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Case study

Background

When conducting a clinical trial, the sponsor company may chose to appoint 
a Steering Committee (SC) whose main roles and responsibilities include 
oversight of the study design, review of study conduct and maintenance of 
study quality, review of safety data, and production of publications relating to 
the study. The terms of membership of the SC, including the SC 
composition, duration, and responsibilities, are agreed in writing in the SC 
charter prior to the start of the study. The SC meets periodically throughout 
the study, either in person or virtually, to review and discuss various aspects 
of the study design, conduct, and data. Each meeting requires both a slide 
presentation and meeting minutes to be developed.

Challenge

Activities relating to study oversight committees are often delegated by the 
company sponsor. The provider of medical writing support for study 
oversight committees must be flexible in their capabilities be able to adapt 
slide development to suit SC requirements as the needs change throughout 
the study conduct. Whilst the CRO conducting the clinical study is often 
asked to support the SC, there is merit in finding an alternative third-party 
provider given the imperative for independence and compliance oversight. 

Solution

Prism Ideas has been retained by the clinical operations function of a global 
pharmaceutical company as the preferred provider for medical 
writing support to clinical research programs. This agreement covers 
scientific study documentation such as protocols, amendments, informed 
consent, committee charters and study reports. In addition, during study 
conduct, Prism’s writers provide full editorial support for study oversight 
committees. In the case of SC meetings, the Prism medical writer receives 
the relevant study data as well as any other information that is to be 
presented at the meeting and prepares a comprehensive set of slides for 
discussion by the committee. Throughout the contract, from the early 
study design and protocol development stages to late stage study data 
presentation, Prism is able to adapt the slide template to suit the company’s 
needs.

The medical writer attends the SC meeting, either in person or by 
video/audio link, and produces minutes for the SC members and 
company attendees. A similar approach is used for study 
Independent Data Monitoring Committee meetings.
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Conclusions

Prism Ideas has provided these services for more than 10 years and to this 
company for the majority of that period, supporting several dozen 
study oversight committees. The Prism approach ensures high 
standards of delivery throughout the study conduct. Prism has 
provided services for multiple concurrent trials investigating the same 
therapeutic agent therefore providing consistency in the way that meetings 
are prepared and delivered across the sponsor company’s programs.
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