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Abstract

Tamil Nadu contributes to around 6% of the cancer burden annually, wherein colorectal cancer is one of the most common
cancers. Assessing the quality of life provides a comprehensive understanding of a cancer patient’s experience with diagno-
sis and treatment. While numerous studies have developed tools to assess quality of life, most focus on physical well-being
aspects. The Stoma Quality of Life Scale (SQLS) Version II is a well-established tool specifically designed to assess the
quality of life of colostomy patients. However, a validated Tamil version of this scale is currently unavailable. This study
aims to translate the Stoma Quality of Life Scale Version II from English to Tamil and validate its use for Tamil-speaking
colostomy patients. The Stoma Quality of Life Scale Version II was translated following the European Organization Research
and Treatment of Cancer (EORTC) translation guidelines and underwent pilot testing on 30 patients diagnosed with colorectal
cancer. They further underwent a debriefing interview regarding the comprehensibility and difficulty levels of the items. The
forward translation revealed the difference in the language used by the two individual translators, including the meaning of
the word and syntaxes, at the same time backward translation found out the differences in their perception of the items. The
debriefing interview revealed that out of 21 items, four items needed clarification by 6.6% of the patients and 93.4% of the
patients were able to comprehend and respond to the items without any clarification and support. The translated tool of the
Stoma Quality of Life Scale had a more simplified administrative process, as it was self-administrative, less time consum-
ing, and more comprehensible.

Keywords Stoma Quality of Life - Translation - Culture adaptation - Psychosocial issues

Introduction

Colorectal cancer (CRC) patients face a unique challenge of
living with a stoma bag even after treatment, significantly
affecting their quality of life (QOL) and daily functioning
[1]. Various tools have been developed to assess the general
and the stoma-specific QOL among CRC patients, widely
used in clinical and research settings [2—-6]. However, the
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majority of the tools focus on the physical well-being
dimension while giving less importance to psychological
and social dimensions. Moreover, these tools were origi-
nally developed in the Western context and may not be fully
applicable to Indian patients due to cultural, linguistic,
and healthcare differences. Language barriers and cultural
nuances can affect how patients interpret and respond to
questionnaire items, potentially leading to misinterpreta-
tion of their lived experiences [7-9]. In India, patients often
face additional stigma and family-driven decision-making
regarding stoma management, which may not be adequately
captured by existing scales. Studies indicate that linguistic
and cultural adaptation is essential for ensuring the valid-
ity of QOL assessments across diverse populations [9—12].
However, existing stoma-specific QOL tools have not been
validated in the Indian setting and are unavailable in regional
languages such as Tamil. The absence of a validated Tamil
version limits its accessibility and effectiveness in accurately
capturing the lived experiences of Tamil-speaking CRC
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patients. Given these limitations, the current study aimed
to identify the suitable stoma-specific QOL assessment tool
relevant to Tamil-speaking Indian CRC patients, translate
and culturally adapt the tool into Tamil, and conduct a pilot
validation to ensure its reliability and applicability in the
Indian context.

Objectives

1. To identify the psychosocial issues experienced by
colostomy patients

2. To find out appropriate tool to assess psychosocial issues
of colostomy patients.

3. To translate and validate the Stoma Quality of Life Scale
in Tamil.

Methods
Phasel

The psychosocial issues experienced by colorectal cancer
patients (n= 15) who underwent colostomy and had
permanent stoma bag were explored by conducting an
interview (Table 1). The issues reported were listed down
and compared with the existing tools to identify the most
suitable tool that covered most of the issues reported by
these patients. Two scales (the Stoma QOL Scale and Stoma
QOL Questionnaire) were shortlisted by two independent
experts as they represented most of the issues. The
shortlisted tools were presented to the treating clinician
(surgical oncologist), and the tool that was identified as most

representing the patient’s issues was the Stoma Quality of
Life Scale (SQOLS). Tools identified and their relevance
to psycho-social issues are presented in Table 2. Therefore,
permission to translate the scale into the regional language
(Tamil) was sought from the author.

Phase ll

After obtaining the permission, the scale was translated into
Tamil using the European Organization for Research and
Treatment of Cancer (EORTC) translation guidelines (for-
ward and backward translation procedure) [15]. The tool
was given to two independent experts who are well-versed
in both English and Tamil, for forward translation. Both the
translations were compared, and a reconciled version of the
tool was arrived. The reconciled version was given to two
more independent experts for back translation. Comparing
the backward translations with the original version, a final
version was prepared. The final version was proofread by
an expert, and finally, the translated version of the tool was
pilot-tested with 30 ostomates who are well-versed in both
reading and writing Tamil, to check its relevance and sensi-
tivity [16]. After administering the tool, a debriefing inter-
view was conducted to assess the item/word difficulty, items
confusing and upsetting. The items reported by patients as
difficult and confusing were re-worded in consultation with
two experts. The re-worded items were again presented to
patients (n= 3) to ensure clarity. A total of seven experts and
30 patients were involved in the entire translation process.
The experts included four translation experts, two translation
co-ordinators, and one proofreader. The data was analyzed
by computing simple frequencies and percentages.

Table 1 Identified psychosocial

. . S. no Addressed issues Reported by no of
issues experienced by patients (n= 15)
participants of the pilot study

1 Disturbances in sleep regarding stoma bag 12 (80%)

2 Social problems (avoiding social activities) 9 (60%)

3 Worry about stoma leakage and noises 8 (53.3%)

5 Problem with routine works 7 (46%)

6 Avoiding sexual activities 6 (40%)

7 Reduced food intake and avoided favorite food (non-veg) 6 (40%)

8 Changed dressing pattern and not able to wear 5(33.3%)

9 Traveling issues 4 (26.6%)

10 Avoiding to stay in relative’s home 4 (26.6%)

11 Searching toilet facility wherever they go 3 (20%)

12 Cry sometimes 1(6.6%)

13 Pain (sometime) 1(6.6%)

15 Not able to carry out household chores 4(26.6%)

16 Worrying about future commitments 2 (13.3%)

17 Could not return to previous job 2 (13.3%)
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Table 2 (continued)

18

Number of issues covered
Avoiding social activities—Q4,

Reliability and validity
Intraclass correlation coeffi-

Work/social function, sexual-

Number of items Dimensions

21 items

Author and year
Baxter [1]

Stoma Quality of Life Scale

S.no Name of the tool

6

Springer

Q20
Leakage and noises—Q8, Q15,

cient >0.8

ity/body image, skin irrita-

tion, financial concerns, and

overall quality of life

Q17,Q18
Sexual activities—Q7. Q8, Q9

Food intake—Q13

Routine activities—Q21

Changes in dressing pattern—

Q12
Traveling issues—Q6

Searching toilet—Q11

Job worries—Q5, Q14

Results
Step I: Forward Translation

The aim of the first step was to translate the Stoma QOL
Scale into Tamil and produce a version that would be con-
ceptually as close as possible to the original questionnaire.
The English questionnaire was given to two independent
translators. Translator I was a psycho-oncologist, and trans-
lator IT was a psychologist. Both were native Tamil speakers
with a good command in English.

Step lI: Preparation of Reconciled Version

Of the 21 items translated, two items precisely matched
between the two translations. There were typographical
and grammar errors, which were corrected. In the first item,
the word “general” was missing in both the translations,
which was added. The translation for the word “stoma” was
misunderstood in all the items (n = 8) by both the transla-
tors, which was clarified and corrected by the translation
coordinator. In item number 11, the translation for the word
“privacy” was understood as “covered place,” while others
understood it as “personal rights” which was corrected, in
consultation with the experts. In item 21, the word “same”
was misunderstood as “like always.” The discrepancies
between the two translations were resolved in consultation
with both the co-ordinators. In a few items, amalgamations
of both versions formed the reconciled version.

Step lll: Back Translations

The reconciled version was given to another set of two
independent experts for back translation. Translator I was a
physiotherapist, and translator II was a molecular oncologist
with Tamil as a native language and with good command in
English. They were requested to translate the items in simple
English language.

Step IV: First Intermediate Tamil Version

Both the backward translations were compared with each
other and with the original English version by the transla-
tion co-ordinators, and a translation report was prepared.
Based on the report, an intermediate version was prepared.
Four items precisely matched between both the backward
translations and the original version. In the first two items,
the translation for the word “generally” was missing in both
the backward translations, which was added. The translation
for the word “satisfaction” was missing in one of the transla-
tions. The translation for the word “enjoy” was missing in
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one of the translations. The word “stoma bag” was inter-
changed with the word “pouch.” Similarly, the word “mate-
rial” was interchanged with the word “appliances.” The
words “difficulties” and “issues” were used by both transla-
tors, whereas the appropriate word that was mentioned in the
original version was “concerns.” The word “worried” is used
by the translator instead of the word “bothered.” However,
the comprehensibility of the translated items was high, and
the grammar was intact, though certain words were miss-
ing in a few items. The errors and tense forms were cross-
checked with the original English version, and the nearest
translation was chosen for each of those items. After making
the necessary changes in the items, the first intermediate
version was pilot-tested with the patients.

Pilot Testing

The intermediate Tamil questionnaire was administered to
30 patients with a stoma bag, diagnosed with carcinoma rec-
tum, and was currently under follow-up, at our center. Both
males and females were included, and the selection criteria
ensured that all patients were fluent in Tamil and had the
ability to read and write in their native language of Tamil.
The demographic details of the patients are presented in
Table 3. Following the administration of the tool, a debrief-
ing interview was conducted to evaluate whether any items
were difficult to understand, confusing, or upsetting items.
Patients were encouraged to provide feedback on specific
items they have reported any issue in the items; suggestions
were obtained to reframe the items. The feedback-driven
modifications enhanced the clarity, cultural relevance, and
emotional sensitivity of the questionnaire, making it a more
comprehensive and patient-friendly assessment tool. The
final version of the tool was used in the main study to evalu-
ate the stoma-specific quality of life among Tamil-speaking
CRC patients.

Results

Based on the pilot study, out of 15 participants, 12 were very
conscious about the filling up of the stoma bag during the
night. Hence, they faced sleep disturbances (80%). About
60% of participants had problems with social activities in
which they were active earlier. Participants worried from
stoma leakage, noises, and foul smell were about 53.3%.
For about seven participants, the daily routine activity was
a problem. About 40% had avoided sexual involvement
because of the discomfort and stoma bag issues. Another
40% had avoided food intake, especially their favorite
dishes. Thirty-three percent of participants had changed
their attire from their original because of the stoma bag.
About 26.6% had avoided staying in a relative’s place, and

Table 3 Socio-demographic and clinical details of the participants

Variable Frequency Percentage
Age
Below 50 years 15 50
50 years and above 15 50
Gender
Male 25 83.3
Female 5 16.7
Education
No formal education 1 33
Middle school 1 33
High school 21 70
Secondary 3 10
Degree 4 13.3
Occupation
Homemaker 8 26.7
Private job 12 40
Government job 1 33
Unemployed 3 10
Retired 3 10
Own business 3 10
Marital status
Married 24 80
Unmarried 4 13.3
Widow 2 6.6
Income in rupees
Below 10,000 26 86.7
Above 10,000 4 133
Tobacco use
Non-users 24 80
Smokers 6 20
Alcohol
Yes 8 26.7
No 22 73.3
Family history of cancer
Yes 8 26.7
No 22 73.3
Stage
Grade I 5 16.7
Grade 11 22 73.3
Grade 111 3 10
Received treatment
CT and Sx 2 6.7
RT and Sx 7 23.3
Sx, CT, and RT 21 70
Duration of carrying stoma bag

Below 1 year 19 63.3
Above 1-2 year 7 233
Above 2 years 4 13.3

CT chemotherapy, RT, radiation therapy, surgery
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the same percentage of participants avoided travel due to
accidental bumping with any other (in case) and bag leak-
age irritability. Wherever they go, around three participants
had looked for toilet facility before they head to go to a
particular place. Two of them had faced issues like crying
alone due to commitments in life and experiencing pain.
Some four participants were having problems in carrying out
household chores on a daily basis. Not being able to return
to a previous job was an issue for 13.3% of participants.
There are six such tools identified to measure physical and
psychosocial issues faced by participants. These tools are
globally accepted and widely used because of the reliabil-
ity and validity. They still had limitations in not address-
ing some of the psychosocial issues of ostomies. The first
tool that is discussed here is the Stoma QOL questionnaire,
which addressed on many parameters the ostomies face.
With regard to the Indian scenario, there was less focus on
some psychosocial dimensions like future worries, traveling
issues, job loss and income, pain, and lesser food intake.
A tool designed by the European Organization of Research
and Treatment for Cancer EORTCQOL CR29 has covered
most of the physical issues, and less importance is given to
the psychosocial dimensions like routine activities, lesser
food intake, clothing, traveling issues, searching for toilet
very often, job loss, and income. When compared with the
Indian Society, the City of Hope Quality of Life-Ostomy
Questionnaire covers almost all aspects of issues faced by
ostomies except for anxiety towards stoma bag filling, thus
searching for toilet, job loss and income, traveling issues,
and future worries. It also has many items to be evaluated
and is time-consuming. For Indian conditions wherein the
dressing is traditional most of the time, a lot of focus is
required for changes in dressing with the stoma bag. In the
ostomies adjustment inventory, all the dimensions other than
traveling, searching for toilet, job loss and income, pain, and
changes in dressing are covered. In the fecal incontinence
quality of life scale, most of the issues are addressed but for
job loss and sleep issues and changes in dressing pattern.
Here is one such tool that addressed all the issues faced by
ostomies in the Stoma Quality of Life Scale, developed by
Baxter in the year 2005, which contained 21 items to meas-
ure in the dimensions of issues faced by ostomies but for
sleep disturbances. From the pilot study, the majority of the
participants reported that they had sleep disturbances. Sleep
disturbances for these ostomies are due to the frequent filling
up of the stoma bag. The other tools mentioned above indeed
measured sleep disturbances, but they involved a lot of items
to be evaluated (consuming more time comparatively), and
there was a lacuna in assessing other psychosocial dimen-
sions. Table 3 outlines the socio-demographic characteris-
tics of the patients who participated in this study. A total
of 30 patients with stoma bag, diagnosed with carcinoma
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rectum, who were currently under follow-up at our center
were included in this study. Both males and females were
included, and those people were chosen based on their flu-
ency and who knows read and write their native language of
Tamil. Their ages range from 24 to 66 years with a mean age
of 50 years. However, more than half of the patients were
lower than 50 years and above 50 years of age. The majority
(n= 26) of the patients belonged to the low-income group.
Also, most of the patients had no family history of cancer.
During the pilot testing, most of the patients (76.8%) reported
that the tool does not require any modification. However,
23.2% of the patients required assistance in four of the items
(item numbers 7, 8, 14, and 20) and asked for clarification.
Suggestions of alternative words were obtained from those
patients to improve the comprehensibility of the items.

Table 4 presents the suggestions and alternative words
reported by the patients for the upsetting, confusing, and diffi-
cult items. Two of the five patients stated that the Tamil trans-
lation for the word ““_jTeSluI6LQ & W6LLIT(H B 60 6T
(sexual activities, item no. 7) seems to have ambiguity, where
the word was understood as illegitimate relationship or affair.
Another translated Tamil word of « g5 6| Ua:@ &SJLOMS"
(attractive, item 8) was understood by many as “Beauteous”
other than three patients who were involved in the pilot test-
ing regarding comprehensibility of the item. When compar-
ing both genders, majorly female patients reported that they
were upset to answer to the word “attractive”.

The meaning of the translated word
“QUTIHETTS T EFIOMmIgGer” (financial concerns,
item no. 14) with actual meaning “financial concerns” was
misinterpreted by one as being different from the intended
meaning due to independent meanings of the word economics
and cash in the local dialect. It is due to simplified perceptions
regarding money and economics specific to their low
socio-economic status. The meaning of the translated word
FOLNGFHSITLILIMIG 6T (“social situations” item no. 20)
with actual meaning social situations was misinterpreted as
common incidents relating to day-to-day living.

In the earlier pilot study, those questions that were dif-
ficult to understand by the participants were reframed,
re-administered to three of the participants, and reviewed
the same. In item number 8, the phrase “I feel attractive”
is changed to «pmesr GHMMMLIG LIMTES 6 L60T
@@LILSTE 2_600T JHEGmeor”- In item number 7,
the phrase “I enjoy sexual activity” is changed to
“SHITDLG WG & U6V LIT(H & emerT
BHITeT 3 enlel&HeEGmedr Participants had no
complaints of confusion, difficulty, and not understandable
while answering these translated words.

Upon observations, the comprehension challenges were
found to be associated with specific demographic factors
such as low level of education, rural background, and older
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Table 4 Shows the difficult words and its alternative words suggested by participants

Item Item English Issues No of patients Concurr Clarification  Suggestions
No. version reported ence required
n (%) n (%)
7. BIT60T&H6UFR &TLOMS 1 feel Difficult word 3 (10%) 90.0%  Does the word  Alternative words
© e CMeT attractive SEUTEFRSILONG attractive used  suggested by the patients
in general or were:
does it refer to “I'_F;ITGZ):I'QJEQBSITBB
? . .
beauty? It &MU@@Q@T”
looks like . -
“BITeOTCHTMMLIG LT
“sexual
696y L_6dT
attraction’
QOBUUSTS
2_6ooT 7 H Gm 6T
“I5MeoTeT LIGLIMSILD
GUIMELFFFLILIMEHG6
2 6T T B GmedT”
8. umedwev@gweoum@a 1 enjoy umedwevQaweotm  2(6.6%) 93.3% The Tamil The word needs to be
6T [BITEHT sexual B &eer translation for  reframed to be culturally
. . activit the word sensitive and acceptable
3| s0IL160 & G 6T Y P
“sexual “HTDUSWSS”  is
activity” was  th¢ glternative word
misinterpreted  oferred by one
as “extra participant.
marital affairs’
or ‘illegitimate
relationship’
4. aereemLwinessSley I have QUITGBETTSTIRT 1(3.3%) 96.7%  The word Patient reported question
QaueGWHaID SiemeT financial ORISET “financial needed clarification and
L. L. concerns concerns” did not need reframing.
FMIbHSE LITIHL&H6T
regarding regarding No modifications done.
SHTJEOOTLOME 6T60TE: (&
my ostomy buying of
QUI@®ETTSTTHITLOMIS
GeaTSMyEIn supplies stoma bag was
6T 2_6iTeng! confused with
“general
financial
concerns”
Does the word Patients suggested the
20. FONGEFHS T LILIMIG6T Social FNGFHSTLILMBE 1(3.3%) 96.7% “social item to be reframed
STETE0 60T LISL_LLOGDL I situations o situations”
. makes me mean
QEFWRHMSI
feel “common
anxious incidents

relating to day

to day living”

@ Springer
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patients. Patients with lower levels of formal education (par-
ticularly those with only primary or no formal schooling)
required assistance in understanding certain items. Patients
from rural areas reported more difficulty with comprehen-
sion than those from urban areas, particularly for items that
involved technical or medical terms. Older patients (aged 50
years and above) were more likely to encounter challenges
in understanding certain items compared to their younger
counterparts. The alternative words suggested by partici-
pants were incorporated into the final version to make the
tool more linguistically and culturally relevant.

Discussion

Stoma Quality of Life Scale (SQLS) Version II, a cul-
ture-specific tool, was translated into the local language
(Tamil) using the forward—backward translation guidelines
of EORTC in this study. The forward translation process
revealed that language variations exist among patients,
as inferred from differences in word choice and sentence
structures used by the two translators. The pilot test results
revealed that most of the items were comprehensible and
were able to elicit the response.

The words such as “stoma,” “privacy,” “appliances,” and
“sexual activities” could not comprehend the same meaning
when translated into Tamil. There is no appropriate word
found in the dictionary for these words to accurately convey
the meaning. The Tamil word for “stoma” was literally read
as “micro-hole bag” which could not be comprehended as
intended. Therefore, this word was translated in simple lan-
guage for the easy understanding of the local people.

During the pilot testing, several comprehensibility related
issues arose due to patient’s understanding of the items,
particularly regarding their psycho-physiological concerns.
Some factors are interfering with difficulty to understand
and answer the items.

According to the patient’s understanding, the subject (“IP”)
reported that the word “sexual activities” (item no 7) was con-
veying the meaning as both “sexual affairs as well as “prosti-
tution activities.” In the local context and cinematic percep-
tion, the word “|jrellulel QFWELLITHHm6T”
was comprehended by the subject (“IP”) as still main-
taining an immoral sexual relationship with other people
other than their spouses and that the translated word of
“Limedluwey QEwevLIM(H&6me” was misunder-
stood from the actual meaning of “spouse sexual activities.”

Such demographic factors might influence their under-
standing, where people with lesser educational qualifi-
cations may have difficulty answering those items when
compared to highly educated patients. Simultaneously,
another factor that contributed to comprehensibility was

99 <
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for the people who hailed from rural background. Misap-
prehension issues may differ when comparing both rural
and urban patient which depends upon their awareness and
sensitivity towards the word or item. Older patients (aged
50 years and above) were more likely to encounter chal-
lenges in understanding certain items compared to their
younger counterparts. Older participants took longer to
process and interpret the questions, particularly those that
required abstract reasoning or subjective assessment of
emotions.

Another translated Tamil word of
“&He6l Ug:@ &[JLNITE” (attractive, item 8) was understood
by many as “Beauteous” other than three patients (R.N, E.V,
S.V) who were involved in the pilot testing regarding com-
prehensibility of the item. When comparing both genders,
majorly female patients reported that they were upset to
answer to the word “attractive.” Those patients reported that
the word “ g6 jggqg; [JLOTE Was deciphered to have a
sexual connotation and having an indirect meaning of show-
ing genitals or it might indicate looking as a conspicuous
actress. Various reasons were interfering in this muddle. In
the common dialect, the translated word of attractive con-
veys as sexually attractive and particularly indicates female
patients to exhibit sexual interest towards others than male
patients; the above reason was misperceived as it depends
upon the cinematic culture where commercial cinema has
wrongly conveyed the meaning of the translated Tamil word
with sexual connotations. Of the three subjects, two of them
were in their senescent periods of life where their orthodox
view towards the meaning of attractiveness has inhibited
them from truly understanding the meaning of the word.

All three patients hailed from rural background and low-
income group. It might also be the reason for misunderstand-
ing of the item, which has to be answered, and they expected
clear clarification from the researcher.

The meaning of the translated word
“QUITmHeTMTSTIF TLIomIGeT (item no. 14) with
actual meaning “financial concerns” was misinterpreted
by one subject (A.R.) as being different from the intended
meaning due to independent meanings of the word
economics and cash in the local dialect. It is due to simplified
perceptions regarding money and economics specific to their
low socio-economic status.

The meaning of the translated word (item no. 20) with
the intended meaning being “& LN & & [5G [T LI LI hI & 61T
(social situations) was misinterpreted by subject (A.D)
due to the vast generality associated with the meaning
of the word and hence suggested a change which would
denote a specific meaning such as translated words which
would imply daily activities and social functions. This was
due to the subject’s perception that the translated word
had a vague meaning and did not denote any particular
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meaning or a specific situation to which the subject could
easily comprehend.

The challenges encountered during the Tamil adaptation
of SQLS align with those faced in similar cross-cultural
validation studies in other languages. In Spanish and
Portuguese adaptations of stoma-related quality of life tools,
researchers encountered difficulties in translating culturally
sensitive terms, such as “sexual activities,” which required
adjustments to align with local linguistic and cultural
norms [7]. Similarly, Chinese and Arabic adaptations
found that words related to bodily functions, hygiene,
and social stigma were difficult to translate directly,
necessitating context-based modifications to maintain
the intended meaning [8, 9]. A French adaptation of a
colorectal cancer QOL questionnaire highlighted the need
to restructure terms related to intimacy and psychological
distress to avoid misinterpretation [17]. In India, regional
language translations such as Hindi and Kannada revealed
that rural participants often struggled with medical
terminologies, leading to the inclusion of simplified,
colloquial expressions to enhance comprehension [18]. The
Tamil adaptation of SQLS underwent similar modifications
to ensure cultural relevance and ease of comprehension,
particularly for rural and elderly populations. The
necessity to refine translations based on local dialects,
socio-cultural perceptions, and linguistic variations
is crucial to ensure the validity and reliability of the
adapted tool [8, 9, 17-20].

Conclusion

The patients reported that the Stoma QOL tool was relevant.
The translated tool had a more simplified administrative
process and was self-administrative, less time-consuming,
more comprehensible, and patient-friendly. The translated
tool will help in the self-assessment of the quality of life of
patients in a more comprehensive manner. This would give
a detailed understanding of the subjective well-being of the
patients, which would help the psycho-oncologists to offer
appropriate interventions, for both temporary and permanent
colostomies. It is not necessary for a psycho-oncologist to
be present during assessments.
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