeckigiscrimination (8-32 score) and
equity (5-20 score).

Empowerment was measured using a 28-item scaldiguesire [61] containing
a 4-point agreement scale ranging from stronglggtise to strongly agree. Total scores
ranged from 28 to 112. Empowerment was then cladsifito low or high using the first
guartile score as the cut-off value to ensure émepde sizes were adequate.

Statistical analyses

Each study group’s clinical and behavioral chargties measured were initially
compared using Chi-square tests or Fisher's exastt for categorical outcomes and
Wilcoxon’s signed rank test and unpaired t-testcémtinuous outcomes, as appropriate.

Nonlinear mixed-effects regression models were tigsexValuate the effect of the
intervention on the primary and secondary outcor@esariates included empowerment,
adherence to ART, age, sex, time (baseline, 3§-months follow-up), and group-by-

time interactions. The mixed effect model was ueddjust for the underestimation of
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variances in analysis for longitudinal data [62heTeffects of empowerment, social
support and stigma on the QoL were also analyzédavmixed effect model.

Nonparametric mixed-effects regression models vedse used to evaluate the
relative intervention effects on social supportigett and QoL with and without
stratification by empowerment. Relative interventieffects with 95% confidence
intervals with and without stratification by empawent level among both intervention
and control groups at baseline, 3- and 6- monthewoup were presented. Estimated
improvements with 95% confidence intervals werdtpth

All statistical analyses were conducted with R wafe [63]. P-values less than
0.05 were considered to be significant.

Ethical considerations

Extensive anonymity, confidentiality and privacy reemaintained during the
recruitment, intervention and data collection pesceConfidentiality and safety of the
intervention study data were maintained as per stia@dard protocol [64]. National
guidelines and principles of Nepal health researonncil, and the declaration of
Helsinki were followed to obtain written informedrtsent and enrollment of the
participants. Participants were fully informed abdime, methods, and their right to
withdraw at any time and skip any question for amgson. Reimbursement for travel
cost during the intervention and follow up periodre provided to all the participants.
No conflict of interest and no direct or indireatéancial benefits were anticipated by
researchers in this intervention.

Research Ethics Committee, Faculty of Medicinené&iof Songkla University,
Thailand (57-0146-18-5) and Institutional Ethicakvitw Committee of Sukraraj
Tropical and Infectious Disease Hospital (STIDHepdl (063/071/72) approved this
study. The trial was registered through Thai ChhiGrial Registry with registration
number TCTR20140814002 (www.clinicaltrials.in.th).

Results
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A total ofl447 HIV infected people receiving ART ree screened from
September to November 2014, of which 1135 wereigidé¢ due to age <18 years
(n=75), duration of ART <6 months or >24 months 1850), and others (n=10). 180
eligible participants refused to join the studywigg a response rate of 42.3%. Finally,
132 participants were recruited and randomly assigio the control group (n=66) or
intervention group (n=66).The diagram of participfiow is presented in Figure 1. All
the recruited participants completed the studyasebne, 3- and 6- months follow up.
The overall retention rate was 96.6%. No unfavaablents were reported during the
study period.

The mean age of the participants was 36.1 (SD F Yye&rs. Most of the
participants were female (53%), non-indigenous %4, could read and write only
(28.8%), and were married (74.2%). The majority.§84) of participants had an average
of two children and there were no significant diéieces at baseline between the control
and intervention groups. Table 1 compares basb&havioral and clinical characteristics
between patrticipants in the two groups. More th@% f participants were diagnosed
with HIV before 33 years of age among both condirad intervention groups. Two thirds
of participants (62.1%) in the intervention grouprev infected through sexual contact.
Three fourths (75.8%) were sexually active withe tast three months. No significant
differences of behavioral and clinical charactersstwere detected between the two
groups.

The mean empowerment, social support, stigma arlddQores are presented in
Table 2. All the scores at baseline were equaditicstn both groups. The mean scores of
empowerment and QoL increased two-fold in the ugstion group at 3 months but no
further increase at 6 months. Stigma scores wetacesl by half at 3 months in the
intervention group with no further changes at 6 thenSocial support scores increased
by 1.5 times higher at 3 months follow up in théemaention group compared to the
control group. Overall mean QoL scores at 3 montigeased by 80% in the
intervention group. The relative intervention effe@among total social support with
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number (TSSQN), total social satisfaction with supgTSSQS), stigma and QoL had a
similar trend in the intervention group (Figure B)inimal improvements of outcomes
were observed in the control group. Figure 3 revéad relative intervention effects of
social support, stigma and QoL by level of empowartnThe effects of the intervention
on social support, stigma and QoL persisted at Githso regardless of level of
empowerment (high vs. low).

Table 3 presents the outcomes from the nonlinegedreffects regression model.
Empowerment significantly reduced stigma and ineedaQoL (p<0.001 and p<0.001)
after adjusting for age, gender, adherence to A®up and time. There was no
significant difference in any outcome between thterivention and control group at
baseline. There were significant interaction e8eaftintervention by time indicating that
improvements in social support and QoL for theriveation group were significantly
higher compared to the control group over time (@.081), while stigma was
significantly lower (p <0.001). Estimated differescin improvement in social support,
stigma and QoL at 3- and 6- months from baselinedxen intervention and control were
significant (all p-values <0.001). Increasing AR@harence was associated with a
reduction of stigma (p<0.001). Age and gender wertesignificantly associated with any
outcome.

Predictors of overall QoL are presented in Tabllndreased empowerment had a
significantly higher level of QoL (p <0.001). Ine@®ed stigma had a lower level of QoL
but this was not statistically significant. Socsaipport had no significant effect on QoL.
Improvement in QoL remained statistically signifiitat 3- and 6- months follow up (p
<0.001).

Discussion

Empowerment, social support, stigma and QoL of Hifécted people at baseline
were low among both groups. The improvement ofadatipport, stigma and QoL was
seen immediately after 3 months among those inntieevention group and persisted for
another 3 months. The intervention positively affecsocial support, stigma and QoL in
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the equivalence regardless of level of baseline csvepment. Empowerment
significantly affected social support, stigma anolL(Qut only empowerment was shown
to be a significant predictor of QoL in additiontte intervention.

Clinical and behavioral characteristics were nghsicantly different at baseline
between the two groups. Recruitment process foltbateong protocol that assured the
high retention rate in the intervention and lowessl to follow up. Most eligible
participants declined to participate in the stutywever, there was no difference in their
background characteristics compared to those wheipated in the study. Reasons for
refusal to participate in the study were: too bugsyable to manage time for all the
intervention sessions, lack of interest in the wtaidd unavailability for follow up.

Social support was significantly improved by enhagcempowerment in the
intervention group. As far as in our knowledge, emerment interventions for all the
HIV infected population were not available and camnigon of the results with this trial
would be difficult. A randomized controlled triasinmg a group support psychotherapy for
HIV infected people as an intervention and measatdtie same period as our study also
showed an increasing social support after intergany time [65]. Slightly improved
social support in the control group at 3 monthshhilzge explained by learning process of
participants from the repetitive questionnairesucidg their behavior changes (pretest
sensitization effect) and possible effects of tlmmtamination [66]. Stigmatization,
discrimination, and cognitive state - the psychaalcondition that is characterized by a
lack of obvious and logical belief and behaviorigint be removed with increased social
support through empowerment.

Overall stigma decreased after the interventiorrenso in the intervention group.
This finding was supported by the conclusion oftaystic reviews that focused on any
interventions for stigma reduction [67, 68]. Furthehas been suggested that the limited
interventions were available to combat differentnfe of stigma and discrimination
experienced by HIV infected people [68]. Therefae: study applied an empowerment

strategy to overcome and resist the manifestatfodiscrimination and stigma among



202

HIV infected people with the adaptation of localntext and culture. In addition,
empowerment would help to defeat symptoms of stigmang HIV infected people and
our trial found that increased empowerment coujdicantly reduce stigma. This result
was similar to a systematic review and meta-symhedich highlighted increased
adherence were linked with decreased stigma [69].

The intervention was found to be significantly etfee for improving QoL.
Systematic reviews based on different interventiand observational studies which
focused on QoL of HIV infected populations showedonclusive results [70-73]. This
might be due to the use of different measuremealescsampling process and sample
size, culture and context of study settings in edéht studies. Therefore, we used
different analytical approaches and pretested @lland contextual appropriateness of
the intervention manual which could improve théatglity of the outcome.

Existing cross-sectional studies from China suggkgshat social support and
stigma were correlated with QoL and social supp@$ the moderator of the impact of
stigma on QoL of HIV infected people [74, 75]. Astgmatic review revealed that social
support and ART adherence were associated with QoHIV infected people [76].
However, in this study, social support, stigma &Rl adherence were not statistically
significant but increased stigma showed negatifecef on QoL. The small sample size
could be the possible reason that we could nobksited statistically significant results
with these variables.

This study has several strengths. First, this ramzed controlled trial was based
on real world study settings that represent the A8Jeiving HIV infected individuals.
Second, the intervention attendance and reten@d® was high which signifies the
feasibility and acceptability of the interventiaor HIV infected people. Third, this is the
first multidimensional outcome related trial in Nepor HIV infected people. Fourth, the
intervention process followed extensive quality tcohand results on all study effects

were large. We followed rigorous analysis methaut$ ri@ported the effect sizes of all the
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outcomes. Lastly, randomization process, pretesteds, intervention manual and
blinding analysis assessor increased the validityraliability.

This study has several limitations. First, we daiéd the intervention in a single
study setting and participants were not blindedjctwicould lead to contamination.
However, we detected highly significant differeneesong the intervention and control
group at 3- and 6- months after baseline. Secdmal,iritervention was delivered by
skilled personnel with public health graduate degrehus limited availability of skilled
personnel would limit its sustainability and acdeiisy. Next, the intervention was led
by less trained service providers need to be asdedhird, we did not assess and
determine if the benefit of the intervention wasstainable; we only assessed the
outcome at 3- and 6-months follow up. Fourth, onotes of subgroup analyses were
difficult to validate due to the small sample sigaally, we did not cover the economic
and biomarker aspects.

Conclusions

Rigorously designed intervention indicates that ewgrment intervention can
increase QoL of HIV infected people. Further, iukkbbe useful to reduce stigma and
increase their social support network. Findingsladdoe utilized at regular service
settings for its sustainability and long-term effe&lthough the intervention effects on
secondary outcomes were detected, we recommendaging in future multicenter
studies with large sample sizes for monitoringltmg term effects.
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Table 1 Clinical and behavioral characteristics

Control group  Intervention group  P-
(n=66) (n=66) value

Age at HIV diagnosis
Median (IQR) 33 (26.5, 41) 33(30, 40) 0.56
<33 years 34 (51.5) 34 (51.5) 0.10
>33 years 32 (48.5) 32 (48.8)

Age at ART initiation
Median (IQR) 35 (28, 42.8) 35 (30.2, 40.8) 0.55
<35 years 36 (54.5) 38 (57.6) 0.86
>35 years 30 (45.5) 28 (42.4)

Duration of ART 0.60
<1 year 38 (57.6) 34 (51.5)
>1 years 28 (42.4) 32 (48.5)

Spouse HIV status 0.15
Negative 16 (27.6) 26 (41.9)
Positive 42 (72.4) 36 (58.1)

Mode of HIV transmission 0.16
Others 34 (51.5) 25 (37.9)
Sex-worker 32 (48.5) 41 (62.1)

Sexual intercourse in last 3 months 1.00
Yes 50 (75.8) 50 (75.8)
No 16 (24.2) 16 (24.2)
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Extra-marital sex 0.78
Yes 7 (14) 9 (18)
No 43 (86) 41 (82)

Clinical stage 1.00
[& 1l 34 (51.5) 35 (53)
& v 32 (48.5) 31 (47)

Known co-morbidities 0.80
Tuberculosis 10 (15.2) 8 (12.1)
Other 56 (84.8) 58 (87.9)
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Table 2 Mean values of empowerment, stigma, socislipport and quality of life scores among HIV infectd people

Baseline 3 months follow up 6 months follow up

Control  Intervention Control Intervention Control | ntervention
Empowerment 46.70 46.38 48.23 94.68 46.53 95.92
Social support
TSSON 15.04 14.70 16.92 28.09 18.58 30.70
TSSQS 15.04 15.42 17.44 29.00 19.44 32.67
Overall stigma 76.03 76.50 72.91 39.41 73.03 38.26
Shame/blame/social isolation 33.11 33.64 32.21 96.8 31.27 16.76
Perceived discrimination 26.00 26.17 24.36 14.45 924 13.86
Equity 16.92 16.70 16.33 8.06 16.80 7.64
Overall quality of life 7.76 7.68 8.46 15.47 8.15 15.81
Physical 8.06 7.89 8.59 15.74 8.23 15.88
Psychological 7.78 7.76 8.10 16.04 8.05 15.99
Independence 7.42 7.32 8.58 15.51 8.32 15.65
Social relations 7.61 7.53 8.74 15.47 8.17 15.82
Environment 7.48 7.48 8.20 15.14 7.98 15.68
Spiritual/religious/personal belief 8.45 8.27 8.88 15.12 8.39 15.92
General overall health 11.97 11.58 10.64 13.76 9.88 15.03

TSSQN: total social support with number; TSSQSaltsatisfaction with social support
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Table 3 Effect of empowerment intervention on soclasupport, stigma and quality of life using nonliner mixed-effects

regression model

TSSON TSSQS Stigma Quality of life
Parameter ) p- ) p- ] p- ) p-

Estimate SE Estimate SE Estimate SE Estimate  SE

value value value value
Empowerment -0.010 0.038 0.795 -0.024 0.040 0.5440.127 0.038 <0.001 0.057 0.009 <0.001
Age -0.001 0.028 0.997 -0.038 0.029 0.196 0.005 1.0 0.744 0.005 0.005 0.289
Male vs. female 1.196 0.449 0.008 1.215 0.464 0.009.315 0.250 0.208 -0.009 0.074 0.896
ART adherence -0.681 0.393 0.083 -0.424 0.409 0.3 -1.300 0.402 <0.001 0.145 0.105 0.151
Intervention vs. control
) -0.496 0.532 0.351 0.243 0.550 0.659 0.388 0.42536. -0.060 0.109 0.579

at baseline
Time (months) <0.001 <0.001 <0.001 <0.001
Intervention x Time <0.001 <0.001 <0.001 .00
Difference in improvement from baseline betweeprivention and control group
Three months follow up 11.983 1.868 <0.001 12.304 .93 <0.001 -28.028 1.890 <0.001 4.430 0.474 <0.001
Six months follow up 12.967 1.977 <0.001 14.041 49.0 <0.001 -28.927 1.998 <0.001 4.904 0.501 <0.001

SE: standard error; TSSQN: total social suppatth wumber; TSSQS: total satisfaction with socigdpsart
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Table 4 Prediction of QoL by intervention group afer adjusting for level of
empowerment, social support and stigma using nonlear mixed-effects

regression model

Quality of life
Parameter i

Estimate SE p value
Empowerment 0.057 0.009 <0.001
TSSQN 0.007 0.012 0.574
TSSQS -0.009 0.011 0.410
Stigma -0.004 0.012 0.771
Intervention effect at baseline

_ - 0.108 0.371

(Intervention vs. Control)
Time (in Months) <0.001
Intervention x Time <0.001

Estimated difference in improvement in QoL fromddase (Intervention vs. Control)
Three months follow up 4.310 0.610 <0.001
Six months follow up 4.788 0.642 <0.001

SE = standard error
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Figure 2 Relative intervention effects on social fport, stigma and quality of life
using nonlinear mixec-effect model
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Figure 3 Relative intervention effects on social suppf stigma and QoL
stratified by empowerment using nonlinear mixer-effect model
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