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Background Results

Ensuring scientific integrity in clinical research requires that trials are designed
and conducted so participants receive information and assessments in their
native language. This is especially important for achieving representation in
clinical trials, but also for maintaining the integrity of the data collected — since

* The total number of issues was similar across common and less common languages (Table 1). However, the mean number of issues per trial was higher in less common languages than in common ones (42 vs 8,

respectively; Figure 1)

* The inconsistencies identified were distributed across the following categories (Examples can be observed in Figure 2):
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Figure 2. lllustrative examples of the different types of issues identified

This figure shows illustrative examples due to copyright restrictions. Original content was translated and adapted for dissemination and does not exactly
reflect the original wording

Table 1. Number of issues per
language and group
of languages

Figure 1. Mean of issues per trial in
common and less common languages

Conclusions

« Language and cultural diversity are essential for inclusive clinical trials and reliable outcomes. Minor inconsistencies — especially in language — can affect patient experience and introduce bias, risking data integrity
Qualified linguists under the oversight of IQVIA’'s Translation Services (ITS) team
compared paper- and migrated version of COAs to identify migration-related
challenges and translation issues across multi-sponsor studies covering various
indications and therapeutic areas. PCS Scientific team then reviewed these
findings and categorized the issues to highlight patterns and support
further investigation

 To prevent this, it is essential to ensure that the full migration process is also carried out by trained native-speaking linguists who have been provided with clear instructions. Automation is strongly encouraged to reduce
manual intervention and ensure adherence to legacy text. In regions with limited e COA experience, enhanced automation and extra review cycles are necessary to meet industry standards
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