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INTRODUCTION:

The integrity of clinical research is essential for advancing orthopaedic practice and ensuring optimal patient care.
Randomized controlled trials (RCTs) are considered the gold standard of clinical evidence, but their effectiveness
depends on strict reporting and transparent methodology. Registering RCTs in advance is crucial to avoid selective
reporting and bias research. This study aimed to comprehensively examine the alignment between registered protocols
and the published reports of RCTs in prominent orthopaedic journals from 2019 to 2025.

METHODS:

A comprehensive review was conducted of RCTs published in the five highest-ranked general orthopaedic journals, as
determined by the 2022 Scientific Journal Rankings. A systematic PubMed search identified 620 candidate publications,
of which 337 RCTs met specific inclusion criteria. For each trial, nine key items from the 24-item WHO Minimum Data Set
were extracted and compared between the published article and its corresponding trial registry entry, with particular
attention to health condition, intervention, sample size, outcomes, and eligibility criteria.

RESULTS:

Among the 337 RCTs analyzed, 72.7% (245 studies) were conducted outside the United States, and 65% (219 studies)
were registered on ClinicalTrials.gov. Alarmingly, 7.4% (25 studies) lacked any registry entry, while 1% reported incorrect
registration codes. Nearly half (47.5%, 160 studies) focused on joint reconstruction, and 86.9% (293 studies) employed a
double-arm design. Additionally, our analysis of registered studies (N=312) revealed considerable discrepancies: 38.2%
(119 studies) failed to report the sample size in either the registry or publication. Moreover, 27.2% (85 studies) altered
their primary outcome between registration and publication, 62.2% (194 studies) modified key secondary outcomes,
35.3% (110 studies) changed the inclusion criteria, 55.8% (174 studies) changed exclusion criteria, and 88.8% (277
studies) did not submit results to the registry prior to publication.

DISCUSSION AND CONCLUSION:

These findings highlight substantial and widespread inconsistencies between registered protocols and published reports
in orthopaedic RCTs. Such lapses in transparency and reporting integrity not only compromise the reliability of the
scientific record but also threaten the foundation of evidence-based orthopaedic practice. The failure to adhere to
registered protocols undermines clinical decision-making, erodes trust in published research, and ultimately jeopardizes
patient outcomes. Therefore, it's crucial for the orthopaedic research community—including investigators, peer reviewers,
and journal editors—to adopt more stringent standards for trial registration, reporting, and enforcement.
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