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Chair for Drug Safety Monitoring Boards

Case study

Background

The advice and recommendations provided by a Drug Safety Monitoring 
Board (DSMB) are imperative for the safe conduct and progress of a clinical 
trial. Maintaining independence from the study investigators and sponsoring 
pharmaceutical company is of upmost importance to ensure unbiased 
evaluation of any unblinded or partially unblinded study data. As such, a 
strict firewall needs to be in place, with no member of the DSMB having 
direct involvement in the conduct of the trial. 

Oversight of drug safety committees is frequently delegated to Clinical 
Research Organisations (CROs), however this activity can be problematic 
as CROs are themselves involved in the conduct of the clinical study and 
their involvement with unblinded study data compromises the preservation 
of the integrity of a study, similarly to the study sponsor. 

Challenge

A global pharmaceutical company sought to delegate the activities relating 
to the DSMB overseeing its clinical trials for a particular investigational 
product, while ensuring that it remained compliant with all relevant 
regulations, ethical principles and International Conference on 
Harmonisation Good Clinical Practice Guidelines . As well as independent, 
third party oversight, the company also required assistance with the 
logistical arrangements of DSMB meetings, such as the identification of 
suitable venues, meeting timings and the management of travel 
arrangements. Additionally, an intermediary was needed to convey relevant 
information and data between the company and DSMB committee members. 
In particular, the company was keen to appoint a senior pharmaceutical 
physician to act as DSMB Chair to oversee the committee’s proceedings. It 
was necessary that this individual had strong expertise in clinical trials 
operations as well as familiarity with the clinical therapeutic area. 

Solution

Prism Ideas was appointed by the sponsoring pharmaceutical company in a 
multifaceted capacity to assist in the administration of the DSMB and the 
management of ongoing committee meetings. This agreement covered all 
aspects of meetings delivery. Ultimately, a Prism physician, with knowledge 
of the therapeutic area and proficiency in best practices for clinical trial 
operations, was elected as DSMB Chair and available to provide advice and 
recommendations, where necessary, and the independent appraisal of 
safety and key efficacy data. In its role as Secretariat, Prism was able to 
provide the expert panel with information pertinent to their consideration of 
patient safety in a clear and precise manner. 
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The Prism team also oversaw the logistic preparations of committee 
meetings, ensuring that all DSMB members were kept informed of any 
arrangements. Full editorial support was provided by the Prism medical 
writer, who undertook the review of unblinded or partially unblinded study 
data and the preparation of a comprehensive set of slides for discussion by 
the committee. The Prism medical writer also attended both the open and 
closed sessions of DSMB meetings to undertake the responsibilities of 
minute taker and ensure that a record of the Board’s deliberations, decisions 
and recommendations, according to the charters under which such 
committees operate, was retained.

Conclusions

Prism Ideas has long-standing experience in supporting study 
oversight committees and provides high-quality services to this company 
for multiple concurrent trials being conducted by different CROs. 
Prism, therefore, delivers consistency in the way that meetings are 
prepared and delivered across the sponsor company’s programs. 
Election as DSMB Chair demonstrates the Client’s confidence in 
Prism to oversee the Board’s proceedings with proficiency and 
professionalism.
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