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Background

Guidelines have been in place from the European Medicines Agency and 
the Food and Drug Administration regarding clinical study data monitoring 
committees since 2005 and 2006, respectively. The independent experts 
assessing the progress of safety, and sometimes key efficacy data, on a Drug 
Safety Monitoring Board (DSMB) may have access to unblinded study data. 
It is therefore imperative to have a strict firewall between those involved in 
the conduct of research and those evaluating the data. At the same time, it is 
important to be able to provide the expert panel information pertinent to their 
consideration of patient safety in a clear and precise manner. Furthermore, 
it is essential to retain a record of the panel’s deliberations, decisions and 
recommendations according to the charters under which such committees 
operate. 

Challenge

Activities relating to study oversight committees may be delegated, often to 
Clinical Research Organisations (CROs). However, this represents imperfect 
governance as the CROs are themselves de facto involved in the conduct of 
the clinical study. Therefore, their involvement with unblinded study data or 
preservation of the integrity of a study represents no less of a potential conflict 
than it does for the study sponsor. 

Provision of a scientific secretariat for independent study oversight committees 
is therefore a pragmatic solution to meet their needs, both in terms of 
information and communication. In addition, compliance with all relevant 
federal and local regulations, ethical principles and International Conference on 
Harmonisation Good Clinical Practice Guidelines can be ensured throughout. 

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 
DSMBs, the Prism medical writer receives unblinded or partially unblinded 
data from the data management team according to the committee charter 
and prepares a comprehensive set of slides for discussion by the committee. A 
Prism physician is available to provide advice if necessary, but as the slides are 
populated according to a pre-agreed template this is rarely necessary. In the 
event of data inconsistencies, the medical writer may seek clarification from 
the data management team. 

The medical writer attends both the open and closed sessions of DSMBs, either 
in person or by audio link, and produces minutes for the committee chair. A 
similar approach is used for study Steering Committee meetings.
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Conclusion

Over the last five years Prism Ideas has provided these services to this company, 
supporting several dozen study oversight committees. The Prism approach 
has helped not only to facilitate the meetings themselves, but also to drive 
maintenance of standards of delivery from the CROs during study conduct.  
Prism has provided services for multiple concurrent trials, conducted by 
different CROs, with the same product therefore providing consistency in the 
way that meetings are prepared and delivered across the sponsor company’s 
programs.
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