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Abstract

Introduction

Sexual health significantly impacts the quality of life in
cancer patients, yet no validated Nepali version of the
EORTC Sexual Health Questionnaire (SHQ) exists. This
study aimed to translate, culturally adapt, and validate
the EORTC SHQ for use in Nepal.

Materials and Methods

Following EORTC guidelines, the SHQ underwent forward
and backward translation, expert review, and pilot
testing. Ethical approval was obtained from the Institu-
tional Review Committee of Nepal Cancer Hospital
(IRC-NCHRC 008/2078), and informed consent was
secured. A pilot sample of 50 Nepali cancer patients
assessed feasibility and comprehensibility. Reliability and
validity were analyzed statistically.
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Cancer is a significant global health issue, contributing
substantially to mortality and morbidity. In 2018, approxi-
mately 18.1 million new cases were reported globally,
resulting in 9.6 million deaths, making cancer the fifth
leading cause of death worldwide." In Nepal, the age-stand-
ardized incidence of cancer was estimated at 103.7 per
100,000 people, with a mortality rate of 77.8 per 100,000.2
Sexual health, as defined by the World Health Organization,
encompasses physical, emotional, mental, and social
well-being in relation to sexuality.? In the context of cancer,
sexual health is a critical yet often overlooked aspect of a

patient’s quality of life. Research shows that women experi-
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Results

The translated SHQ was well understood, with no major
issues reported. It demonstrated strong internal consist-
ency, test-retest reliability, and construct validity, corre-
lating significantly with quality of life and psychological
distress measures.

Conclusion

The validated Nepali SHQ is a reliable tool for assessing
sexual health in Nepali cancer patients. Its availability will
enhance understanding of cancer’s impact on sexual
functioning and support targeted interventions.
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ence a higher cancer burden, likely due to earlier disease
onset, with gynecological cancers such as cervical, uterine,
and breast cancers being most common in women aged 40
to 60." The growing number of cancer survivors, thanks to
advances in treatments, faces ongoing health challenges,
including the lasting impact of cancer and its treatment on
sexual function and body image.*>®

Sexual dysfunction, defined as impairment in any phase of
the sexual response cycle or pain during intercourse, is
frequently reported among cancer patients. This can stem
from physical, psychological, interpersonal, and behavioral
factors.” Common issues include hypoactive sexual desire in
both sexes, erectile dysfunction in men, and dyspareunia in
women.® These problems can persist even after the
disease-free period, often worsening over time.® As cancer
survivorship increases, addressing these issues becomes
crucial. Validated patient-reported outcome (PRO) meas-
ures allow for comprehensive assessments of sexual health,
helping clinicians develop individualized care strategies to
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enhance quality of life.* However, there is a lack of stand-
ardized tools in the Nepali language to assess sexual
functioning in cancer patients. This study aims to translate
and validate the EORTC Sexual Health Questionnaire
(EORTC SHQ-22) for use with Nepali cancer patients and
survivors, filling this gap in care.™

The study involved multiple phases, starting with the trans-
lation of the original questionnaire, followed by cultural
adaptation, pilot testing, validation, and finalization of the
translated version. It was conducted among female cancer
patients at Nepal Cancer Hospital, Lalitpur.

Ethical approval for this study was obtained from the
Institutional Review Committee of Nepal Cancer Hospital
and Research Center, Harisiddhi, Lalitpur, Nepal
(IRC-NCHRC 008/2078). The study was conducted in accord-
ance with the ethical guidelines, and approval was also
secured from the respective Department of Medical Oncol-
ogy for data collection within the hospital setting.

Prior to data collection, written informed consent was
obtained from all participants after they were provided
with a detailed explanation of the study's purpose and
objectives. The collected data were used exclusively for
research purposes. Ethical principles, including respect for
human rights, autonomy, and justice, were rigorously
upheld to ensure that all participants were treated with
dignity and integrity throughout the study.

Participants were required to have a histologically
confirmed diagnosis of a malignant tumor, irrespective of
location, stage, or treatment status. Eligible patients were
aged between 18 and 60, provided informed written
consent, and had no other disabling medical condition that

could impair cognition or reading ability.

Two instruments were employed in this study: a socio-de-
mographic questionnaire and the EORTC SHQ-22. The
socio-demographic tool was used to gather relevant patient
data. The EORTC SHQ-22, Phase IV version, is a 22-item
questionnaire that assesses psychosocial and socio-behav-
joral aspects, with 13 items focused on these domains. It is
designed for use across various cancer types and stages.
The Phase IV study aimed to internationally validate the
questionnaire for cancer patients.
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The demographic questionnaire was divided into several
key sections. The first section captured personal details
such as the participant's name, age, gender, working status,
marital status, and number of children, education level,
religion, and the state of their sexual relationship. The
second section, for official use, captured data relevant for
administrative or research purposes.

To ensure accuracy, the diagnosis, date of diagnosis, and
treatment details were cross-referenced with the hospital’s
Medical Records Department (MRD) files, ensuring the
reliability of the provided information for research purpos-
es.

The EORTC SHQ (European Organization for Research and
Treatment of Cancer Sexual Health Questionnaire) compris-
es two multi-item scales assessing sexual satisfaction and
sexual pain, along with 11 single items evaluating sexual
activity, including treatment-related and partner-related
factors. It also includes general sexual health questions
addressing concerns such as sexual pain, incontinence,
fatigue, and vaginal dryness, as well as four gender-specific
questions (two for men and two for women).

All items are scored on a 4-point Likert scale: "not at all," "a
little," "quite a bit," and "very much." Scores range from 0
to 100, with higher scores reflecting greater sexual satisfac-
tion or health. The functional scale and single-item meas-
ures cover aspects like sexual satisfaction, libido, treat-
ment-related symptoms, communication with healthcare
providers, insecurity in relationships, and confidence in
erection, masculinity, and femininity, contributing to an
assessment of overall sexual well-being.

Descriptive statistics summarized demographic and clinical
variables, including age, gender, marital status, children,
religion, education, occupation, diagnosis, time since
diagnosis, and treatment modality, using sums, percentag-
es, means, and standard deviations. Data were collected
during follow-up visits and recorded in standardized case
report forms via Microsoft Excel.

After completing consent, demographic, and questionnaire
forms, participants provided feedback via a debriefing form
regarding the need for assistance and any issues with
understanding or emotional distress. Instances of confusion
or communication barriers were documented.
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TRANSLATION PROJECT

The EORTC item bank was searched for existing translated

Nepali SHQ questionnaires. None was found hence
obtained permission from EORTC to translate and use. The
translation process determined by the EORTC in the transla-
tion manual was followed." Figure 1 shows the flowchart of
the translation and validation procedure of EORTC SHQ22

into the Nepalese version.

PREPARATION

A formal request to start the translation process in Nepali
language was sent to the EORTC translation unit (TU). After
confirming that no such questionnaire already exists or is
under development, the TU sent a translation package,
which contained a questionnaire, templates, pre-translated
files, and a scoring manual.

FORWARD TRANSLATION

Two independent bilinguals (Nepali and English) native
speakers of the Nepali language, with sound knowledge of
clinical terminologies, local terms (slang), and cultural
expressions used in scientific English literature as well as
laymen Nepalese language translated the document. Two
forward translations (FT1 and FT2) of the English version of
the questionnaire into the target language (Nepali) were
done separately.

RECONCILIATION

The two translated versions were reconciled into a unified
preliminary Nepali version (FT3) by the third independent
bilingual translator who was a practicing clinical psychia-
trist. The primary investigator (Pl) and the EORTC transla-
tion team further explored the reconciled version for
discrepancies. A written report documented was issued
concerning the translation and reconciliation process.

BACK TRANSLATION

The reconciled version was translated back to the English
language by different translators (BT1 and BT2). BT1 and
BT2 were bilingual Nepalese practicing clinical Psychiatrists.
Both the translators had not seen the original English
version.

Back Translation Review

The two obtained back translations were compared with
the original English version of the SHQ22 questionnaire by

the EORTC translation team. All differences were addressed
by the Pl and sent to EORTC for approval (BT3).

PROOFREADING

To ensure quality, the questionnaire was proofread by an
external professional proofreader for review. The prelimi-
nary translation and the original questionnaire were
compared and a report explaining the suggestions and
changes was submitted by the proofreader. All differences
were addressed and an agreement was reached between
the proofreader, Pl and the EORTC translation unit.

Pilot testing and cross-cultural adaptation

After acceptance from EORTC, the preliminary Nepali
version of SHQ22 was administered to participants who
met the inclusion criteria at Nepal Cancer Hospital and
Research center, Harisiddhi, Lalitpur. The pilot testing was
performed using semi structured interview with 10
patients. This sample size was specified by EORTC transla-

tion protocol for pilot testing of translated questionnaire.

FINALIZATION

After the pilot testing, the suggestions from the participants
were carefully considered and a consensus was reached
between the Pl and the EORTC translation unit. The final
translation was approved and the project was closed.

Original English Version of EORTC SHQ Permission obtained from
EORTC for translation

| Forward translation to Nepali (FT2) |

| Forward translation to Nepali (FT1) |

T~ v

| Reconciled version in Nepali |

N

| Back translation to English (BT1) | rBu:ktunslahon to English (BT2) |

External Proofreading

¥
Pilot testing version of EORTC SHQ22 I

]

Review by IRC Nepal Cancer Hospital

Pilot Testing

Patient comments
<‘.:\I Review and feedback from EORTC |

Review and establishment of final
Nepalese version of EORTC SHQ,

Acceptance by EORTC

| Nepalese version of EORTC SHQ |

Review and feedback from
EORTC

1

| Figure 1: Translation and validation process of EORTC SHQ-22 into Nepalese Language
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The translation project was started after obtaining approval
from the EORTC QoL Translation Unit. The translation
followed the standard EORTC 8 step procedure, including
translation preparation, forward translation, reconciled
translation, back translations, back translation report,
proofreading, pilot testing and finalization. During the
translation process, several rounds of report submissions
and discussions occurred between the translator coordina-
tor, translators, translation unit, and proofreader until a
final consensus was reached. The preliminary Nepali
version was then used for pilot testing.

Pilot testing was conducted at NCHRC after obtaining
approval from the Institutional Research Committee (IRC).
The EORTC SHQ-22 questionnaire was tested on 10 cancer
patients. Demographic data were collected from partici-
pants, while clinical information was retrieved from the
Hospital MRD file. The MRD file was pre-screened to ensure
participants met inclusion criteria and were clinically stable.
Participants were introduced to the project by the co-au-
thor, who explained the study's nature and aims. Written
consent was obtained after providing detailed information
about the research.

Participants who agreed to participate were provided with
the demographic form and questionnaire to complete
independently, marking any questions they found difficult
or problematic. After completing the SHQ-22, participants
were interviewed by the co-author to evaluate the compre-
hensibility of the translated questionnaire. Feedback was
documented on a form provided by the EORTC translation
unit. Variables assessed included difficulty, confusion, and
upsetting or offensive content. If participants faced issues,
they were asked how they might reword the questions.
Additional feedback was sought on general thoughts about
the questionnaire and any challenges encountered, helping
identify underlying reasons for comments. This process
validated the translation, ensured cultural adaptation, and
minimized response errors.

Cross-cultural validity, a type of construct validity, refers to
“the degree to which the performance of items on a trans-
lated or culturally adapted instrument reflects that of the
original version”.”? Cross-cultural validity was ensured
through a five-step translation and back-translation
process, followed by pilot testing, in accordance with
EORTC guidelines.™
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Descriptive statistics including sum total, percentages,
means and standard deviations are reported for age and
gender, marital status, number of children, religion, educa-
tion occupation, and diagnosis, duration from diagnosis and
treatment modality. Quantitative data stemming from
patient interviews was documented in Microsoft excel
sheet by the PI. The IBM Statistical Package for the Social
Sciences (SPSS) Version 23.0 was used.

A total of 10 patients with various cancer sites (Four
patients had ovarian cancer, two had endometrial cancer,
one with cervical cancer, one with buccal mucosal cancer,
one with laryngeal cancer and one did not disclose diagno-
sis) were enrolled (table 2). The sample included more
women (8) than men (2). The participant’s age ranged from
48 to 60. All participants were married with children. About
50% of participants completed middle school, 30 % college
or university, and 20% were uneducated. 9 out of 10 partici-
pants were Hindu and 1 was Buddhist. 40% of the partici-
pants reported being retired, 30% were employed and 30%
were not. 90% of participants reported being sexually
active. The majority of patients were treated with curative
intent. 33.33% surgery, 33.33 percentile Radiotherapy and
surgery, and 22.22% Radiotherapy and Chemotherapy,
while one chose not to answer. The patient’s clinical and
demographic data are presented in Table 1 and Table 2.

Cronbach's alpha was used to evaluate the internal consist-
ency of two components: the sexual satisfaction scale and
the sexual pain scale. The sexual satisfaction scale included
8 items.34101217181921 The initial Cronbach's alpha was
0.571, indicating moderate internal consistency. After
excluding three conditional variables,®**? Cronbach's
alpha improved to 0.876, reflecting a higher level of internal
consistency.

The sexual pain scale comprised 3 items.®*% |ts initial
Cronbach's alpha was 0.394, indicating low internal consist-
ency. Removing one conditional variable raised the coeffi-
cient to 0.579, showing a slight improvement.

In summary, the sexual satisfaction scale achieved
enhanced internal consistency following item removal,
whereas the sexual pain scale showed only minor improve-
ment, suggesting further refinement is needed to improve

its reliability.
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Table 1: Socio-demographic and sexual health-related

Table 2: Clinical characteristics of the patient

patient characteristics Characteristics Frequency | Percentage
Characteristics Frequency ‘ Percentage CA buccal mucosa 1 111
- - CA cervix 1 11.1
Agein years Mean +SD (Min, Max) |  52.90 +4.23 (48, 60) Diagnosis 5 Endometrium 5 222
Sex Female 8 80.0 (n=9)
Ca larynx 1 11.1
Male 2 20.0
CA ovary 4 44.4
Address Dang 1 10.0
Total 9 100.0
Helambu 1 10.0
Not answered 1 11.11
Kathmandu 8 80.0 -
Treatment| Radiotherapy + Chemotherapy 2 22.22
Number of children | 1 2 20.0 -
(n=9) Radiotherapy + Surgery 3 33.33
2 3 30.0
Surgery 3 33.33
3 4 40.0
Total 9 100.0
4 1 10.0
Education College/university 3 30.0
Middle school 5 50.0
Uneducated 2 20.0
Religion Hindu 9 90.0
Buddhist 1 10.0
Employment Unemployed 3 30.0
Employed 3 30.0
Retired 4 40.0
Sexually active No 1 10.0
Yes 9 90.0
Table 3: Sexual health questionnaire item responses by the participants (n = 10)
Responses n Total g Total
Questions Notat |Alittle | Quite | Very |response Mean +SD
all(1) | (2) a bit (3) |much (4) (Min, Max)
1 | How important to you is an active sex life? 1(10) | 4(40) |1(10) | 4(40) |10(100)| O  |28+11(14)
2 | Have you had decreased libido? 2(222 | 2(22.2)12(22.2)) 3(33.3)|9(100) | 1 27+12(14)
3 | Have you been satisfied with your level of sexual desire? 1(111) | 2(22.2)|1(12.1), 5(55.7) | 9(100) | 1 31%12(L4)
4 | Have you been satisfied with your sex life? 3(37.5)| 0(0) 1(12.5)| 4(50) | 8(100) | 2 [28+15(1,4)
5 | Have you been worried about being incontinent (urine/stool)? 10(100) 0(0) |0(0) 0(0) | 10(100)| O |1%0(1,1)
6 | Has fatigue or a lack of energy affected your sex life? 5(50) | 4(40) |0(0) 1(10) |10(100) O |17+06(1,4)
7 | Has the treatment affected your sexual activity? 2(22.2) | 1(11.1)/1(11.1) 5(55.6) | 9(100) | 1  3+13(1,4)
8 | Have you been worried that sex would be painful? 5(50) | 1(10) |2(20) | 2(20) |10(100)| O  |21+13(L4)
9 | Have you had communication with health professionals about sexual issues? | 9(90) | 1(10) |0(0) 0(0) |10(100)| O [11£03(1,2)
10| Have you been satisfied with the communication about sexual issues | 3(37.5) | 0(0)  |2(25) | 3(37.5) | 8(100) | 2 |[26+14(1,4)
between yourself and your partner?
11| Have you been worried that your partner may cause you pain during 4(40) | 2(20) |2(20) | 2(20) | 10(100) O 22+12(1,4)
sexual contact?
12 | Have you been satisfied with your level of intimacy? 1(14.3) 1 0(0) (14.2)| 5(71.4) | 7(100) 34+11(1,4)
13| Have you felt insecure regarding your ability to satisfy your partner? 4(40) | 1(10) |2(20) | 3(30) | 10(100) 24+14(1,4)
14| Were you confident about obtaining and maintaining an erection when | 0(0) 0(0) 0(0) 2(100) |2(100) | O  |4£0(4,4)
you had sex? (n=2)
15| Have you felt less masculine as a result of your disease or treatment? (n=2) | 2(100) | 0(0) | 0(0) 00 |2(100 | 0 11%0(1,1)
16| Have you felt less feminine as a result of your disease or treatment? (n=8) | 3(37.5) | 4(50) |1(125)| 0(0) | 8(100) | O |175+07(13)
17| Have you been sexually active? 4(40) | 3(30) |0(0) 3(30) |10(100)| 0 22+13(1,4)
18| Has sexual activity been enjoyable for you? 0(0) 1(16.7)|2(333)) 3(50) |6(100) | 4 [33+08(24)
19| Have you been satisfied with your ability to reach an orgasm? 0(0) 1(20) |1(20) | 3(60) |s5(100) | 5 [34+09(24)
20| Have you felt pain during/after sexual activity? 5(83.3) | 1(16.7) 0(0) 000 |6(100) | 4 112+04(12)
21| To what extent did you feel sexual enjoyment? 0(0) 3(50) 11(16.7)| 2(33.3) 6(100) | 4 28+09(2,4)
22| Have you experienced a dry vagina during sexual activity? (n = 8) 0(0) 2(25) |1(125)) 2(25) |g(100) | 0 [3+1(24)
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Table 4... Changes in the scale items after pre-testing’

[tems Original Comments from patients Final Results
AATEET A =T TIEFT A=A FH TG A=A
FH AT 7 Ellcadtond FHT AT ot 7
AT 1% T ATF AR | confusing : according to FWT% IR 3“‘@
AT ST AT patient, answer for word W? Eﬁ? T
FIFHIAT A5 ST | ggr would be would be SR Sp—

e . The question has gigmﬁ ? -

9T so answer option

should be @ (language)
quTE A qEE confusing : according to qUIE I FeE
bkl W ETA patient, answer for word bkl m META
= Fr st P &1~ would be would be ga?g;[ﬁ NN
T 7 faa . The question has Al ¢

AT so answer option

should be %@ (language)
TUTEATS TR confusing : according to qUTEATS ATREr
T‘Fﬁ TETAS patient, answer for word EjT‘ﬁT TETRATE
EE&H —— &2 would bgwould be ;‘:g&q .
Fepem Ty T . The question has Fafeere et 7

AT so answer option
should be & (language)

Table 5: Sexual health questionnaire scale linear scores

Scales female male Total
~ (Mean +SD) (Mean+SD) | Mean +SD (Min, Max)
N | sexualsatisfaction | 5394295 0+0 43.12+3454/(0, 100)
1 | Sexual pain 3681+£33.72 1667+2357 | 32.78+31.91(0,100)
5 | Sexual Activity 4167+3883 | 3333+47.14 | 40+37.84(0,100)
3 | Decreased libido 523814241 66.67+47.14 | 5556+40.82(0,100)
4 | Incontinence 0£0 040 0£0(0,0)
5 | Fatigue 2083+3536 | 3333:0 233343162 (0,100)
g | Treatment 619+488 83.33+2357 | 66.67+44.1(0,100)
7 | Communication 95.83+11.79 1000 96.67+10.54(67,100)
g | with professionals | 50+47.14 33.33+£47.14 | 46,67 +45(0,100)
Partnership - 0+0 0+0(0,0)
g | Confidence erection | - 0+0 0+0(0,0)
10| (males) 25+2357 - 25+2357(0,67)
Body image (males) | 66.67+33.33 - 66.67+33.33(33,100)
11 | Bodyimage (female)
12 | Vaginal dryness
13| (female)

Multiple item scales

This study presented the findings from the translation of
the EORTC-SHQ 22 from English to Nepali and its psycho-
metric properties in a cross-cultural sample of cancer
patients and survivors. The Sexual Health Questionnaire
(EORTC-SHQ) was translated and validated for use in the
Nepali population. It includes a sexual satisfaction scale and
a sexual pain scale, both showing acceptable internal
consistency (Cronbach’s alpha > 0.80). The validation of the
Nepali scale aligns with existing literature.
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Five partner-related items are conditionally dependent on
the presence of a partner. To mitigate scoring inconsisten-
cies and enhance validity, participants without a sexual
partner or who were sexually inactive were excluded. This
ensured the results captured the experiences of sexually
active individuals, reducing confounding factors. Conse-
quently, 100% of the participants had a partner. Three of
these items belong to the sexual satisfaction scale, one to
the sexual pain scale, and one is a single-item scale.

The SHQ-22’s validity should further be tested in underrep-
resented groups, such as more male participants and those
with pelvic region cancers. Despite this limitation, the
SHQ-22 Nepali version demonstrated good psychometric
properties and clinical applicability for assessing the sexual
health of cancer patients in Nepal. The EORTC-SHQ 22 tool
has potential for use in both clinical and research settings,
particularly during treatment and survivorship phases. Its
ability to assess and monitor sexual well-being makes it
valuable for tailoring interventions. The tool’s versatility
emphasizes its role in enhancing patient care and support-
ing evidence-based decisions.*

The translated scale showed good internal consistency
(Cronbach’s alpha = 0.394 for the sexual satisfaction scale
and 0.579 for the sexual pain scale), making it suitable for
future studies. The results suggest the Nepali EORTC-SHQ
22 is a valid and reliable tool for assessing sexual health in
Nepal. It can help physicians, oncologists, and gynecologists
understand the impact of sexual health issues on patients,
reduce stigma, and improve communication. As per ASCO
Clinical Practice Guidelines and Cancer Care Ontario recom-
mendations, sexual problems in cancer patients should be
identified and managed actively throughout treatment and
survivorship.*®

The rigorous translation and back-translation process speci-
fied by EORTC is a key strength of this study. However, the
sample overrepresents female participants and lacks
representation from male pelvic region cancer patients.
Multicenter and population-based studies are recommend-
ed to assess the tool’s utility across the cancer trajectory in

Nepal.

In conclusion, the standardized translation procedure and
thorough pilot testing have successfully resulted in the
creation of an EORTC-approved Nepalese version of the
EORTC-SHQ-22 questionnaire for cancer patients. This tool
significantly enhances the ability to assess health-related
quality of life in Nepal, particularly in clinical research and
potentially in practice settings.
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Further studies with larger sample sizes are essential to =
fully examine the psychometric properties of the Nepalese TR g “ﬂ: R "‘.?5 @
SHQ-22. These studies should also evaluate its performance YU S NP S —
in diverse clinical scenarios to gather comprehensive data T A v e roo2 s 4
on its reliability, validity, and effectiveness. Such investiga- s, aurded g e e s s ses
. . . e s . Tt 1 2 3 4
tions will enhance its utility in cancer research and clinical
care in Nepal.
TigagE®1 o o

) facieT 9w g e W o @

To summarize, the development of the Nepalese ueH &
. . 16. T e T ST S A

EORTC-SHQ-22 enables effective evaluation of health-relat- e o= S T v 1 2 ER
ed quality of life among cancer patients in Nepal. Future
research with expanded samples is necessary to refine its fercre 9 gear: F&: iy aug s
psychometric properties and assess its application in both P —— . s , )

research and clinical practice.
e 4 gramm aud A= fvanm afyn s Sew g v B neet 9w B g
CONFLICT OF INTEREST S e wr ® @
None to declare. 18, TSRS G ST S T ﬁlw 2 ‘? 4
19. T 9 HAITH S W T Ay S g e 7 1 2 3 4

SUPPLEMENT 20. it fitwrersena raf @ nfsdsafiy rodend iy w7 1 2 3 4

The questionnaire is copyrighted, with the copyright notice 21, TR R S R T T ' : ’ ¢
indicated at the bottom of the document, but is available
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of educational grants from pharmaceutical companies), no
fees apply. The questionnaire can be freely accessed and
downloaded from the [EORTC website](https://www.eo-
rtc.org).
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