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The complexities of running a biomedical development company require not only an acute 
business sense but also medical judgment. Only when these two skills are fused can an 
optimal path through complex R&D, Regulatory, Reimbursement and clinical acceptance 
hurdles be achieved. As a result, the relationship between a CEO, the Board and the Chief 
Medical Officer is critical to the success of the biomedical company. At times, this 
relationship is difficult to leverage properly because the language of business and the 
language of medicine do not always intersect. This problem is rectified when the Chief 
Medical Officer has had substantial commercial experience, perhaps best manifest as a 
result of either prior CEO experience or through close working relationships with 
marketing and sales teams. When this is the case, the stage is set for robust, fluid 
communication between the CEO and what may be termed the “Commercial Chief Medical 
Officer” (CCMO). This leads to many tangible benefits. 

In contrast to a CMO, who has been focused only on medical research or academic functions 
in the past, a CCMO has typically run a business or company in addition to the 
aforementioned roles. This considerably expands the CCMO’s ability to integrate with the 
CEO in the management of the company. Under these circumstances, the CEO has a trusted 
partner who is capable of participating in and guiding strategic product development and 
commercialization. As a given function, the CCMO will perform all of the traditional roles of 
a Chief Medical Officer, including the identification of optimal clinical indications for 



product development, clinical protocol development, Contract Research Organization 
selection and management and recruitment of medical Key Opinion Leaders (KOLs) to 
optimize product positioning. A key aspect of the CCMO’s role is the conception and 
implementation of development strategy to enable an effective interface with the US Food 
and Drug Administration and international regulatory bodies, as well as with 
reimbursement authorities. 

Beyond traditional medical functions, the commercially experienced CCMO supports the 
financial success of the company in other ways. In addition to planning and executing on 
programs that will create value for the company, they can serve to translate the scientific 
and medical knowledge that the company creates such that management can effectively 
communicate with investors and other financial stakeholders. In addition to using this 
information to help rationalize investment decisions internally, this activity can be 
important in building the investment case with both external investors and strategic 
partners.  An experienced CCMO can help management construct investment and 
partnering materials to achieve this. These materials seamlessly integrate the scientific, 
medical and regulatory strategy with other essential aspects of the investment case. 

The CCMO’s understanding of medical treatment paradigms and of the reimbursement 
environment coupled with the ability to contribute to marketing analysis can help to define 
areas of unmet need, and help to create an objective, data-driven approach to making 
pipeline investment decisions. In this decision making process, a CCMO’s ability to estimate 
the size of preclinical and clinical studies and to investigate the feasibility of recruiting such 
studies in a timely and affordable manner can enable the company to further weigh 
numerous investment options before moving toward the clinic.  This includes a critical, 
balanced view of the competitive landscape and how the company’s assets can be 
differentiated. 

Also central to the CCMO’s role is the management of clinical safety and development risk, 
both during product development and after market introduction. This requires skills in 
pharmacovigilance as well as risk benefit analysis.  Should safety issues arise, the CCMO 
will be the voice of the company to regulatory personnel and, with the CEO, to 
investors. The CCMO will have the experience and judgment needed to explain and to 



contextualize material safety information for non-medical experts. In addition to managing 
emergency communications such as this, the CCMO plays an important outreach role in 
companies with marketed products or when planning a launch through publication 
management and general Medical Affairs activities. When applicable, this also includes 
recruitment, training and guidance of a Medical Science Liaison force. 

While engaging investors, having a CCMO available to stimulate their interest can not only 
build confidence that the company will execute effectively on trials, but that the company is 
designing trials that create a competitive label. The CCMO is seen by investors as working 
seamlessly with marketing and sales executives to build a commercial case as the science is 
translated into the clinic. At various points in the product life cycle, the CCMO can also 
work closely with market researchers to help define or segment the market and to ask key 
questions that will inform the company about prescribers’ and patients’ disease 
understanding and what is truly needed to improve its management.  From these learnings, 
the team can create an all important Target Product Profile, which describes the ideal label 
and target population to potential investors and partners as well as to regulators and to 
payors. 

The CCMO works closely with the Chief Scientific Officer (CSO) to assess the scientific 
platform. They confer frequently to determine how to best leverage the company’s 
technology. This helps to identify (1) therapeutic indications with significant unmet 
medical need and/or (2) indications in which the product has a high likelihood of clearly 
differentiating itself from existing treatments. Operationally, CCMOs also provide input on 
program financial planning. Although these activities are managed on a day to day level by 
project and operations managers, the CCMO plays a fundamental role in ensuring that the 
studies are designed and executed as efficiently as possible. Design, particularly of proof of 
concept studies, needs to be “fit for purpose” and the output must be meaningful enough to 
serve as a favorable catalyst for funding. The CCMO plays a major role in shaping the 
feasibility of the study, through understanding practice paradigms and defining a study 
population that can be recruited in a commercially relevant timeframe. 

Perhaps, given their fluid understanding of Business and Medicine, the chief role of the 
CCMO may be that of translator. To the CEO and the Board, the CCMO brings a simplified 



awareness of the requirements for the most efficient medical product development. To 
Investors, the CCMO translates the science and medicine into a commercially meaningful 
proposition that illustrates the potential of the company to create growth of the 
investment.  To employees, the CCMO can facilitate dialog that allows them to think 
creatively while ensuring that business targets are properly integrated into their product 
development activities.  To regulators, the CCMO, in partnership with the company’s 
regulatory leaders, drives key discussions which will shape clinical development paths and 
time to approval for the various portfolio assets.    . To payors, the CCMO outlines the 
clinical data in partnership with commercial experts, to communicate the pharmaco-
economic value of new products to both patients and payors. Such communications are 
crucial to gaining fair reimbursement. Finally, to the public, the CCMO, in support of the 
CEO, brings a confident and trusted voice regarding the company’s development status and 
scientific aims in such a way that the public can readily appreciate the progress that has 
been made. 

In summary, the conjoined capabilities of CCMOs place them in a prime position to 
augment corporate execution, credibility and potential for medical impact by harmonizing 
the often complex languages of Business and Medicine. 
 


	The Integrated Management Role of the Chief Executive Officer and the Commercial Chief Medical Officer
	Peter C. Johnson, MD*, June S. Almenoff, MD**, PhD and Gerald L. Klein, MD*MedSurgPI, LLC*, Raleigh, NC and ** Independent Drug Development Consultant, Durham, NC*


