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[bookmark: _Toc2]Article summary:
1. A quantitative reverse transcription real-time PCR (RT-qPCR) assay for hepatitis delta virus (HDV) was established on the cobas6800 platform, offering improved consistency and reliability.
2. The assay showed excellent analytical and clinical performance, with inclusivity for all HDV genotypes and a limit of quantification of 10 IU/ml, making it a sensitive tool for HDV screening and viral load monitoring.
3. The use of highly automated, sample-to-result solutions for molecular diagnostics holds many benefits over manual workflows, including improved reliability, reproducibility, and dynamic scaling of testing capacity.
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Appears moderately imbalanced: The article provides some useful information, but is missing several important points or pieces of evidence that would be required to present the discussed topics in a balanced and reliable way. You are encouraged to seek a more balanced perspective on the presented issues by exploring the provided research topics and looking at different information sources.
[bookmark: _Toc4]Article analysis:
The article titled "Clinical establishment of a laboratory developed quantitative HDV PCR assay on the cobas6800 high-throughput system" describes the development and evaluation of a new quantitative reverse transcription real-time PCR (RT-qPCR) assay for detecting hepatitis delta virus (HDV) on the cobas6800 platform. The authors claim that this new assay offers improved consistency, reliability, and sensitivity compared to currently available HDV PCR assays.

The article provides a detailed description of the methods used to develop and evaluate the new assay, including information on primer/probe selection, LLOD determination, linearity and inclusivity testing, exclusivity testing, and clinical performance evaluation. The authors report that the new assay showed excellent analytical and clinical performance, with inclusivity for all HDV genotypes and a limit of quantification of 10 IU/ml.

While the article provides a thorough description of the methods used to develop and evaluate the new assay, it is important to note that there are potential biases in this study. For example, the study was conducted by researchers affiliated with Roche Diagnostics GmbH, which manufactures the cobas6800 platform used in this study. This could potentially lead to bias in favor of promoting this platform over others.

Additionally, while the authors claim that currently available HDV PCR assays are characterized by considerable run-to-run and inter-laboratory variability, they do not provide sufficient evidence or references to support this claim. It is possible that other studies have found different results regarding variability in HDV PCR assays.

Furthermore, while the authors report excellent analytical and clinical performance for their new assay, they do not explore potential limitations or drawbacks of using this assay. For example, they do not discuss any potential risks associated with false-positive or false-negative results from this assay.

Overall, while this article provides valuable information about a new quantitative RT-qPCR assay for detecting HDV on an automated platform, readers should be aware of potential biases and limitations in the study. Further research and evaluation may be necessary to fully assess the performance and reliability of this assay.
[bookmark: _Toc5]Topics for further research:
· Variability in HDV PCR assays in different studies

· Comparison of cobas6800 platform with other automated PCR platforms

· False-positive and false-negative results in HDV PCR assays

· Clinical significance of HDV viral load measurement

· HDV genotypes and their clinical implications

· Prevalence and epidemiology of HDV infection in different populations
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