CHAPTER 3

RESEARCH METHODOLOGY

RESEARCH QUESTIONS

1. Is the
stroke patients

ndependence ADL in the
e home rehabilitation
program signifis hose treated with the
hospital prograj _

2. Is the 4 i 91/ 6 dependent ADL.stage in both groups

significantly
OBJECTIVES

of the stroke patients
stage, comparing the home

1. To evaluate
who improve to the ir
program and the nospita program. -
ire the du Bhdent ADL. stage in the

two programs Gﬂtre Emes

“m““ﬂ‘HEI’NIEWIW\IEI’lﬂ‘ﬁ

1. The rngurtlon of the independence ADL. in the stroke

patiatwr])a ‘jtg-}}%ww ﬂ;ﬂ ’];ﬁ Behahllltatinn

progrdim is not significantly different from those treated
with the hospital program.
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From natural history, the proportion of patients who
recover in the rehabilitation ward to independence is about
80%. If the number of independence patients in home program is
no more than 20% less than the rehabilitation ward program,
the difference will not be considered clinically significant.

2. The duration \\
is not slgnlfican.tpmxuxt

ent ADL. stage in both groups

é

CONCEPTUAL rmy ———
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1 \x \f from the acute phase,
they still ha ia lities. They can not
take care of Veas- ” back to work. The
rehabilitation pgogral 7~f1_ , em to promote ambulation
) oTa% of iy = : osocial status.

If the patie stay i the 'hospital, they will be
treated by the sta dayi.rehal: ation program. However this

program has some disa It takes a pericd of time in

the hospital, he =, 1izat st is expensive and in the
real eituetieqﬁé¥¥f:£f—¥—¥¥1¥f"'”f"i;ghugh time to take care
of the patients ad. So if the relatives
are the caregiﬁ: to treat the patien‘m at home, the sympathy,
love and r than the busy staff
in the heﬁﬁﬁfﬁiﬁﬁ%ﬁiﬂﬂt Qien time, cost, and
work load Of staff w111 be decreased. The d1sadvantagee of
this the economic
lnssafmmmxmﬂmﬁ ﬂadvantages of

each program,

The functional recovery is a main outcome to compare
between the hospital and home program. If the functional
outcome of both program are not different, the improvement of
quality of life and economic gain will be considered as the
benefit of home program.
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RESEARCH DESIGN

A randomized controlled trial.

TARGET POPULATION

The stroke attack
Hospital. The patient
pathology of stroke,
History, physical e
(complete blood cou
was, done. The strokg
Stroke Score (SS8S).
and 1, CT scan

I// re sent to Srinagarind

d to confirm diagnosis,
_ “and underlying disease.
__—_‘% aboratory examination
bTeod sugar, electrolyte)
d by using the Siriraj
Score was between -1
entiate these strokes
. (usually, 58S8>1) or as
result of cerebral ing : SS<1l). The patient was
admitted to the neurologica Tt or medical treatment until

occurring as result g

fs were stable. In general if
bout 48 hours after acute
| the Rehabilitation
the rehabilitation

the vital signs and neurologi
there were no complicatichns,
attack. The
Department. The
doctors. | 1

Demographic datageg. age, sex, marital status was collected

and J.nfnrmatlorﬁﬂ %ﬁﬁﬁlw ic status at stroke
onset including ﬁ% stro (thromboembolic,
hemorrhagic) ﬁjﬂ dominant), (c)
side of p ﬁ.‘b] ﬁﬁ]ﬁ ﬁmp]ssjﬁ gesls (plegia,

paresis) {e presence of aphasia, apraxia, (f) sensary neglect, (g)

visual field defect, (h) impaired joint position sense and (i)
urinary incontinence.
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After the vital signs and neurological signs were stable
(usually 48 hours after the acute onset), the patients would be
randomly allocated into 2 groups (hospital , home) after stratified
based on prognostic factors :

1. side of lesion (right, left}

2. severity (complete ‘
complete : ' ﬁyx?;‘ “# weakness side grade 0
incomplete “fuse g " weakness side grade 1
to 4

Before randomiza

amily would give inform
consent,
Group 1 was eceived a conventional
rehabilitation progr;
Group 2 was the f ients must be discharged

from the hospital. : the relatives would be
trained in the rehak /3 gram; physical therapy,

occupational therapy,

INCLUSION CRITERIZ
1. age 20-80 va
2. the first ol'at of s
3. supratentoriadJlesion

0. nevinsfi Y PYIHISNA| Q

two or fhree step cummand

- AR FIS M UANYNa Y

EXCLUSION aRITERIL

1. hemorrhagic stroke
2. other central nervous system disorders
(eg. epilepsy or multiple sclerosis)
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3. serious medical diseases
(eg. uncontrolled diabetic mellitus, uncontrolled
hypertension, congestive heart failure,
unstable myocardial infarction )

4. psychotic disorders
'///4.,

ethpde"of treatment; conventional

INTERVENTION

The intervention
rehabilitation prog

rehabilitation home

Ltat in the hospital

‘“‘&-,”7x --\n treatment from the
' doctor attended the

abilitatlun nurse took

program.

1. Conventiona

The patients
rehabilitation teamn.
patients everyday in
care of them in the waxy physical therapy program
(exercise, ambulation ‘ everyday in the morning
and an occupational therﬁz, ;3' {activities of daily living:;
ADL training) in the afteenosn. £ eh had a speech problem,
they would be senttfo _the ch therapistl/

q ac

The protocol &fF" _
to guide the staff 3' treat the patients the same way.

The patients werg ﬂ.scharged Eyam tha hospital either (a) when
they had achle gcals (independent
ADL, independe“ﬁﬁjm 'ﬁ when ere had been no
functiona oye ﬂ’ whiclﬁ-" indicated poor
prngnnsishamﬁhi m’ﬁm rage duration
at hosplta care was about 1 month.

After discharge, the independent patients continued the

ion treatment was used

rehabilitation program at home by themselves to maintain physical
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functions. For the no functional recovery patients, their relatives
were instructed home rehabilitation program. The patients were
follow up every month by assessing functional level at OFD.

2. Rehabilitation home pr

The patients must from the hospital. Before
discharge, the relati , "ed in the rehabilitation
home program by rehabil] ' Ve sical therapy (exercise,
ambulation training) 3 _h6UrS{/ od L _therapy (ADL. training)
3 hours, rehabilitaticy eel “
patient. The rehabi
can do it correctly

eraplst for individual
relatives until they
tetal training time was
about 1 day.

The protocol ofth >habi 1 i i O oMe program was performed

h the relatives in the

After discharge, the patients Were followed up every month by
assessing functiona 3 )PD.

for compliance as f{;t:r{ ’
1. chief ‘ﬂ
limited becauséll the home p:.;ogram was not dlfflcult to learn.

yretatives were evaluated
/. ‘
2.1 selection - m
- regiver'
2.

e 1over BHLUEL N LRSI AENS e status vere not
e A A IR e v o
socioecono was analyzed in
subgroup analysis.
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Summary of program

Program in hospital

1. exercise :
a _ strengthening exercise
by physical therapist east 1/2 hour per day,

5 days per
2. ambulation :
: \*; ansfer, standing, walking
‘ \\\ "1/2 hour per day,
3. activities of flai

eating, groagm \f\\\ , dressing

by occupaffiocgial. : ’ at least 1/2 hour per

by physic
5 days pe

hour, 5 days'p
4. speech therapy
Consulted spéec

problem at ‘“gyn'-ﬁ“f ime, 5 days per week.

if the patient had a speech

5. psycholog el e ‘ ‘
|
thologist if the patient

chsulte-'w‘
had a psy-“olugica problem. lﬁtlme per day
6. social and vogational management :

c;:nsﬂt% H:’}aﬂ H%jiw'%k’})ﬂ %’nt had a social or

vocational prob

QW?&%‘EWNWW’JWHW&H

1. ex cise :
range of motion exercise, strengthening exercise. The
physical therapist taught the caregiver for 1 hour before
discharge. The caregiver treated the patient at least 1/2
hour per day, everyday.
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2. ambulation :
bed activities, sitting, transfer, standing, walking
The physical therapist taught the caregiver for 2 hours
before discharge. The caregiver taught the patient at
least 1/2 hour per day, everyday.

thing, dressing The

£ _the caregiver for 3 hours

'r taught the patient at
least 1/2

4. speech therap
Consulted patient had a speech
problem. Tie £¢ 'ﬁ erapi taught the caregiver. The
caregiver trfaged the Bafie: 3t east 1/2 hour per day.
everyday. i

5. psychological
Consulted psys ologist if the patient had
a psychnlugical sp==3

6. social and _vo

Consulte ‘_,;_T.—.—.;::.—.::;.;;.;;i;.:__u; -i nt had a social or

\
] m
DURATION OF STUDY

ﬂuEI’JVIEWlﬁWEI\’]ﬂﬁ

In this he functional outcome was measured by

o oo A SR fiﬁ;ﬁfﬂmﬁﬁmﬁiﬁf:‘izz;;i

and every Ymonth until the 6™ month after the onset of disease.

vocational

90 percent of the neurological recovery had occurred by the end of
3 months following the onset of the stroke!'?.
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BLIND

The evaluation of the patients in both groups used blinded
observers. The observer were physical therapists who did not know
the patients before. All patients were changed their clothes and
therefore, the observers did

wore the inpatient hnspltal -\;
not know the patients. The B ndex was used by the two

observers independently
COMPLIANCE

1. Trial groups ,
Compliance was < of wthe trial group. The
relatives must co-ope ."”:f. ent .x{ he patients must come
to follow up every mé
1.1 Co-operl of relativeslin treatment

The investigator e ..-EL'EPL pportance of the home program.
A checklist for the numher';ﬁ' ts and duration of treatment
of relatives were cres =T f~i ives treated the patient,

they must check -Lr_‘_—.:::.';:._._;-__r.‘_;.;z-:;-, The patients were

sfaluated the checklist
ecklis w-as tested by visiting

followed up every Mot
for compliance. The‘[alidi O
the patients at home ¢tg see whether they really carried out the

ereatment. P YRV Y IWHINT

1.2 Ebllowing the patients

When the ﬁ:ﬁ ﬁsﬁ ],j ve incentives
(eg. fre:ar aa mﬁa} ﬁﬂ the patients
did not att nd for the follow up, the staff would go to visit them

at home.

2. Control group
2.1 Co-operation of rehabilitation staff in treatment
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For the control group, a checklist for the number of
treatments and duration of treatment of physical therapy and
occupational therapy were created. When the rehabilitation staffs
treated the patient, they must check the checklist as well.

2.2 Following the patients after discharge

ional massage or the
outpatient rehabili another hospital. The
patient was asked abo 2 tre: e when they came to follow
up. The co-interve -,jf1 Exom, treatment of staffs was
Gt & protocol strictly.

Some patients

controlled by asking
CONTAMINATION

The Srinagari
rehabllltatlun.cen r "Hz land. This center was
’ I
the only center ths: creat the pat?u t in a rehabilitation

ward. The trial grodps did not gegceived a full rehabilitation

e o TN RS-
o N TRl INEN g

This étudy was done in two independent groups; a conventional
rehabilitation program in the hospital and a rehabilitation home

if-.'----W-'I'_Iifti_ﬂ.---'-n"- T = k=] the largest
iy

program.
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For calculating the sample size, the outcome of each method
was categorized in two groups; total independence and non total
independence.

The outcome was a nominal scale. The proportion of total

independence patients per t=~ ients of each method was

calculated. The formula ;; sample size in this study
was
n/gr. ;- .
Za o | = 1.96
z, wpd [ I1 : errox »="10% = 1.28
T, 2d_aver tey in control group
" in trial group
T
From literagurg ¢ Will be estimated:
m = 0.6
n/gr cases , drop out 20%
. e = Ses
7~ ')
MEASUREMENT m .m
Variable t

AgunTneng

1. Functiohal assessman

s RS D,

living (ADL) was used as the indicator. There were many methods to
measure ADL. In this study the Barthel Index was selected because
it was simple and designed for measurement of moderate to severe
disability that was compatible with a stroke patient. It was a
high validity and reliability scale.
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Instrumental design
The Barthel Index, developed in 1965 by Barthel and Mahoney,
consisted of 10 activities of daily 1living (ADL.) wvariables in

(3, Items were weighted

which the patient received a score
Fox e le, continence was weighted
heavily as the incontinent ie en as socially unacceptable

o @alues for each item were
: nce needed by the patient in
ged frem O to 100. Score of 100
implied complete indepéndéndd : \\ of activity. A score

)

=

The Barthel 1Inde ad . beeni showr © have both high test
re-test reliability fanf i ' reliability. Granger,
Albrecht, and Hamilton'¥ nej x a~test reliability of 0.89
and inter personal reliability ._ = 9.05. High internal reliability

=

had also been found

ewsRehabilitation Center
for the aged (alphazs: Ser8nd 0.965) 9,
V. ‘t\‘
A number of corns 1t& had been reported for
the Barthel Index. related with both the
Katz scale and rﬁne Kehniy Self-Caré&/Evaluation ‘'’, and the Pulses

Profile‘'® . ‘wn mﬂw:ﬁp%q'ﬂ %troke program, the

admission Barth&l Index score discriminated between those who died
and those= i m = < gpredicted the
likelﬂnu%meh mqﬂﬂja&t or less were
less likely to be discharged home than those with a discharge score
of more than 60122,

'e scale was highly
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2. Recovery time

The recovery time was time from onset of stroke to

independence stage. The recovery time was compared between the two

groups.

DATA COLLECTION

All stroke patie d the demographic data of
patient, demographi€ d
patient.

eurological status of

1. Demographic daf

A ‘
1.1 Demographig® gata of ieht eg. age, sex, marital

status, education, occupa 5§=;7}: derlying disease was recorded.
1.2 Demug data ©g. relationship with

patient, age, sex, g_“"‘—"""‘""‘—"“ ' occupation.

2% Haurnlnginnlnatatus

ek u&gnﬂwﬁu@m@s o sipohe medh

including atio str (thrombosis, emhuli}, side of

Bt s e s o<t RS

dysarthria, and impair joint position sense were recorded.

T rntad
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DATA ANALYSIS

Ssurvival Analysis

The patients who were assessed by the Barthel Index were

classified into 2 groups. {1 score of 60 or less indicates
dependent group and ' \\ﬂ‘Lf J#; = than 60 indicates the
independent group. The g nﬂ?ﬁ'~ webE a¥Chotomous data. The outcomes

itil' 6 WENENE. Some patients might be

lost to follow up. The api Dtiate a;:::::%al method was Survival

were measured every mc
Analysis.
Subgroup Analys

The demographic#datal - p erl lative and information
concerning neurologica ged in subgroup analysis.
ETHICAL CONSIDERATIONS

ThiE EtU.dy W U-x—o-—-n'lq ec—H 9'7‘!.—'-'!f7-l'l-- = Cﬂnﬁﬂnt ﬂ.nd
\
tion home program was
Pri
an not H- admitted. The benefit

of patients who recexggﬂ only a abllltatlan home program had

never been stuﬂgw{gaﬂlﬂ %wmﬁ‘she patients.
”a RIAINTUNAIINGNA Y

The mbst important limitation was compliance of patient and
staff. However this study tried to control it as was mentioned in
research methodology.

ethical committee peEm

routine practice wh-lithe pat
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EXPECTED BENEFIT AND APPLICATION

If the results of the conventional program in the hospital are
not different from the home program, the home program should be
considered the alterative way to manage patients to be admitted to

There were ab@ut shides per menth." The total sample size
was, 264 cases. The , 1] ted within 8.8 months.
The follow up time wagf6 Monfns. e\ total time for data collection
was 14.8 months. | :

- - - . s o s S T - - i

l.preparation .

2.data collection gad=———=——= —————— - Y >
3.data analysis , it
4.writing R Y,

5.presentation ¢

e YR TR TR G
RINNTUUNININY



BUDGET
Bahts

1. personnel
1.1) two observers 13,000
2. subject cost

2.1) travel expense N\ \ 80,000
264 subjectSme
6 follow up ‘
3. transportation facid¥id'eS _ 20,000
monitor, ' :
4., - Other cost
office facilitiegl 10,000

uss

520

3,200

800

Total

e e e ————— -

Rate of conversion 1

)

iF

ﬂUEl’JVIEW]ﬁWEI’]ﬂ’i
’QW’lﬂﬁﬂ‘iﬂJﬂmﬂﬂﬂ’]ﬁﬂ
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