
CHAPTER III
RESEARCH METHODOLOGY

3.1 Research Design
T his is a retrospective cohort study for C D 4+  c e ll and for quality  o f  life  to 

an alyze the ou tcom e o f  antiretroviral therapy am ong H IV/A ED S patients in  N ep al and 

com parison  b etw een  those rece iv in g  treatment and w ith out treatment in term s o f  w e ll­

being. T he total patients taking antiretroviral therapy in  N ep al in both N o n -D A A R T  

and D A A R T  m ethods w ill b e the study subjects. 42  p eop le  liv in g  w ith  H IV  w ithout 

A R T  w ill b e from  P L W H A s in M aiti N ep al h osp ice .

3.2 Site of Study
T his study w as carried out in  K athm andu va lley . The sites o f  the study w ere the  

Surkraraj T ropical and Infectious d isease  hospital, Teku K athm andu (T eku  H ospital) 

and M aiti N epal. Teku H ospital is distributing antiretroviral drugs to 25 patients w ith  

H IV /A ID S , W ho are on s e lf  adm inistered therapy. W hereas M aiti N ep a l, is g iv in g  

d irectly  observed  antiretroviral treatment to its patients w ith  H IV /A ID S  in its ow n  

h osp ices. The 42  P eop le  liv in g  w ith  H IV /A ID S  in M aiti N ep al w ithout treatment w ere

p eop le  w ere se lected
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3.3 Population and Sample
S in ce  the total population o f  patients taking A R T  w as included  in the study, 

therefore there w as no sub sam pling. The control group w as se lected  from  P L W H A s  

liv in g  in M aiti N ep al hosp ice.

3.3.1 Inclusion criteria
■  T he patients ab ove 18 years adm inistering A R T  in either H A A R T  or 

D A A R T  setting w ith  inform ed con sen t and those not fa llin g in 

ex c lu sio n  criterion w ou ld  be included  in the study

■  The patients w ith  availab le data on  health status, C D 4 etc for the last 

15 m onths w ill be included.

■  The patients not taking any form o f  A R T  w ill b e in cluded  in the 

study as control group

3.3.2 Exclusion criteria
■  The H IV /A ID S  patients taking A R T  for p revention  o f  m other to 

ch ild  transm ission or for post exposure p rophylaxis w ill be excluded  

in the study.

■  Children b e lo w  18 years w ill b e exclu d ed  in the study.

3.4 Sampling Method
T he total H IV /A ID S patients con siderin g in clu sion / exclu sion  criteria w ere  

included in the study. T he total respondents w ill be 84  in w hich  25 are the patients in 

H A A R T  m ethod under Teku H ospital and 17 are the patients receiv in g  D A A R T  in
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M aiti N epal and 42  p eop le  liv in g  w ith  H IV in h o sp ices o f  M aiti N epal w ill be included  

in the study.

3.5 Sample Size
T he sam ple s ize  o f  the study w as based  on the total patients w ith  H IV /A ID S  

currently under A R T  in N epal. The total patients w ith  H IV  under A R T  in N epal are 42; 

no treatm ent w as se lected  on  1:1 ratio.

3.6 Research Instrument
T he study w ill apply a quantitative m ethod to asses the respondent’s 

inform ation. The data w as co llected  u sin g structured questionnaires b y  F ace-to -face  

in terview s (takes p lace w h en  the in terview er asks the qu estion s and notes the answ ers 

on questionnaire sheets). T he retrospective data on  health status, b aselin e C D 4 lev e l etc 

w ere a ssessed  from  ex istin g  records and reports.

T he structured questionnaires con sisted  o f  5 parts as fo llo w s.

Part 1 : S o c io  D em ographic Characteristics o f  the respondents

Part 2: K n ow led ge on  H IV /A ID S  and Treatm ent

Part 3: U sin g  anti-retroviral treatments

Part 4: Source o f  inform ation on  H IV  treatment

Part 5: W ell being
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3.6.1 The Patient Data were collected from
■  C lin ica l, laboratory and v iro log ica l evaluation  b efore and during  

A R V T

■  Initial A R V  regim en and consequent changes

■  M onitoring for e ffica cy  and safety

■  C lin ica l and im m u n ologica l ou tcom es

3.7 Validity and Reliability
To d evelop  research instrum ent, related literatures w ere rev iew ed  and 

conceptual fram ew ork w as d evelop ed  accord ingly . The questionnaires w ere adapted  

from  p revious studies in respect o f  w e ll b ein g  in  H A A R T  and D A A R T  settin gs. The 

questionnaire w as adapted from  N A S A H  (N G O  in A frica) for socio-d em ograp h ic  

characteristics, k n ow led ge  about H IV , adherence and s id e -e ffec ts  o f  treatment 

(w w w .sigm aresearch .org .u k) and W H O  (Q O L for p eop le  liv in g  w ith  H IV /A ID S )

T he questioners w ere m od ified  as per N ep a lese  setting. A fter the field  test, 

question  num ber 27  w as om itted  in final set o f  questionnaire s in ce  patients said  they  

have d ifficu lties answ ering the questions.

3.8 Method of Data Collection
The questionnaires was prepared in English for ethical review and translated in

Nepali for field interview. The study would be carried out in the duration o f  2 weeks in

January-February o f  20 05 .

http://www.sigmaresearch.org.uk
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3.8.1 Selection of Interviewers
T he health w orkers from  M aiti N epal and Teku H osp ital w ere used  to conduct 

the in terv iew  to prevent the respondent’s u n w illn ess to d iscu ss subjects w h ich  are 

sen sitive , con fid en tia l, or culturally  sham eful to som eon e w h o  they d o n ’t know .

3.8.2 Training o f the Interviewers
T he in terview ers (H ealth  w orkers) w ere trained on  the ob jectives and con cep t o f  

the study. T h ey  w ere a lso  oriented to conduct in terview s properly and to co llec t data 

w ith m in im um  errors or m istakes.

T he interview ers w ere supervised  by the researcher to ensure that quality  

control procedures w ere c lo se ly  im plem ented  and fo llow ed .

3.9 Data Analysis
T he data w ill b e p rocessed  u sin g  the S P S S  version  11.5 statistical softw are. The 

researcher b eg in  entering data on  com puter on e  day after co llec tio n  to ensure the 

synchronization  o f  the study activ ities. The errors that w ere m ade during data co llection

w ere c lean ed  and rectified .
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3.10 Major Goals of Analysis
3.10.1 Compare symptoms and well-being between treated patient within 

and without DAART.
E xam ple: T he proportion o f  subjects w ith  rash w ill be com pared accord ing to 

type o f  A R V  treatment. T his com parison  in v o lv es  categorical independent and 

dependent variables, so  the chi-square test w ill b e used.

3.10.2 Compare symptoms and well-being between treated and non-treated 

patients.
E xam ple: T he average w e ll-b e in g  score w ill be com pared accord ing to 

treatment status. In th is com parison , the independent variable is categorical 

(d ich otom ou s) and the ou tcom e variable is con tin u ou s, so  the in d ep en den t-sam ples t- 

test w ill be used.

3.10.3 Identify association of treatment status with other independent 
variables.

Exam ple: N o n -D A A R T  and D A A R T  w ith  age; in d ep en den t-sam ples t-test w ill 

be used.

3.10.4 Identify association of other independent variable with symptoms 

and QOL
Exam ple: The average sym p tom s and w ell-b e in g  score w ill be com pared  with  

social support and sin ce it is continuous variable, so  independent-sam ples t- test w ill be

used.
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For each  subject in the dataset, the b aselin e C D 4+  count w as subtracted from  

the on e-year C D 4+  c e ll count, to create a n ew  variable equal to the su b ject’s change in  

C D 4 +  over tim e. M y  goal w as to ascertain w hether the m ean ch an ge in  C D 4 +  count 

differed w ith  treatment status. T herefore, I used  the in d ep en den t-sam ples t-test 

technique to com pare the m ean o f  this n ew  variable in the group w ith  treatm ent to the  

corresponding m ean in  the group w ith out treatment. W ithin the treatm ent group, I ran 

an additional independent-sam ples t-test to com pare the m ean o f  this variable in the 

D A A R T  group to that in the N o n -D A A H T  group. (I w ou ld  h ave used  the paired t-test i f  

m y goal had been  to ascertain w hether the m ean on e-year C D 4 +  count d iffered  from  

the m ean b aselin e count am ong all subjects, w ithout respect to treatment status.)

3.11 Ethical Considerations
In accordance to the D eceleration  o f  the W orld M ed ical A sso c ia tio n  in G eneva, 

every  effort to protect the right o f  the research subject w as m ade. The eth ical conduct 

w as m aintained throughout the study. Inform ed consent w as sought from  the study  

population  during the field  data co llection . H IV /A ID S  is very  sen sitive  issue. Therefore  

con fid en tia lity  o f  the inform ation is the one o f  the m ost im portant issue. T he research  

ensured strict con fid en tia lity , and the study subjects w ere not identified  b y  nam e on  the 

questionnaire.

3.10.5 CD4 Cell count and the comparison of the two years data

The ethical clearance for this study was approved from Chulalongkom

University Ethical Review Committee and Nepal Health Research Council.

t  V A lb W r V )
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