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Medical monitoring in the traditional sense has a rather restrictive place in pharmaceutical 
development. The primary purpose is to interface with investigators, answer their queries, 
and in some cases help bolster enrollment in a trial. However, a medical monitor, especially 
one who is armed with years of both pre- and post-marketing experience, can provide 
much more. 

The medical monitor is truly the provider of medical oversight of trials during Phases 1 to 
3, actively assessing daily the safety and efficacy considerations of a drug or device. 

Standard activities include: 

• Education of staff (PMs1, CRAs2, data management) in the indication and protocol 
requirements 

• Review of the protocol 
• Contact with investigators when inclusion/exclusion or trial conduct issues arise 
• Review of coding, SAEs and the clinical study report 

There are hundreds of biotech companies in the US and thousands worldwide. Most of 
these do not have the need nor funding for a full time physician therapeutic expert, 
especially in highly competitive arenas such as oncology and neurology. Identifying a chief 
medical officer is rather challenging. There are a finite number of physicians interested in 
this role and having required experience versus the great number of companies requiring 
this expertise. Also, most biotech companies do not require a full time medical presence. 



The ‘Virtual Chief Medical Officer’ (vCMO) fills this void. The vCMO not only fulfills the 
basic functions that a biotech company requires, but also supports other activities 
including: 

• Medical oversight of trials 
• Interfacing with CROs 
• Interfacing with internal or external commercial consultants to ensure the endpoints 

satisfy their needs for formulary acceptance 
• Clinical program design 
• QA/Regulatory interface with regard to clinical trial conduct, GMP, FDA interactions 
• Recruitment Optimization 
• DSMB and Clinical Adjudication Oversight 
• Pharmacovigilance 
• Interpretation of preclinical data to ensure outstanding issues are addressed 
• Intense evaluation of Pre-IND, ongoing correspondence and End of Phase 2 Meeting with 

the FDA or other international regulatory bodies to ensure issues are appropriately 
addressed 

 A committed vCMO consultant permits biotech/pharmaceutical companies to drive their 
product forward with the appropriate medical input, while avoiding the high cost of a full-
time position that is encumbered with health and other benefits and whose incumbent may 
have skills not directly applicable to the product being developed at the time. 

Product development is much more complicated today than it was in the past. Today, 
companies are targeting global audiences with diverse regulatory concerns, but patient 
advocacy groups, and government and commercial economic groups determine what will 
be the reimbursement for the product. A ‘Commercial Chief Medical Officer’(cCMO) is 
really needed to add additional insights into the traditional role of a medical officer. The 
cCMO, has experience working with both marketing and sales, so that the these include the 
following important tasks: 

•  Inserting commercial endpoints into the protocol: 

•  



o Quality of life 
o Pharmacoeconomic 
o Patient preferences 
o Medical regimen adherence 
o Targeting the optimal clinical endpoints 
• The ability to engage Key Opinion Leaders (KOLs) into the project 
• Obtaining the most impactful expression of the clinical trial results 
• The ability to express these results in a meaningful way to the regulatory agencies, the 

medical community, and all the payers 

Therefore, today’s virtual cCMO can be a cost-effective important bridge between the early 
stage development and a successful commercialization of the product. 

In reality, the vCMO and cCMO can be the same individual, or provided by several experts 
by a company with the appropriate expertise. 

For questions related to this article, please contact Roger E. Morgan, Vice President, Medical 
Affairs, MedSurgPI, LLC, Raleigh NC atrmorgan@medsurgpi.com 
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