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Biologics are the future for the medical diagnostics and clinical treatment
Moses Prabu
Middle Tennessee State University, USA

Biologics are the future for the medical diagnostics and clinical treatment of various human- and animal diseases. Studies by 
clinicians and veterinarians have shown the vulnerability of small molecule therapeutics to exhibit inferior efficacy, poor 

bioavailability and challenges to long-term patient response. These limitations are further compounded by drug resistance 
and side effects. Therefore, the advent of biologics presents a promising future for therapy, preventative care and diagnostics. 
Despite the immense leap in advantages of the biologics over conventional drugs, the regulatory steps to be implemented 
at every milestone between product discovery to clinical administration and safety monitoring are highly challenging and 
complex. Most of the issues do not necessarily arise from the biological drug itself, but the methods adopted during the 
manufacturing and testing of biologics may not be molecule-specific. Notably, the safety standards are implemented at latter 
stage of the developmental process and they are often ignored in the preliminary steps. Although premature implementation of 
regulatory processes may result in high cost-over runs and scientific limitations, establishing a compliance frame work for the 
product development may be advantageous overall. Baring the proof of concept part of a project, the processes and materials 
used at every step of the manufacturing and delivery of biologics must be designed initially with compliance objectives. It is 
crucial that the scientists and engineers have a clear understanding of the compliance requirements when adopting method 
development practices. Fostering a culture of compliance among the team workers may be essential for the successful launch 
of a biological drug. Instead of allowing the regulatory requirements to be a distraction from scientific innovation, timely 
adoption of compliance practices would actually enhance research outcomes to be translated into medical applications. After 
all, the regulations are not meant to impede into knowledge but are devised to protect the consumer population, who are the 
patients and healthcare seekers.
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