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Background

European law requires pharmaceutical companies to provide a scientific 
service in charge of information regarding their medicinal products.1 The law 
is largely self-regulated by national pharmaceutical industry associations 
under a common European Code of Practice. The scientific service must 
include a doctor or, where appropriate, a pharmacist who will approve 
material prior to release. This is to certify that the final form of any 
promotional material is, in their belief, in accordance with locally applicable 
codes, consistent with the Summary of Product Characteristics, and a 
fair and truthful representation of the product.  

The principles of promotion and legal obligations extend beyond the 
membership of national industry associations to all pharmaceutical 
companies; national government agencies can apply sanctions where self-
regulation is not available for non-members. Continuous availability of the 
scientific service is therefore an essential component of any Pharma 
company infrastructure.

Challenge

A global pharmaceutical services company acquired a small portfolio of 
mature marketed products, and sought to undertake a limited volume of 
promotional and medical educational activities. The company was not a 
member of any national industry association and had no staff with the 
necessary qualifications and professional registration to provide a scientific 
service. Consistent with this, the company needed to first establish a 
process to comply with its obligations and employ resource to deliver it. The 
situation was further complicated by the discordance between the real-life 
use of some products in clinical practice and the original approved 
indications.

Solution

Prism‘s scientific communications team were commissioned to support the 
company in the generation of communications materials, and the Medical 
Director requested a consultant to ensure that these materials, and any 
other activities, would be of an acceptable standard for compliance 
purposes. 

Prism agreed to be retained on an advisory basis for an initial 0.1 full-time 
equivalent. The scientific service was delivered according to Prism’s own 
Standard Operation Procedures, template review, and final approval forms. 

1 EFPIA Code of Pratcice. Section 20.01.a  
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The retained service meant that, where necessary, Prism could hold internal 
reviewer meetings, to reach a consensus recommendation on subjective 
aspects of materials, in relation to the approved indication(s). Since Prism 
reviewers were, and remain to be, nominated signatories for the client and 
registered with the Medicines and Healthcare products Regulatory Agency 
(MHRA), Prism were able to generate and approve materials for the 
company as a single agency, with a high level of devolved authority. 

This served to the company’s best interests, as Prism provided more than 
one aspect of a medical functions work.

Conclusions

Prism is one of a very limited number of agencies that has expertise in 
multiple fields of medical affairs activity. Knowledge of the compliance 
process and requirements for materials to be approvable can be a challenge 
for those responsible for creating the materials. 

For several years, Prism has successfully married provision of both 
elements, using this expertise to support this company and many others. In 
this case, utilising Prism’s reviewer service enabled the company to focus 
on its core work without the need to employ additional internal resource. 
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