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Abstract

Objective: Production of cross-culturally adapted and harmonized transla-
tions of the International Prostate Symptom Score {I-PSS) into 10 languages
(Canadian French, Danish, Dutch, Flemish, French, German, [talian, Norwe-
gian, Spanish, Swedish) by means of an appropriate methodology. Methods:
A method based on state-of-the-art guidelines about translation of question-
naires was developed which consisted of forward-translation, rating for clarity,
common language and cultural adequacy, group discussion and consensus,
testing for comprehension in lay subjects, back-translation and rating for con-
ceptual equivalence. Results: The study lasted 3 months. Items 1-7 scored
high for clarity, comumon language and cultural adequacy (mean range 5.3-
0.8) as also did item 8 {(5.1-9.7). Only 10% of items were rated less than 5.0.
Comprehension tests in lay subjects produced comments in 10% of items,
most frequently in items 2, 7, and 8, and response categories for items 1-6.
Comparisons between the back-translations and the source version showed
that 84% of all items, 88% of response categories for items 1-6, 100% of
response categories for item 7, and 75% of response categories from item 8
were conceptually equivalent. Conclusion: The present set of 10 translations
plus the original I-PSS questionnaire can be used in multi-country studies in
which benign prostatic hyperplasia symptoms are to be assessed using the I-
PSS and the data collected from different countries can be legitimately aggre-
gated.
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Introduction

Benign prostatic hyperplasia (BPH) causes morbidity
through the urinary symptoms associated with this condi-
tion [1]. Relief of those symptoms is the single most rele-
vant outcome to the patient [2). Although a weak correla-
tion between symptoms and other commonly used clini-
cal markers of BPH has been found, symptom severity
correlated better than other measures with overall health
status [3, 4]. The development of symptom indexes to
capture symptom severity in BPH patients has been pur-
sued since the late 1970s [5], and the US Agency for
Health Care Policy and Research recommends that pa-
tient symptoms be quantified [6]. However, it was not
until the Measurement Committee of the American Uro-
logical Association (AUA) developed the AUA BPH
symptom index (AUA-7) that a well-validated instrument
became available [7]. Furthermore, the Correlations
Committee of the World Health Organization (WHQ)-
sponsored First International Consultation on BPH rec-
ommended that the AUA-7, plus one additional question
to assess the global impact of BPH on quality of life
(QoL), should be adopted as the global standard for BPH
symptom scoring [8]. It was then renamed the Interna-
tional Prostate Symptom Score (I-PSS). The WHO Com-
mittee on Symptoms, Quality of Life and Sexuality has
also accepted the I-PSS as an appropriate symptom-quan-
tifying instrument among its clinical research criteria and
recommended retaining it as the basic questionnaire to be
used when making comparisons between different studies
[9], thereby responding to a previously unmet need [3].
This WHO Committee has raised concemns about prob-
lems in the translation of the I-PSS from English into oth-
er languages and has therefore included in its recommen-
dations advice about the use of an appropriate translation
methodology. It has also stated that either the American-
English or the French versions included in the proceed-
ings of the 1993 meeting can be used as the source ver-
sions for translations [9].

The use of the [-PSS in multinational clinical trials
makes it necessary to use translated versions of the ques-
tionnaire in various languages {10]. It must be possible to
pool symptom scores, as well as other study end-points,
from all participating centers and the measuring instru-
ment (1-PSS) must be ‘calibrated’ in a uniform fashion at
every study site [11, (2]. This means that all translations
have to be produced by following a standard methodology
which ensures that the same symptom severity is given
the same score regardless of the language used [13]. The
concept of harmonization of a set of translations can thus
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be defined as the process by which all translated versions
are made homogenous in terms of the questionnaire’s
instructions and format, content of translated items, and
comparisons with the original.

The objectives of the present study were: (1) to develop
a methodology for translation, cross-cultural adaptation
and harmonization of this disease-specific symptom ques-
tionnaire (I-PSS); (2) to produce translations of the origi-
nal American-English I-PSS questionnaire into 10 lan-
guages (Canadian French, Danish, Dutch, Flemish,
French, German, italian, Norwegian, Spanish, Swedish)
and to adapt them cross-culturally, and (3) to harmonize
them with each other and with the original American-
English version.

Methods

For the purposes of this study, the onginal, validated English
AUA-7 questionnaire as developed by Barry et al. [6] was used as the
source version (TSO). It was decided to adopt this version because
there are slight differences between it and the version published by
the BPH Consultation in 1991 and 1993 [8, 9]. The quality of life
item {No. 8) is also the one validated and included in the same publi-
cation [6].

For organizational purposes two levels were established: a central
level (CL) located in Spain, and a local level (LL) in each country.
The CL included the authors and a linguist, whilst the LLs included
one SmithKline Beecham local coordinator (LoCo) and the transla-
tors used in each country. A methodology and standardized proce-
dure were developed at CL and included in a protocol. Study record
forms in English were provided to all participants. The process
design was based on current guidelines regarding cross-cultural adap-
tations of translations {13, 14], and focussed especially on obtaining
quantitative information about the quality of the translations and on
the development of a simple, standardized, generalizable and cost-
effective procedure.

The overall framework comprised the following activities: (1)
production of forward translations; {2) quantification (rating) of their
quality; (3) testing in target subjects; (4) back-translations into
English, and (5) ratings for conceptual equivalence between the origi-
nal and back-translations. A pilot run of this initial methodology was
performed in one country (Spain) in order to test its feasibility and to
eventually refine any design issue. All participating countries used
the same study record forms and followed a common protocol with
the following steps (fig. 1).

Step 1. Production of Forward-Translations

Two ot three independently produced translations (TVI, TV2
and TV3) were needed at LLs. TV was an already existing transla-
tion which could either be a published versien or one which was com-
monly used in urological practice in a particular country. TV2 and
TV3 were new, independent translations of the source version car-
ried out by bilingual male translators whose mother tongue was the
target language. Male {ranslators were used because it was found that
some of the expressions relating to urinary symptoms were not easily
understood by female translators. It was specified that at least one of
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Fig. 1. [-PSS translation and harmonjza-
tion process flow,

the translators at LL should be a professional translator. Standard
instructions and record forms to be used by all translators at LL were
provided by CL.

Step 2: Rating of Forward-Translations

Each LoCo identified 2 additional bilingual males (whose mother
tongue was the target one) who were asked to independently rate each
item with respect to clarity, common language and cultural adequacy.
The raters were not asked to rate the response categories, but just to
choose the one which they judged to be the best. The two or three
translated versions of gach itemn were grouped on a single page with a
10-cm horizontal visual analogue scale next to each item. All raters at
all LLs were provided with the same standard instructions which
were worded as follows: *... by comparing these three items rate the
clarity, i.e. the item must express a single idea, should not contain
ambiguous terms, should be easy to read and understand ...”; ... by
comparing these three items rate if the itemn was written in common
language, i.e. the item is expressed with the language used by the

Ten-Language Translation and
Harmonization of the I-PSS

- TV6 = harmonized |-PSS versions

general population ...°, and ‘... by comparing these three items rate
the cultural adequacy, i.e. if the item is appropriate and relevant for
the culture that is being adapted ...".

Step 3

A local review meeting was then held at each LL between the
LoCo and the raters to develop a consensus translated version (TV4)
consisting of item versions picked out from TV1, TVZ and TV3 or
newly generated. The choice could be made based on the ratings
obtained or on discussion and agreement among the participants in
the local review meeting. The LoCo collected comments on the topics
discussed and produced a report describing the problems found and
the way they were solved.

Step 4

A comprehension test was carried out by administering the con-
sensus version (TV4) to 3 lay non-patient male subjects, 1 from each
of 3 different age groups: <45, 45-64, and >65. The LoCo read out
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each item to the subject and then asked the subject what he thought
the item meant. The wording of items could be improved at the
LoCo’s discretion if probiems in comprehension were found. Again,
the LoCo collected comments and produced a report. The translation
after this step was designated TVS5.,

Step 5: Production of Back-Translations

Two independent back-translations (TS1, TS2) of TVS into
English were performed at LL by two professional bilingnal male
translators whose mother tongue was English.

Step 6. Conceptual Equivalence Assessment

This phase took place at CL.. Two English linguists rated all items
from all versions with respect to their conceptual equivalence with
the original version (TSO). There were four options on the sheets
provided for rating: (1) ‘Both the wordings and the meanings have
nothing to do with each other’; (2) “The wordings are ecquivalent in
some respects but they do not capture the same meaning’; (3) ‘The
wordings are not equivalent but they capture the same meaning’, and
(4) “The wordings are equivalent and capture the same meaning’.
Those items rated 1 or 2 by both raters were considered as noncon-
ceptually equivalent. Items which were nonconceptually equivalent
in both TS1 and TS2 were scheduled for discussion at the harmoniza-
tion meeting,

Step 7

Harmonization Meeting. A harmonization committeg (HC) was
formed which consisted of an expert on Qol. measurement, 2 physi-
cians and a pharmacist with experience of clinical research, and 2
English linguists from the University of Barcelona, The HC first of all
reviewed the full process, focussing on steps with the potential to
produce quantitative information or qualitative modifications of
adapted items, i.e. rating of forward-translations {siep 1), and the
comprehension test (step 4). The HC then discussed all those items
which had been rated as nonconceptually equivalent (step 6). Finally,
the HC analyzed the homogeneity of all translated versions with
respect lo format and content (number of items and response
options), as well as some expressions which had been found to lead to
confusion.

Queries. As a result of the harmonizalion meeting, queries were
forwarded to the LoCos asking for alternative wordings for non-
equivalent items.

Final Versions. Once all queries had been answered, the HC pro-
duced the final translated versions which were checked by LoCos for
spelling errors.

Results

The pilot run of the initial methodology led to some
changes. Firstly, it was realized that the raters of the for-
ward-translations (step 2) did not need to be provided
with the original English version; in fact the rating could
be performed by non-bilinguals. As mentioned earlier, it
was also found that expressions relating to urinary symp-
toms were not easily understood by female linguists and
therefore the final protocol specified males to carry oul
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these tasks., Finally, the pilot run helped to anticipate
where problems were most likely to occur later (item &,
response categories) and to refine the logistics of the pro-
Ccess.

Overall duration of the study was 3 months. A pre-
viously translated version of the I-PSS (TV1) was found in
all languages except Canadian French and Swedish. All
forward-translators were professionals. Mean scores of
items 1-7 (AUA-7) were high for clariry (range 6.4-9.2),
common language (5.3-8.4) and cultural adeguacy (6.4—
9.8). Item 8 of the I-PSS also scored high with respect to
the same three features (range of the means 5.1-9.1 for
clarity and common language, and 6.1-9.7 for cultural
adequacy; table 1). Excluding the response categories,
there were 672 possible item ratings, of which 10% (19 for
clarity, 34 for common language, and 14 for cultural ade-
quacy) were rated below 5.0. Most (86%) of the items
selected by the local commiitees to be included in TV4
versions were those with the highest scores, whereas the
remaining ones were generally covered by the TVI1 op-
tion, even when it was given a lower score.

The comprehension test in lay non-patient males pro-
duced comments from the subjects for 10% of items and
response categories. Of all item comments, 11% related to
item 7 (nocturia), 10% to item 8§ (QoL), and 7% to item 2
(frequency). Surprisingly, most of the comments con-
cerned response categories for items 1-6 (89% of the over-
all comments on response categories). However, only
3.6% of all items and response categories from TV4 were
modified in some way when producing TVS5.

The conceptual equivalence between the back-transla-
tions (TS1, TS2) and the source version (TSO) was scored
independently by 2 bilingual English linguists, who found
that 84% of all items, 88 % of response categories for itemns
1-6, 100% of response categories for item 7, and 75% of
response categories from item 8 were conceptually equiv-
alent,

At the harmonization meeting, two kinds of problems
were identified: some were specific to a particular country
whilst others were general and affected all the countries.
The LCs were accordingly asked for clarifications and/or
requested to produce changes in wordings of particular
items and response categories. Table 2 lists the general
gueries and some examples of specific ones. Eight item
versions (10%) and 8 of the response options from item 8§
(11%) produced specific queries. All LoCos satisfactorily
solved all queries and the process ended with a spelling
check by LoCos of all final, translated, cross-culturally
adapted, harmonized versions (TV6; table 3).
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Discussion

Translations of the I-PSS into [0 languages were lin-
guistically harmonized for use in clinical trials. The meth-
od followed was that proposed by Brislin [15], though
modified and tested specifically for this study. The meth-
odology was found to be feasible, practical, cost-effective
and was carried out in a short time (3 months). It was also
standardized across all participating countries, the objec-
tive being to ensure that final versions maintained con-
tent validity. One of the elements involved in standardiz-
ing the methodology was the rating of forward-transla-
tions and allowing participants to use their discretion
when deciding whether to base their choices on rating
scores. This seems to have been effective since, in most
cases (86%), the highest rated option was used in the pilot
version. The efficacy of this stage was shown by the fact
that 84% of items were found to be conceptually equiva-
lent after back-translation. Conceptual equivalence test-
ing did, however, reveal several major differences be-
tween back-translated versions and the source version, a
fact which highlights the importance of including this
stage in the translation process.

The translation of questionnaires has some limitations,
which were recently addressed and summarized as follows
[16]: (1) deficiencies in the original are carried over to
translations; (2) there might be items which do not trans-
late well, do not translate at all, or do not make sense with-
in the new cultural context, and (3) items which were
important for the original target population can be of triv-
1al importance in the cultures of the new target popula-
tions.

With respect to the first-mentioned limitation (carry-
over of deficiencies), it can be argued that the process
used in this study allows for the detection of such deficien-
cies and their improvement in the new versions. For
instance, in this study it was found that instructions for
self-administration of the questionnaire were lacking; it
was also found that changing the way the time-frame was
expressed from ‘the past month’ to ‘the last 30 days’ made
this aspect clearer, particularly when the guestionnaire
was to be used in the middle of the month; in item 7, ‘on
average’ worked better than ‘on a typical night’, and a
twofold improvement was proposed for item &, ‘urinary
symptoms’ instead of ‘prostate symptoms’, and using a
scalable attribute, such as satisfaction, instead of different
attributes on a continuum, Response options to items 1-6
were not understood by some of the individuals who com-
pleted the comprehension test. These response options
could be improved by using numbers (i.¢. between 30 and

Ten-Language Translation and
Harmonization of the [-PSS

Table 1. Mean ratings of the forward-translations for clarity,
common language, and cultural adequacy in each language

Clarity Common Cultural
language adequacy

AUA-7 item8 AUA-7 item 8§ AUA-7 item 8
Flemish 7.4 5.1 6.3 7.0 9.8 8.7
Danish 7.2 8.7 3.1 9.5 8.3 9.7
Datch 7.1 8.1 7.9 7.4 7.1 7.9
French 7.4 6.9 8.7 8.2 8.8 7.2
French/Canada 6.9 6.3 6.5 83 6.7 8.5
German 6.4 59 5.5 6.3 6.4 7.0
Italian 7.3 7.7 6.7 8.2 6.7 7.0
Norwegian 7.2 6.4 7.4 6.4 8.3 8.9
Spanish 9.2 9.1 84 9.1 6.6 6.1
Swedish 6.9 6.5 5.3 5.1 8.0 83

Three translations were available in each language except Cana-
dian French and Swedish with only two.

Table 2. General queries and examples of specific queries made
to local coordinators in each language

General queries

‘The past month’ should be substituted by ‘the past 30 days’ because
some individuals understood it as the previous calendar month.

‘Items 1-6 of the original version use the expression “how often”
(measures frequency), while in item 7 ‘how many times’ (mea-
sures number of times) is used, Both expressions are associated
with the response category options. Since some of the back-trans-
lations do not consistently show the mentioned wording, please
check ..

The original English version mentions ‘prostate symptoms’ instead
of ‘urinary symptoms’, and should be included in the version.

Specific queries (examples)

Item 5: The word ‘size’ is present in both back-translations but is
missing from the original item. Please check.

Item 7: The original item tries to capture the idea of “how many times
this fact occurred in a typical night’. This idea is not present in
both back-translations. Please, review the version because it
seems that 1f is asking for the overall number of times on a month
instead of the nember of times in a typical night.

‘The two back-translations of “terrible” were “terrified/very fright-
ened”, which are not conceptually equivalent ...’

50% of the time, etc.) instead of the actual wording (i.e.
less than half of the time). We do not believe that these
changes influence comparability or the measurement
properties of the scale, but we do believe that they
improve comprehension of the questionnaire.
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Table 3. Final translated, harmonized versions in Canadian French, Danish, Duich, Flemish, French, German, Italian, Norwegian,
Spanish, and Swedish

Jamais  Moinsdel Moinsde! Environl

Plusde |

Canadlan French _ Presque
: ~ foissur$ fois sur 2 foissur2  foissur2 toujours
1 Au cours des derniers 30 jours, combien de fois avez-vous eu 4] | 2 3 4 5
I'impression, aprés avoir uriné, que vous n'aviez pas vidé
complétement votre vessie?
2 Aucours des derniers 30 jours, combien de fois avez-vous &t 0 1 2 3 4 S
obligé d’uriner 4 nouveau moins de deux heures aprés avoir uriné?
3 Aucours des derniers 30 jours, sur le nombre de fois que vous 4] 1 2 3 4 5
étes allé uriner, combien de fois avez-vous été obligé d’arréter
ét de recommencer pour vous soulager complétement? - -

4 Aucours des derniers 30 jours, lorsque vous avez en envie d'uriner, 0 T 2 3 4 5

combien de fois avez-vous eu de la difficullé & vous retenir?

5 Aucours des derniers 30 jours, combien de fois est-ce que la force 0 1 2 3 4 s

de voltre jet d'urine a été faibie? o
6 Au cours des derniers 30 jours, combien de fois avez-vous été 0 1 2 3 ] 5
obhige de pousser ou de forcer pour arriver & uriner?
- jamais I fois 2 fois 3 fois 4 fois 5 fois
: : ; ou plus
7 Aucours des derniers 30 jours, combien de fois par nuit avez-vous 0 ! 2 3 4 5
été obligé d'aller uriner aprés vous étre couché?

Trés Assez Satisfait Indifférent  Insatisfait = Assez Tres

satisfait sarisfait (ni satisfait insatisfait  insatisfait

ni insatisfait)

8 Comment vous sentiriez-vous si vous deviez vivre avec [t} 1 2 3 4 5 6

les symptémes que vous venez de décrire pour le reste de
votre vie?

Danish Slet jkke  Mindreend Mindreend Omkring  Mereend  Nasten
ludaf5s halvdelen  halvdelen halvdelen  hvergang
gange afgangene  afgangenc  afgangene

i Hvor mange gange gennem de sidste 30 dage, har De haft fornemmel- 0 1 2 3 4 5

sen af, at bleeren ikke blev temt ordentligt efter endt vandladaing? -
2 Hvorofte har De indenfor de sidste 30 dage méttet lade vandet 0] 1 2 3 4 5

med mindre end 2 timers mellemrum?
3 Hvor mange gange har De gennem de sidste 30 dage oplevet, at 0 1 2 3 4 5

urinstrilen afbrydes og starter igen flere ganpe under vandladningen? o
4 Hvor mange gange har De gennem de sidste 30 dage oplevet, at 0 1 2 3 4 5

det er sveert at udsztte en vandladning? .
5 Hwvor mange gange har Dc gennem de sidste 30 dage bemarket, 0 1 2 3 4 5

at kraften pd urinstrilen var svag? -
6 Hvor ofte har De gennem de sidste 30 dage mattet presse eller 0 1 2 3 4 5

anstrenge Dem for at f4 vandladningen 1gang?

ingen 1 gang 2gange 3 gange 4 gange - 5pange
Ui ' . eller mete

7 Gennem den sidste 30 dage, hvor mange har De gennemsnitligt 0 1 2 3 4 3

mitlet op om natten for at lade vandet?

Fortreffeligt Tilfreds Over- Blandet Over-  Elendigt Reedsels-
vejende {omtrent lig  vejende : fuldt
tilfreds sh tilfreds  utilfreds

som utilfreds)

8 Hvordan ville De have det med at skulle leve resten af 0 1 2 3 4 5 6

livet med de prostata symptomer, De har i gjeblikket?
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Table 3 (continued)

Duteh Niet één Minder dan - Minderdan Ongeveer Meer anwel
S keer eensinde  dehelft van de helft van  de helft h 5 [;cdere_ -
: vijf keer hetaantal  hetaantal et aantal . “keer |
keren keren keren \\ i
1 Hoe vaak heeft u de afgelopen 30 dagen het gevoel gehad dat uw 0 1 2 3 4 5
blaas niet helemaal leeg was nadat u klaar was met plassen?
2 Hoe vaak moest u de afgelopen 30 dagen na het plassen binnen 0 1 2 3 4 s
twee uur opnieuw plassen?
3 Hoe vaak kwam het de afgelopen 30 dagen voor dat u tijdens het 0 1 2 3 4 5
plassen verschiflende keren ophield en opnieuw begon dus ‘met
schokjes’ plaste?
4 Hoe vaak kwam het de afgelopen 30 dagen voor dat u moelhjk 0 1 2 3 4 5
uw plas kon ophouden? )
S5 Hoe vaak produceerde u de afgelopen 30 dagen i1jdens het plassen Q { 2 3 4 S R
slechts een mager straaltje?
6 Hoe vaak moest u de afgelopen 30 dagen persen of drukken om 0 1 2 3 4 I o
te kunnen beginnen met plassen?
niet één 1 keer 2 keer 3 keer 4 keer ten minste
keer 5 keer
7 Hoeveel keer moest u de afgelopen 30 dagen gemiddeld per nacht 0 1 2 3 4 5
uw bed uit om te plassen?

Uitstekend  Goed Over het Gemengde  Over het Ongelukklg Verschnk
algemeen gevoelens  algemeen kelijk
tevreden (ongeveer  onlevreden

even tevreden
als ontevreden)
8 Hoe zou u zich voelen als v voor de rest van uw leven 0 1 2 3 4 b 6
last zou houden van uw huidige prostaatklachten?
Flemish Nooit Minderdan Minderdan Ongeveer ~ Meerdan  Bijua
lkeerop5 dehelft van dehelft van de helft van  elke keer
de keren de keren de keren :
1 Hoe dikwijls hebt U de voorbije 30 dagen het gevoel gehad dat 0 1 2 3 4 5
Uw blaas niet volledig leeg was, nadat U gedaan had met wateren? i
2 Hoe dikwijls hebt U de voorbije 30 dagen opnieuw moeten gaan 0 1 2 3 4 5
wateren minder dan twee uur, nadat U gedaan had met wateren?
3 Hoe dikwijls hebt U de voorbije 30 dagen bij het wateren opgemerkt 0 1 2 3 4 5
dat de straal meerdere keren stopte en dan weer opnieuw begon? ~
4 Hoe dikwijis hebt U het de voorbije 30 dagen moeilijk gevonden 0 1 2 3 4 S
om het wateren uit te stellen? _
5 Hoe dikwijls hebt U de voorbije 30 dagen met een zwakke straal 0 { 2 3 4 5
gewalerd? _
6 Hoe dikwijls hept U de vorbije 30 dagen moeten duwen of persen 0 | 2 3 4 5
om te beginnen wateren?
nooit I keer 2 keer 3 keer 4 keer 5 keer
of meer
7 Hoeveel keren per nacht moest U gewoonlijk opstaan om te gaan 0 1 2 3 4 S
wateren, de voorbije 30 dagen?

Schitterend Tevreden Eerder Met gemeng- Eerder Ongelukkig  Vreselijk

tevreden de gevoelens ontevreden
(even voldaan
als onvoldaan)
8 Hoe zou U zich voelen indien U de rest van Uw leven 0 1 2 3 4 5 6

prostaatklachten zou hebben zoals nu?

Ten-Language Translation and
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Table 3 (continued)

French

Lebens mit den jetzigen Prostatasymptomen verbringen
miissten?

Jamais Moinsde 1 Moinsdel Environl  Plusdel = Presque
foissurS  foissur2  foissur2  foissur?  toujours
Au cours des derniers 30 jours, combien de fois avez-vous eu limpres- 0 1 2 3 4 5
510M que votre vessie n'éfait pas compléiement vidée aprés avoir uriné?
Au cours des derniers 30 jours, combien de fois avez-vous eu besoin 0 1 2 3 4 5
d’uriner a nouveau moins de 2 heures aprés avoir fini d'uriner?
Au cours des derniers 30 jours, combien de fois avez-vous eu 0 1 2 3 4 5
des interruptions répétées du jet d’urine, c'est-a-dire démarrage
du jet puis arrét, puis redémarrage?
Au cours des demiers 30 jours, combien de fois avez-vous eu 0 1 2 3 4 5 o
des difficultés & vous retenir d’uriner? .
Au cours des derniers 30 jours, combien de fois avez-vous eu 0 1 2 3 4 5
une diminution de la taille ou de la force du jet d’urine?
Au cours des derniers 30 jours, combien de fois avez-vous du 0 1 2 3 4 s
pousser ou faire un effort pour commencer A uriner?
Jamais 1 fois 2 fois 3 fois 4 fois 5 fois
ou pius
Au cours des derniers 30 jours, combien de [ois par nuit, en 0 1 2 3 4 5
moyenne, vous les vous levé pour uriner, entre le moment de
volre coucher et celui de votre lever définitif?
Trés Satisfait Plutot Mitigé Plutét Ennuyé Trés
satisfait satisfait (ni satisfait, ennuyé ennuyeé
A Tl ennuyé)
Si vous deviez passer le restant de votre vie avec votre 0 1 2 3 4 5 6
maniére d’uriner actuelle, diriez-vous que vous en seriez?
German Uberhaupt  Weniger Weniger Etwajedes  Mehrals Fast
. nicht als jedes als jedes zweite Mal  jedes immer
funfte Mal  zweite Mal zweite Mal i
Wie oft hatten Sie das Gefiihl, dass Ihre Blase nach dem Wasser- 0 | 2 3 ] 5
lassen nicht ganz entleert war (wihrend der letzien 30 Tage)?
Wie oft mussten Sie innerhalb von 2 Stunden crneut Wasser lassen 0 1 2 3 4 5
(wihrend der letzten 30 Tage)? B
Wie oft mussten Sie beim Wasserlassen mehrmals aufhdren 0 1 2 3 4 5
und wieder neu beginnen (wihrend der letzien 30 Tage)? B
Wie oft hatten Sie Schwierigkeiten, das Wasserlassen hinauszuzogern 0 1 2 3 4 5
(wihrend der letzten 30 Tage)?
Wie oft hatten Sie einen schwachen Strahl beim Wasserlassen 0 1 2 3 4 5
(in den letzten 30 Tagen)?
Wie oft mussten Sie pressen oder sich anstrengen, um mit dem 0 i 2 k) 4 5
Wasserlassen zu beginnen {in den letzten 30 Tagen)?
nie imal 2mal 3mal 4mal Smal
' ' oder Bfter
Wie oft sind Sie im Durchschnitt nachts aufgestanden, um Wasser 0 1 2 3 4 5
zu Jassen (vom Zubettgehen bis zum morgendlichen Aufstehen;
Zeitraum: letzte 30 Tage)?
Sehr Zufrieden  Uberwie-  Gemischte Uberwie-  Unzu- Aunsserst
 zufrieden ' gend Gefiihle gendun-  frieden unzu-
zufrieden (etwa zu glei- zufrieden frieden
chen Teilen
zufrieden und
unzufrieden)
& Wic wiirden Sie sich fiihlen, wenn Sie den Rest Thres 0 | 2 3 4 5 6
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Tabte 3 (continued)

Circa la metd Pin della

Ttalian Mai Mena di Meno della Quasi
. unavolta  metd . delle  meta sempre
sucinque  delle volte  volte delle volte
(a volte)
1 Negli ultimi 30 giorni, quante volte ha avuto la sensazione di non 0 1 2 3 4 5
aver svuotato completamente la vescica dopo aver urinato?

2 Neghi ultimi 30 giomi, quante volte ha avulo la necessita di urinare 0 T 2 3 4 s

nouvamente a meno di due ore di distanza dalla volta precedente?

3 Negli ultimi 30 giorni, quante volte si & accorto di urinare in modo 0 1 2 3 4 s

intermittente, iniziando e smettendo pits volte mentre urinava?

4 Negli ultimi 30 giorni, quante volte ha trovato difficolta a trattenere 0 | 2 3 4 5

J'urina? -

5 Negli ultimi 30 giorni, quante volte ha avuto un debole getto 0 1 2 3 4 S

d’urina? _

6  Negli ultimi 30 giomni, quante volte ha dovuto spingere o sforzarsi 0 1 2 3 4 ] R

per iniziare ad urinare?
mai una volta due volie tre volte quattro almeno
volte cingue
volte
7 Negli ultimi 30 giomi, in media quante volie per notte & stato 0 1 2 3 4 5
costretto ad alzarsi per urinare?
Felice Contento Abbastanza Indifferente Dispiaciuto  Infelice Disperato
soddisfatto  (né soddis- :
 fattoné
contrariato)
8 Come si sentirebbe se dovesse passare il resto della sua 0 1 2 3 4 5 6
vita con i disturbi che le da adesso la sua prostata?

Nerweginn Aldri Mindreenn  Mindreenn  Omtrent Mer enn Nesten
lavs halvparten  halvparten  halvparten  alltid
ganger avgangene = av gangene  av gangene :

I llgpet av den siste 30 dager, hvor ofte har du hatt falelsen av at 0 | 2 3 4 5

urinblazren ikke er helt torn etter at du har latt vannet? -

2 Tlepet av den siste 30 dager, hvor ofte har du mattet late vannet 0 1 2 3 4 5

igien mindre enn to timer etter forrige gang?

3 Ilepet av den siste 30 dager, hvor ofte har du merket at du stoppet 0 I 2 3 4 S

og startet igjen fiere ganger under vannlatingen? -

4 Tlepet av den siste 30 dager, hvor ofte har du hatt vanskeligheter 0 1 2 3 4 5

med 4 utsette vannlatingen? o
5 1lepet av den siste 30 dager, hvor ofte har du hatt svak urinstrle? 0 1 2 3 4 5
& [lopet av den siste 30 dager, hvor ofte har du méttet trykke pi eller 4] 1 2 3 4 5
anstrenge deg for 4 starte vannlatingen?
ingen - en gang to ganger treganger ~ fireganger  femeller
et : . flere
ganger
7 Tlapet av den siste 30 dager, hvor mange ganger har du vanligvis 0 1 2 3 4 5
mattet st opp for 4 late vannet fra du legger deg om kvelden til
du star opp om morgenen?
Godt Forneyd Stort sett Blandet Stort sett Trist Forfer-
forneyd forngyd {omtrent “misfornayd delig
like for-
nayed som
misforneyd)
8 Hvis du matte leve resten av livet met dagens prostata- 0 1 2 3 4 5 6
problemer, hvordan ville du da fale deg?
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Table 3 (continued)

‘Misdela

Spanish ~ Ninguna Menosde  Menosdela Aproxima- Casi
: Ivezcada 5 mitaddelas damente  mitad de siempre
: veces la mitad de  las veces
las veces :
I Durante mds 0 menos los dltimos 30 dias, jcudntas veces ha 0 1 2 3 4 S
tenido la sensacion de no vaciar completamente la vejiga al
_ terminar de orinar?
2 Durante més o menos los tltimos 30 dias, ;cuantas veces ha 0 1 2 3 4 5
tenido que volver a orinar en las dos horas siguientes después
de haber orinado? )
3 Durante mis 0 menos los dltimos 30 dias, jcudntas veces ha 0 1 2 3 4 5
notado que, al arinar, paraba y comenzaba de nuevo varias veces?
4 Durante mas o menos los tltimos 30 dias, jcudntas veces ha 0 1 B 3 4 5
tenido dificultad para aguantarse las ganas de orinar?
5 Durante més o menos los ltimos 30 dfas, ;cudntas veces ha 0 1 2 3 ) 4 5
__ observado que el chorro de orina es poco fuerte?
6 Duranle mds o menos los dltimos 30 dias, ;cudnlas veces ha 0 1 2 3 4 5
tenido que apretar o hacer fuerza para comenzar a orinaz?
ninguna 1 vez 2 veces 3 veces 4 veces . Sveces
: o mis
7 Durante mds o menes los iltimos 30 dias, ;cudntas veces suele 0 I 2 3 4 5
tener que levantarse para orinar desde que se va a la cama por lo
noche hasta que se levanta por lo mafiana?
Encantado  Muy Misbien  Tansatiss  Mds bien Muy Fatal
. satisfecho  satisfecho  fechocomo insatisfecho  insatisfecho
. insatistecho ; e
8 Cbdmo se sentirfa st luviera que pasar ¢l resto de 1a vida 0 1 2 3 4 5 6
con los sinfomas prostaticos tal y como los tiene ahora?
Swedish Aldrig Mindrelin  Mersillan  Ungefir Oftaredn  Nistam
: engingav  #nvarannan varannan = varannan  alltid
fem ging  ping gdng S
I Hur ofta under de senaste 30 dagarna har du haft en kansla av 0 1 2 3 4 5
att inte ha {mt bldsan helt nir du kastat vatten? o o
2 Hurofta under de senaste 30 dagarna har du varit tvungen att kasta 0 1 2 3 4 5
vatten igen mindre 4n tvd timmar efter det att du senast kastal vatten? ) B
3 Hur ofta under de senaste 30 dagarna har du markt att du slutar 0 1 2 3 4 5
och bdrjar om flera gdnger ndr du kastar vatten?
4 Hur ofta under de senaste 30 dagarna har du mirkt att det varit 0 1 2 3 4 5
svart att viinta en stund med att kasta vatten? L _
S Hur ofta under de senaste 30 dagarna har det endast kommit en 0 1 2 3 4 5
svag strile, nir du kastat vatlen?
6 Hur ofta under de senaste 30 dagarna har du varit tvungen att 0 1 2 3 4 5
pressa pa eller krysta fOr att bdrja kasta vatten?
ingenging  1ging 2 génger 3 ginger dginger - Seller fler
. : i e ganger
7 Hur minga gAnger under de senaste 30 dagarma méste du normalt 0 { 2 3 4 5
24 upp pa natten f6r att kasta vatten?
Mycket Ngjd Ganska Blandade = Ganska Olycklig Fruktans-
ndjd nojd kénslor missnijd © virt
(ungefir lika
mycket nojd
som missnojd)
8 Hur skulle du kdnna dig om du visste att du miste leva 0 1 2 3 4 5 6

resten av ditt liv med dina nuvarande prostatabesvir?
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We did not anticipate that the second limitation (items
which are difficult or impossible to translate) would be a
problem in this case (except for item 8), since items 1-7
refer to symptoms which could be expected to be similar
across the different countries participating in the study.
[tem 8, however, contained response options related to
concepts such as unhappiness and delight, which often
have different meanings in different cultures [17]. The
problems which arose were solved by dropping conflictive
expressions out of the scale and replacing them with alter-
native translations which maintained concéptual equiva-
lence with the original when graded on a Likert scale. For
instance, in some versions, the response options for item 8§
were based around the root concept of satisfaction, with
possible responses ranging from ‘extremely satisfied’ to
‘extremely dissatisfied’. It can therefore be expected that
clinimeiric questionnaires will present fewer problems
than QoL questionnaires, since the latter contain words,
concepts and situations which are very often culture-sen-
sitive.

Good cultural adequacy was found in all translations
from this study, as reflected by the fact that no item
received a mean rating of less than 5.0. As expected then,
the third previously mentioned limitation (different cul-
tural adequacy) did not arise in this case,

Although one of the apparent strengths of the present
methodology was guantification, i.e. rating, of some prop-
erties of the translated items, some aspects of the way 1t
was done might be improved. Firstly, the three properties
selected to be rated {clarity, common language and cul-
tural adequacy) would appear to cover the main features
to be explored, but in fact other aspects to be quantified
could also be proposed, such as the cultural relevance of
the item (adequacy and relevance would be different
things to test). The decision to make 5.0 the lower limit of
adequacy is rather arbitrary, the continuum of clarity,
common language and cultural adequacy could be defined
more precisely, and the raters’ reliability might warrant
investigation, something which could be done by simply
replicating the exercise after a 2-week interval.

It is recommended that comprehension tests be per-
formed on large samples of individuals in optimal models
(more than 50)[18]. However, there are few reports which
analyze the effects on the final version of increasing the
sample size of the respondents [ 14]. Comprehension test-
ing means a greater additional effort in multicountry
translations; in the present study, translations were tested
on a sample of 3 non-patients for each language. During
development of the original questionnaire [3], the same
test performed on a much larger population (150 patients)

Ten-Language Translation and
Harmonization of the I-PSS

produced results which were similar to those obtained
here in the comprehension test,

The I-PSS is a symptom-based (clinimetric) question-
naire and no great problems arose in the process of trans-
lation and adaptation. It has also been shown that all the
versions are conceptually equivalent. An important ques-
tion in such a case is whether or not it is necessary to retest
the psychometric properties (validity, reliability, respon-
siveness) of the translated versions. Intuitively, we might
expect that, in the case of symptom-based questionnaires,
if there were no great problems in translation and adapta-
tion, the psychometric properties of the translated ver-
sions would be highly similar or identical to those of the
original questionnaire. Experience also suggests that this
1s the case [19, 20]. A full discussion of these issues is
beyond the scope of this article; however, they do merit
further investigation, especially as retesting of psychomet-
ri¢c properties entails further time and expense, something
which might be avoided if it could be shown that concep-
tually equivalent versions of clinimetric questionnaires
always have the same psychometric properties as the orig-
inal. At present, there is not sufficient evidence to say that
this is definitely the case; in some of the countries valida-
tion studies are currently underway. For the purposes of
this study, however, we have assumed that translations
did not alter the psychometric properties of the question-
naire.

Thus we can conclude that the present set of 10 transla-
tions plus the original I-PSS questionnaire can be used in
muilti-country studies in which BPH symptoms are to be
assessed using this WHO-recommended questionnaire
and that the data collected from different countries can be
legitimately aggregated.
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