
Our client did not have 
sufficient in-house resource to 

be able to provide the necessary 
medical monitoring oversight 

support to the planned and 
ongoing clinical trials

The Prism medical monitor 
helped steer the development of 
the protocol from initial concept 

and design through each stage 
in the process

Background 

Prism Ideas has strong clinical development relationships with several world 
leading pharmaceutical companies, as well as those specialising in certain 
therapeutic areas and a number of bio-tech companies. As part of their 
ongoing support for the EU and North American research programs of a 
Japanese Pharma, Prism Ideas was asked to provide both medical support to 
individual clinical trials, and input into clinical development plans and protocol 
development.

Challenge

Like many ‘smaller’ pharmaceutical companies, our client utilised the services 
of a Clinical Research Organisation (CRO) to deliver the operational aspects of 
clinical study conduct. However, it did not have sufficient in-house resource to 
be able to provide the necessary medical monitoring oversight support to the 
planned and ongoing clinical trials. Prism Ideas was tasked with providing a 
qualified and experienced medical monitor to interact with the study team and 
trial sites. 

Solution

Prism Ideas made available a senior pharmaceutical physician with over 15 
years’ experience in pharmaceutical industry clinical research. The medical 
monitor was involved in this Phase IIa study from an early stage, contributing 
to study design, writing of the protocol and associated documents, and design 
of the eCRF. The monitor took principal responsibility for writing the medical 
monitoring and safety plans. 

Following study initiation, the medical monitor was involved in liaison with trial 
sites to ensure  suitable patients were enrolled into the study. Once recruited to 
the trial, the monitors duty was to identify any potential safety signals or other 
medical issues relating to the safe and appropriate conduct of the study. 

Outcome

The Prism medical monitor helped steer the development of the protocol from 
initial concept and design through each stage in the process. This ensured it 
was medically valid and suitable for approval by external stakeholders such 
as ethics committees and independent review boards. During study conduct, 
the medical monitor ensured that the CRO physicians had completed all the 
necessary and relevant enquiries into emergent safety signals and unexpected 
serious adverse events (SAEs). This involved reviewing SAEs and SAE narratives, 
protocol violations, drug administration, and all adverse event and laboratory 
data. The medical monitor prepared safety reports for both the internal client 
safety oversight committee and the study steering committee meetings. At 
trial completion the medical monitor was a member of the data analysis team 
and contributed to the writing of study reports.
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Conclusions

Over a 24 months’ period the Prism Ideas physician provided a valuable, highly 
experienced, resource to the clinical study team. This reduced the burden upon 
the in-house medical team who were able to focus on higher priority, more 
complex programs. In addition, Prism was able to provide a designee to cover 
its medical monitor’s vacation and other absences, attentive and available to 
meet all of the Client’s clinical needs. 

Prism Ideas continues to provide a similar service to several of its 
clients. 

The in-house medical team were 
able to focus on higher priority, 

more complex programs
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