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[bookmark: _z0drcuu3pfhu]Background
Poor reporting of clinical trials is common 1, threatens the reliability and credibility of medical research 2 and affects patient care 3. Improving trial reporting, therefore, is an ethical imperative 4,5. Using reporting guidelines, such as the CONsolidated Standards of Reporting Trials (CONSORT), can improve trial reporting standards 6–8, but adherence is often poor 9. We have recently shown 10 that it is possible to use an Artificial Intelligence Large Language Model (LLM) to determine how well a clinical trial report adheres to reporting guidelines. In this study, we will expand this work and develop and evaluate an open-source LLM (GPT_for_RCT) to allow authors, publishers, peer reviewers and other research funders to quickly and accurately check the reporting standards of clinical trial reports. 
[bookmark: _kyxf06ahzoc]Approach
This study has two parts. Initially, we will use the GPT-4 (OpenAI, USA) LLM to build a corpus of 1000 synthesized clinical trial reports. This dataset will be used to train the GPT_for_RCT LLM. Each report in the corpus will include labels that indicate which CONSORT reporting guidelines they do and do not adhere to. This dataset will be published in a peer-reviewed journal and made accessible to other researchers to use and evaluate. In the second part of the study, we will train a number of open-source LLMs and the closed-source GPT-4 model on the synthesized text corpus. We will compare how well each model evaluates adherence to CONSORT reporting guidelines by comparing their performance to published datasets wherein experts evaluated samples of clinical trial reports for CONSORT adherence. We will select the most accurate open-source LLM (defined as the model with performance metrics as close or equal to the performance of humans and the GPT-4 LLM). We will make the GPT_for_RCT LLM open-source and available to other researchers.
[bookmark: _4dzde44tyy1p]Requirements
We need assistance with part one of this study: the creation and validation of the synthesized text corpus. We have to check that the text the LLM produces for each paper is representative of the text found in clinical trial reports and that the labels the model provides (i.e. the reporting guidelines the model states the text does and does not adhere to) are accurate. We expect this process to be iterative and to require “prompt engineering’, which is the systematic evaluation of model output based on changes to the instructions given to the model. 
[bookmark: _v3x0nwyc79os]Expected Outcomes and Benefits
We will provide training in evaluating clinical trial reports and, if you are interested, in prompt engineering techniques and coding practices (though this is optional). We expect to publish the evaluation of the dataset and the dataset itself in a peer-reviewed journal (e.g. https://www.nature.com/sdata/journal-information), and you would have the opportunity to contribute to these publications as an author (please see the ICMJE guidelines (LINK) for details related to authorship of peer-reviewed journal articles). 
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