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Background

The conduct of clinical trials is commonly outsourced to Clinical Research 
Organisations (CROs) by large and emerging pharmaceutical 
companies. Whilst CROs have teams responsible for ensuring the safety of 
patients who have been recruited to individual clinical trials, there is 
always a need for someone to oversee this work on behalf of the sponsor 
company. This role provides an interface between the clinical 
operations team and key stakeholders, such as pharmacovigilance 
groups and the broader clinical development team. Prism Ideas’ 
physicians have overseen the medical aspects of clinical trials on 
behalf of our clients since 2002, providing appropriate evaluation, 
reporting and response to emergent clinical study data.

Challenge

The Medical Function at a Scandinavian pharmaceutical company made the 
decision to implement a phase II program for a new arthritis treatment, but 
did not have sufficient internal resources to provide the medical monitoring 
necessary for the first of a two–part clinical study. The sponsor’s 
Chief Medical Officer (CMO) was responsible for five different 
development programs and needed an experienced Pharmaceutical 
Physician to represent their function at study team meetings and to 
lead the medical evaluation of blinded study data. Prism had previously 
provided similar cover for one of the CMO’s colleagues on behalf of 
another sponsor, who recommended Prism’s services based on their prior 
experiences. 

Solution

On initiation of the contract, the Medical Monitor reviewed the existing 
medical monitoring plan, provided by the clinical operations team. They also 
familiarised themselves with the contents of the study protocol, 
Investigator’s Brochure, and other documents necessary to 
effectively deliver the medical monitoring role. Specific responsibilities 
and a weekly estimate for the number of hours of support required 
were agreed upon between the Medical Monitor and clinical operations 
team. The agreed work order defined the duration of cover required, with a 
fixed time commitment from the sponsor at 60% of the expected workload 
per week.
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During the trial conduct, Prism’s Physician reviewed patient eligibility data, 
laboratory data and all other safety outcomes to identify emergent trends 
and safety signals. Safety concerns were reported to the study sponsor as 
agreed in the medical monitoring plan. They also provided a safety report to 
the study safety committee at regular intervals throughout the study.

For completeness, the Prism Medical Monitor reviewed all serious adverse 
event forms provided by the CRO pharmacovigilance group, and requested 
clarifications and resolutions where necessary. At study closure they 
attended the study deviators and blinded data review meetings, and 
reviewed the draft of clinical narratives which were intended for inclusion in 
the clinical study report and its safety sections.

The sponsor was highly satisfied with the expertise shown by the Prism 
Physician and requested not only that they be retained for the second part of 
the study, but also named them as an author on the publication of the study; 
a manuscript prepared by one of Prism’s Medical Writers.

Conclusions

Prism Ideas recognises the critical importance of patient safety and 
emergent clinical trial data. The Prism Physician ensured the safe conduct 
of this clinical study, including the management of a potentially significant 
safety signal that emerged during its latter stages. The client was pleased 
with the overall outcome and was extremely happy with Prism Ideas’ support 
and has since commissioned support for two further programs. Prism 
provides excellence throughout all its clinical support services, providing 
placements who can be relied upon to deliver right from the start. 
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