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Persian version of Patient-Reported Outcome Measure for Urethral Stricture Surgery (USS-PROM)
Questionnaire, Validation and Adaptation Study

Ali Tayyebi azar'?, Morteza Fallah-Karkan>*, Mohammad Ali Hosseini’, Babak kazemzadeh azad',
Abtin Heidarzadeh®, Jalil Hosseini”*

Purpose: The aim of the present study was translation, cross cultural adaptation and face validity evaluation of the
Persian version of Patient-Reported Outcome Measure for Urethral Stricture Surgery (USS-PROM) Questionnaire.

Materials and Methods: This study was assessed: translation, translation quality, reverse translation and compar-
ison of the English version, content validity, internal consistency and stability. Content validity presents by index
of content validity (CVI) and the content validity ratio (CVR). Internal consistency reliability was tested by Cron-
bach’s 0, and test-retest reliability was evaluated by Intraclass Correlation Coefficient (ICC) assessed by Guttman
two way mixed absolute agreements.

Result: Forty males with history of urethroplasty and mean age of 41.4 £ 9.08 (range of 19 to 52) years old were
enrolled. In the case of mean scores of difficulty from the 16 translated items, 80% had easy translation. In terms
of translation quality, 92% were the satisfactorily clear. In terms of similar concept, 92% were satisfactory. The
overall quality of the translation was satisfactory at 88%. The translated questionnaire has a good internal consist-
ency (Cronbach's alpha as 0.84). CVI and the CVR, test-retest ICC evaluation were appropriate/acceptable in all
questions. The questionnaire ICC was .791(CI 95%, .678-.876). Two main different aspects of the questionnaire
consisted of urinary symptoms (question 1-10) and Quality of life (question 11-15). Cronbach's alpha were .800
and .671 respectively.

Conclusion: The Persian version of the questionnaire has acceptable cultural adaptation and face validity. Further
studies should be done using this translated tool to determine its applicability in the urethroplasty patients.

Keywords: adaptation; patient-reported outcomes measures; USS-PROM questionnaire; face validity; urethro-
plasty; urethral stricture

INTRODUCTION
l lrethral Stricture Disease (USD) is a common

and challenging problem for urologists"?. It has
an estimated prevalence rate of 0.6%“®. Many Valid
option modalities are accessible for the management
of USD"¥. The success criteria for urethroplasty are
based on clinical and objective examinations, such as
uroflowmetry parameters, retrograde-voiding cyst ure-
throgram (RUG-VCUQG), urethroscopy and post void

This is a questionnaire developed for early identifica-
tion of the patients at risk of developing symptoms and
complications of urethral stricture, and also a good in-
strument for assessing need to intervention. The USS-
PROM consists of four main constructs: lower urinary
tract symptoms (LUTS) and LUTS-related quali-
ty-of-life (QoL) domain, Peeling's voiding picture, Eu-
roQoL dimensional scale (EQ-5D), and post-operative
overall patient satisfaction questions “*'¥. Due to the
ethnic, linguistic, cultural and geographical differences

residue ©'Y. Recent studies emphasize the need for
using a questionnaire that presents surgical outcomes
based on subjective perspective’*'?. Thus, the British
scientist Jackson et al. for the first time, developed and
validated a questionnaire with mental characteristics
for patients undergoing urethroplasty named patient-re-
ported outcome measure for urethral stricture surgery
(USS-PROM)"¥,

in the countries, the questionnaire should be developed
in accordance with the social norms of target commu-
nity. This study aims to translate and validate the Per-
sian version of USS-PROM questionnaire to investigate
psychometric properties and determine its appropriate-
ness for use in clinics in Persian-speaking countries.
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MATERIALS AND METHODS

First Step: Translating the original version into
Persian language

In the first stage, two native Persian translators who
were unfamiliar with USS-PROM questionnaire (Sup-
plementary Table 1) translated it independently from
English into Persian and then, one translation was se-
lected for the questionnaire in a meeting with the pres-
ence of scholars and translators. One of the translators
had a history of translating medical texts and was fa-
miliar with medical terms. Furthermore, each translator
scored the items in terms of difficulty using a 100-point
visual scale (0 = completely easy; 100 = completely
difficult). During a meeting with the presence of trans-
lators and authors of the present study, the first trans-
lated copy of the questionnaire was discussed and, fi-
nally, with regard to the items with difficult translation
and their equivalences, a common Persian translation
version was selected. In order to assess the quality of
translation in terms of four concepts of clarity (using
plain and intelligible words), usage in common lan-
guage (avoiding the use of technical, specialized, and
artificial words), conceptual equivalence (having the
conceptual content of the main version of question-
naire) and the overall quality of translation, the third
translator whose mother tongue was Persian and fluent
in English, rated the quality of translation forward. So,
this translator scored four points for each item of the
USS-PROM questionnaire based on a 100-point visual
scale (0 = completely bad/ unsatisfactory quality; 100 =
completely good/ satisfactory quality). The criterion for
deciding on the satisfactory quality of translations was
the average quality scores more than 90. For phrases
and sentences with unsatisfactory translations, the prop-
er equivalences suggested by translators one and two
were used and the translation quality score was again
calculated. This process continued to gain a desirable
level. At the end of this stage, a Persian version was
obtained that was satisfactory in terms of quality ac-
cording to translators of one to three.

Second step: Translating the Persian version into
English language

At this stage, the original version translated into Per-
sian was reverse-translated into English by the fourth
native English translator with sufficient knowledge and
experience of texts from Persian into English. The new
English version was compared with the original version
of the questionnaire in terms of identical concepts and
was discussed during two sessions with the presence
of the translator and the authors to confirm the iden-
tical translation. Eventually, a Persian version of good
translation quality was available. For verifying the face
validity, the obtained version was distributed to 40 pa-
tients with urethral stricture and, with the presence of
one of the researchers in the form of an interview, the
subjects completed the questionnaire. The face validity
of each item of the Persian version of the USS-PROM
questionnaire was determined by a survey of 40 peo-
ple with urethral stricture and urethroplasty in terms of
clarity of the items, ability to answer questions, from
and arrangement of items in the questionnaire. Partici-
pants completed the questionnaire based on a four-point
Likert scale (4 = completely disagree; 3 = disagree; 2 =
Agree; 1 = completely agree).
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Third step: Face validity

With the Lot Quality Assurance Sampling model with
an upper limit of .95 and lower limit of .90 with a sam-
ple size of 40 patients, up to 5 people could announce
that questions, which is not understandable. This was
not the case with the current questionnaires.

Forth step: Content validity

Content validity was assessed by two ways: first, in
rounds of expert consensus meetings (six reconstructive
urologists, four general urologists, one epidemiologist,
one Methodologist, one psychologist, one sociologist
and one spiritualist), document circulation, and patient
interviews. The result of these meetings was no need to
add or omit a question to the questionnaire.

Second, index of content validity (CVI/averages the
item-level; the sum of CVIs is divided by the total num-
ber of items)"'® and the content validity ratio (CVR)
was evaluated. The numeric value of CVR is deter-
mined by Lawshe (Supplementary Table 1). In our
investigation that is number of panelists 15, if CVR is
> (.49, the item with an acceptable level of significance
will be accepted"”.

Fifth step: Internal consistency (reliability)
Internal consistency characterizes the extent to which
question items within the same construct measure the
same conceptual domain and demonstrates whether
it is valid to sum those item scores. This was statisti-
cally evaluated using Cronbach’s alpha coefficient. A
Cronbach’s value of >0.70 was considered acceptable
for internal consistency. Internal consistency for each
question (Cronbach's Alpha if Item Deleted) value as-
sessed for all item.

Sixth step: Stability (test-retest reliability)

A test-retest analysis indicates the extent to which a
questionnaire, test, or measuring procedure will yield
the same results over a period of time. It is assessed
after an interval of four weeks.

The intraclass correlation coefficient (ICC) assessed by
Guttman two way mixed absolute agreements. An ICC
> (.70 was the predefined threshold for inclusion.

Statistical analysis

The final statistical analysis was performed using SPSS
19 (SPSS Inc, Chicago, Illinois, USA) using suitable
methods for assessment of multi-steps. The level of
significance was set at p<0.05. Internal consistency
reliability was tested by Cronbach’s o, and test-retest
reliability was evaluated by ICC test. Content validity
present by CVI and the CVR.

Ethics

After Shohada-e-Tajrish Hospital review board approv-
al was obtained the study conducted in reconstructive
urology clinics (referral center of reconstructive urol-
ogy in Iran), Shahid Beheshti Medical University,
Tehran, Iran, Between May 2017 to September 2018.
Written informed consent was taken for all participation
in the study.

RESULTS

Forty patients with history of bulbar (32 cases), one- or
two-stage (six and two respectively) penile urethroplas-
ty, with mean age of 41.4 + 9.08 (range of 19 to 52)
years; preoperatively, six and seven month following
urethroplasty, without history of neurologic, psychic
and mental disease, educational status higher than di-
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ploma without communications barrier (hearing/speak-
ing, accent) were enrolled in the study. USD etiology
was traumatic, idiopathic and iatrogenic in 29, seven
and four patients, respectively. Twenty-four subjects
had undergone at least one endoscopic intervention
before the urethroplasty. Objective success of urethro-
plasty was defined as demonstration of urethral patency
on post-operative RU/VCUG at 6th month.
Furthermore, Patients with diabetes mellitus, pelvic ra-
diation history and previous history of any kind of ure-
throplasty were excluded from our study as well.

The localization process was followed by translation
steps, translation quality measurement and reverse
translation. In the case of mean scores in terms of
difficulty from the 16 translated items, 80% had easy
translation, 16% had relatively easy translation, and 4%
had difficult translation. In terms of translation quality,
the results also showed that 92% were the satisfacto-
rily clear and 8% were relatively clear. Also, in terms
of common language usage, 100% had a good transla-
tion. In terms of similar concept, 92% were satisfactory
and 4% were unsatisfactory. In other cases, (4%), the
similarity was relatively favorable. Finally, the overall
quality of the translation was also satisfactory at 88%
and relatively satisfactory at 12%. So, overall, the satis-
factory quality of translation was provided. The results
showed that the translation and equivalence process of
the USS-PROM questionnaire was of a satisfactory and
desirable quality. The internal consistency of the trans-
lated instrument was calculated using Cronbach's alpha
as 0.84. Cronbach's Alpha if “Item Deleted” for any
item is presented in (Supplementary Table 1). Two
main different aspects of the questionnaire consisted
of urinary symptoms (question 1-10) and quality of life
(question 11-15) Cronbach's alpha were .800 and .671
respectively. This results indicating that the translation
of the questionnaire has a good internal consistency
and supported the content validity of the Persian ver-
sion of USS-PROM questionnaire according to Iranian
socio-cultural and religious features by contemporary
literature review, expert opinion, consensus meetings of
the study coworker and subject interviews. The trans-
lated Persian form of the tool, CVI and CVR content
validity and stability ICC evaluation is provided in the
(Supplementary Table 1). The questionnaire ICC was
791(CI 95%, .678-.876). (Supplementary Table 1).
English questions, translation into Persian, test-retest
reliability and internal consistency results

DISCUSSION

One of the most important features that should always
be considered when choosing an instrument is the easy
translation and optimal quality of the translated version
into a second language. This issue is primarily addressed
by the original designers of such instruments. It means
that these designers always seek to avoid obscure, in-
tangible, non-transparent, and polysomic terms when
using words, phrases and sentences, thereby facilitating
the process of translating and finding the e%uivalence
for the text from one language into another"®.

The present study, such a score is clearly seen. In oth-
er words, three translators in this project confirmed the
easiness and satisfactory quality of translation in a quan-
titative, measurable and reportable manner. The avail-
able texts on the second versions of the USS-PROM
questionnaire also confirm this. As mentioned before,

the original version of the USS-PROM questionnaire
has been translated into several languages, including
German, Italian, Spanish, Turkish and Dutch"**,
According to our results, in the case of mean scores in
terms of difficulty from the 16 translated items, 80%
had easy translation. In terms of translation quality, the
results also showed that 92% were the satisfactorily
clear. Also, in terms of common language usage, 100%
had a good translation. In terms of similar concept, 92%
were satisfactory. Finally, the overall quality of the
translation was also satisfactory at 88%. The translated
questionnaire has a good internal consistency (Cron-
bach's alpha as 0.84). CVI and the CVR evaluation
were appropriate/acceptable in all questions (Supple-
mentary Table 1). Two main different aspects of the
questionnaire consisted of urinary symptoms (question
1-10) and Quality of life (question 11-15) Cronbach's
alpha were .800 and .671 respectively. Intraclass Corre-
lation Coefficient was .791.

Guido Barbagli and coworkers"” in 2011 published
Italian validation of the USS-PROME Questionnaire in
patients undergoing anterior urethroplasty. Test-retest
reliability and internal consistency statistics demon-
strating criterion validity; intra-class correlation coeffi-
cients ranged from 0.81 to 0.90 for the individual void-
ing questions. Cronbach's alpha was 0.79 for the overall
score and ranged between 0.74 and 0.81.
Psychometric validation of a German language version
of a PROM was conducted on ninety-three men before
and 3 months after surgery, with 40 (43 %) also com-
pleting the USS-PROM 6 months after surgery to assess
reliability. Internal consistency: Cronbach’s 0L was 0.83
for the LUTS. The test-retest ICC was 0.94%”.

For internal consistency in Spanish version of USS-
PROM(22), the Cronbach's alpha was 0.701. For the
test-—retest reliability, the overall ICC was 0.974, and
the ICC for each item separately ranged from 0.799 to
0.980.

In Turkish research®” 42 men had complete pre and
postoperative 6th month data for analysis. The test-re-
test ICC was 0.79. Cronbach's O for internal consisten-
cy of the LUTS construct was 0.79.

According to present study the Persian language USS-
PROM adaption and validation shows similar proper-
ties to the original English, Italian, German, Spanish
and Turkish language version.

Therefore, the easy and high quality Persian translation
of this scale as well as the relatively large number of
international translations can be considered as one of
the advantages of this validation.

A further study is recommended with greater sample
size cohorts to increase the accuracy of the results in
urethroplasty patients.

CONCLUSIONS

During the translation process and cultural adaptation,
the questionnaire was changed. It seems that the Persian
version of the USS-PROM questionnaire with these
changes is ready for evaluating its validity and relia-
bility in subsequent studies and is comparable in psy-
chometric properties with the original version. Moreo-
ver, further studies should be done using this translated
tool to determine its applicability in the urethroplasty
patients.
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Supplementary Table. English questions, translation into Persian, test-retest reliability and internal consistency results

Cronbach's
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OT’m dissatisfied.
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represented the worst imaginary health A8 eliia 0
by zero. We conditions 2l s Cuna
ask you to Ll el g3
determine on (8 e gl

this scale that s gL

your health
conditions
are good or
bad today.
Please show
this by
dragging a
line from
below to any
point on the
scale that
indicates
your good or
bad health
status.

#Question 10 has no answers; 8 Question10 and 12 Scale has zero variance items.
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