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Background

1. Virtual Clinical Consultant: Al can explain clinical concepts,
adapting to the user's knowledge level through incremental learning,
allowing for more informed conversations with clinicians.

Generative Artificial Intelligence (Al) has quickly integrated into the

fabric of society. However, the tangible impacts of this integration

remain largely unexplored in the workplace on an individual level.
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Clinical trial management presents a fertile ground for generative Al e L B

applications, offering opportunities to increase knowledge, enhance e e e

efficiency, and improve outputs. Basic

Prophylactic antibiotics are medicines given to prevent infections before they start.

Intermediate:

W h i lSt i nSt itu io NS an d regu ) ltO IS d eC i d e hOW beSt to i m p le me nt Prophylactic antibiotics are prescribed to prevent infections in situations where there’s a high risk of
] o ] bacterial infection, such as before surgery or for people with weakened immune systems.

generative Al at a global level, it is currently up to the user to decide the I

a p p ro p rl ate ness Of AI use at a loca l leve l ] Prophylactic antibiotics refer to the preventive administration of antimicrobial agents to avert

bacterial infections, typically used in scenarios like surgery, where disruption of natural barriers (e.g.,
skin) increases the likelihood of bacterial contamination, or in individuals at elevated risk for

opportunistic infections, such as those with immunodeficiency or during specific medical procedures.

Methods

2. Document Drafting: Al assists with creating the first draft of trial-
related documents, such as social media posts, progress reports and

Since January 2023, trial managers at Nottingham Clinical Trials Unit grant applications, saving time and effort.

have assessed at how generative Al can be used to streamline and

improve trial management. 3. Answering trial queries: Publicly available trial documents, e.g.
protocols or FAQs, can be uplaoded into Al models. These models

Several Al models have been trialled including ChatGPT, Gemini, Co- can provide quick and accurate answers based on these documents

Pilot and Claude. making responding to trial-related queries more efficient.

During this time, there have been several notable advancements in
generative Al including; the development of custom Generative
Pretrained Transformers (GPTs) for specific knowledge-based tasks; the

Please summarise the SAE reporting requirements for the POP-1 trial

The Serious Adverse Event (SAE) reporting requirements for the POP-I trial are as follows:

rapid prOgl’eSS Of AI mOdelS Capable Of handling more COmpleX prompts; 1. Definition of SAE: An SAE is any adverse event that results in:
and the ability for Al to generate images, sound and video based on * Death
pI’OmptS. Life-threatening condition

Hospitalisation or prolonged hospitalisation

Disability/incapacity

Although dozens of uses for generative Al in trial management have
been devised and tested, three key applications are presented here.

Congenital anomaly in the offspring

Important medical events that may not immediately fit the cntena but could jeopardise the

narticrinant mav alen he claccihiad ac SAFc

Discussion

This research shows generative Al can streamline trial management, boosting efficiency and allowing trial managers to focus on higher-priority
tasks. Generative Al can not only reduce labor-intensive work but also serve as a virtual expert across many fields.

While the widespread adoption of generative Al is still nascent, and clear institutional guidelines are yet to be developed, its responsible use
could bring significant workplace benefits. As Al models evolve and grow more complex, their application in trial management will likely expand,
making them an increasingly integral part of conduting efficient clinical trials in the future.
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