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OBJECTIVES

The linguistic validation of Clinical Outcome Assessments (COAS) in global clinical studies often involves a single language for use in multiple countries (examples include Arabic, Spanish and French). In an effort to reduce costs and improve
efficiency, sponsors often request a universal version of a target language that can be used in each country. This poster will discuss the risks of universal translation and provide a decision tree to help sponsors determine whether
country-specific versions may be necessary.

METHODS

An examination of past projects involving different target locales for the same language was conducted. Further, interviews with linguists were completed to analyze the differences between different locales. The information gathered was
categorized based on COA type as well as item content (colloquialisms, subject matter, etc.).

RESULTS

By analyzing past projects as well as linguists’ responses, the necessity of multiple locales versus a single, universal translation and the risks vary between different types of COAs:

» ClinRO vs. PRO/ObsRO/PerfO: Compared to PRO/ObsRO/PerfO, the language used in ClinRO is less colloquial and the same clinical terminology tends to be shared across different target countries. Therefore a universal version for ClinRO
INn general has lower risk. However, since the impact of country-specific translation for ClinRO on cost and timeline is even lower than the risk, it is recommended to have country-specific translation for ClinRO unless the questionnaire
developer requests otherwise.

The primary risk of a universal translation is inadequate cultural adaptation. When deciding if a universal translation should be used, an analysis of the below factors is needed. COAs that include the following items are considered to have

higher risks.
» Item Phrasing — Colloquialisms: » Item Phrasing — Items Related to Dalily Life: « Cognitive assessments — Verbal Fluency, Category Fluency, Story Recall:
COA TYPE ENGLISH SOURCE TEXT TARGET TRANSLATION EXPLANATION COA TYPE POPULATION ENGLISH SOURCE TEXT ARABIC EXPLANATION COA TYPE ENGLISH SOURCE TEXT TARGET TRANSLATION EXPLANATION
UNIVERSAL TRANSLATION
. . - . . . o . . . . o
PerfO Are you a boy or a girl? g;ﬂilfﬁ?ﬁ;&er i tThls |s“ta:n |'E’1;'.cfrfuctlgntspoker(wjto a child. Tdhe PRO General Population | could get up from a a= (’L:"’-” bt - 'regular toilet" was first translated as PerfO Greg / Fortune / captain /and f/]panlsllr (/CTcoIomb;a). o/ Story recall usually includes names, cities
Madchon? erm . oy | ers be Ween. ermany an Age 8-17 regular toilet L:J" u"sl’b” "regular toilet”. In initial pilot testing, while (Story Recall) quarterback / for the Atlanta / acr.we Yy c?rres, capi a‘n Y and events that need to be adapted for each
adchen: Austria. A universal term might pose : Panthers/ team /was mediocampista / del equipo de target locale.
) i Pl respondents from Israel understood, - L : / mill ios / de bogota, /
comprehension problems, especially for respondents from EqQvot reported injured / on a fishing trip / last week. |/ millonarios / de bogota,
German (Austria): younger target audience. >Spona 9ypt rep se lesiond / en una salida a pescar In this example:
Bist du ein Bub oder ein Madchen? difficulties understanding what type of /la semana pasada. . .
toilet is considered "regular". It was - “Greg Fortune” is adapted to the name
therefore updated to "occidental toilet". Spanish (Mexico): and surname commonly seen in target
Julio / Suéarez, / capitan/y countries.
- In second pilot testing, the respondents centrocampista / del equipo de - ‘“football” is adapted to “basketball” for
.. . . from Israel and Egypt had different / del Atlas / de Guadalajara, / Spanish (Spain) as football is not as
» Clinical Termi ﬂO|Ogy. feedback. Some respondents from Israel se lesioné / en una salida a pescar / populate as it is in Colombia and Mexico.
suggested using "ground toilet" (which was la semana pasada. “Atlanta Panthers” is adapted t |
Ily a misunderstanding as "regular ) anta Fanthers-1s adapted to popular
COA TYPE ENGLISH SOURCE TEXT TARGET TRANSLATION EXPLANATION actua : . i
____ toilet" in source refers to "sitting toilet’). Spanish (Spain}: sports team In target country.
Respondents from Egypt again reported Goyo/Rico,/ capitan/y pivot / del
ClinRO Slight stiffness and Spanish (US): The term for “stiffness”, as confirmed by . .p . gy.p 9 . P . eduipo de / Joventut / A universal version will result in unfamiliarity
) . . . L ! difficulties understanding. The intention of quip
resistance Agarrotamiento y resistencia in-country clinicians, differs between th <t £ th ) biect ‘ de Badalona, / resulté herido / and therefore increase the difficulties for
leves countries. In Spain “agarrotamiento” is the € sour‘ce‘ Isto s.ee ! e.su J?C, cangetup cuando salié de pesca / la semana recalling.
common term for this item, whereas in from a _S'tt'ng .t0||et and sihce Itis _ pasada.
Spanish (Puerto Rico): Puerto Rico “entumecimiento” is more impossible to imply the "sitting" action by
Leve entumecimiento y resistencia commonly used. specifying the type of toilet, translation is
updated to include the word "sitting". The
final translation back translated as "l could COA TYPE ENGLISH SOURCE TEXT TARGET TRANSLATION EXPLANATION
get up after sitting on a toilet".
_ o o PerfO Brand names of commercially Dutch (Netherlands): ) The brand names of vegetables
- While deviating from source, it is the only (Category Fluency) available vegetables are scored as Merknamen van in de hquel verkrijgbare ) differ between countries.
version that was understood by incorrect (e.g., Dole, Motts, Del groenten worden als onjuist beoordeeld (bijv.

respondents from different target countries. Monte, Flavorite, Libby's). Dole, Hak, Del Monte, Bonduelle, Cirio).

Dutch (Belgium):

Merknamen van in de handel verkrijgbare
groenten worden als onjuist beoordeeld (bijv.
Dole, Motts, Del Monte, Flavorite, Libby's).

CONCLUSIONS

When deciding if a universal translation should be used, an analysis of COA type, Cognitive assessments, item phrasing and developer requirements is needed.

While country-specific translation is considered advantageous for comprehensive and conceptually equivalent translation, if the necessity of universal translation arises due to cost and timeline, the following
decision tree would be a helpful guide to sponsors:

COA Type

ClinRO PRO/ObsRO/PerfO

7 i

Developer requests Developer requests
universal version? universal version?
* NO % YES $ * YES NO *
Country-Specific Version Universal Version Adaptation Needed?

Creating country-specific version for ClinRO || Item phrasing: Are there any colloquially || Cognitive assessment: is there testing of
has lower impact on timeline and costs. phrased items? verbal fluency, category fluency, story recall?
Therefore, it i? .recom.mended to create || Item phrasing: Is there any item related to | Item phrasing: Are there any colloquially
country-specific version unless developer daily life (for example, daily activities, food phrased items?

requests otherwise. types consumed, medications taken, etc.?)

|| Item phrasing: Is there any item related to

daily life (for example, daily activities, food
types consumed, medications taken, etc.)?
If at least one box checked

If no box checked -

y y If no bo;hecked If at least on;ox checked
Universal Version with Higher Risk Universal Version with Lower Risk Is the speaking population of —— ves ——Pp  Country-Specific Version
o . . . oy , , _ the target language widely spread?
The main risk of a universal translation for this The main risk of a universal translation for this
type of COA is inadequate cultural adaptation type of COA is different terminology for: Example for “widely spread” languages:
for: - Clinical trial related terminology: subject, site, “@—— NOo  ——— Acrossocean:
- Colloquial phrase/slang healthcare provider, etc. - French (EVU) vs. French (Canada) .
- Daily activities - Same word can have completely different - Portuguese (Portugal) vs. Portuguese (Brazil)
- City, name, events in story recall tests meaning across target countries. Lan.guages with considerable variation between
- Brand name (Food, Medications, etc.) regions.

- Spanish
The risks listed under “Universal Version with
lower risk” also apply for this type of COA.
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