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• Develop regulatory strategy
• Manage vendors / consultants
• Proactively engage regulators (e.g. FDA)
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Clinical Development
• Biomarker identi�cation
• Interaction with external experts
• Research strategy / CDP development
• Rx target assessment
• Medical monitoring
• Clinical trial design

• Endpoint selection
• Protocol design
• Animal model 
   translation

• Medical information
• Response letters
• Phase IV trials
• Publications
• MSL & KOL strategies
• Education
• Medical contribution to meetings
• Manage SAB
• Patient advocacy & registries

• Manage medical initiatives
• Document management
• Process improvement
• Reporting, KPIs, and metrics tracking

Stats / DM / Biometrics
• Data standards and handling
• CRF design
• Handle data aspects of health authority (HA) 

requests
• Determine sourcing strategy for programming
• Author / approve all plans for statistical 

analysis

Medical Writing
• Authoring applications
• Reference safety information
• Clinical study reports

• Real world evidence
• Economic modeling
• Cost-e�ectiveness analysis / budget 

impact model
• Core value messages

• Safety oversight / document 
authoring

• Aggregate safety review, etc.
• DSMB / DMC management
• Medical monitoring
• Trial support
• Toxicology review

• CRO selection and onboarding
• Contracting and site payments
• Track enrollment & quality metrics
• Oversee vendor performance
• Protocol review

• Oversee clinical  
trial operations

• Monitor clinical 
trial spend

• SOP development
• Monitor plans

The role and office that is held by Chief Medical 
Officers (CMOs) is often misunderstood, 
undervalued, and rarely acknowledged for its 
critical value in a life sciences organization. The 
title of CMO is broad, as it holds various meanings 
from organization to organization. As a result, 
executives struggle to assign appropriate value to 
the functions that typically sit within the purview of 
a Medical Office.

While there is a high degree of variability in 
the functions a CMO owns and supports, SSI 
Strategy defines the Medical Office as an internal 
group overseen by a CMO, which includes any 
combination of the following seven functional 
areas: Medical Affairs, Medical Operations, 
Clinical Development, Clinical Operations, Medical 

Program Management, Safety/Pharmacovigilance, 
and HEOR (see Figure 1).

In SSI Strategy’s cumulative experience, these 
functions are the sum of what is typically owned 
or directly affected by the CMO. The intent of 
this analysis is to introduce a thought-provoking 
logical framework for assessing value across 
each of these functions, and suggest a new way 
of articulating the quantitative and qualitative 
significance of the Medical Office in any 
organization. 

Criticality of Defining Value in the Medical Office 

Before introducing the framework to assess value 
in the Medical Office, it is important to discuss the 

Articulating the Value of the Medical Office 
Organizations often struggle to articulate the value of the Medical Office. SSI Strategy developed a 

new, proprietary method for quantifying this value, which has been utilized here to present guidance on 

optimizing the value of the Medical Office. 

Introduction 
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Figure 1: Medical Office as defined by SSI Strategy. SSI Strategy considers the following workstreams and their respective activities to be the 
complete suite of functions owned or directly influenced by the CMO. Note that Regulatory Affairs is often highly influenced but not entirely 
owned by the Medical Office. It has been included in this visual to provide a complete picture of the Medical Office’s influence, but Regulatory’s 
value was considered by SSI Strategy to be outside of the Medical Office.

risks and challenges that come from not having an 
appropriate mechanism for value definition.

Without effective demonstration of value, 
the Medical Office risks the ability to acquire 
sufficient resources and influence direction-
setting. Strict regulatory controls and lack of 
an established framework for quantifying value 
result in an inability for leaders to develop Return-
on-Investment (ROI) assessments for resources 
needed to perform critical medical activities. 
In fact, it is both illegal and unethical to attach 
traditional models of revenue to Medical Office 
functions.

While these activities are assumed to support 
commercial goals, resource allocation rarely favors 
the Medical Office, which is a presumed cost 
center. Because of the outdated assumption that 
Medical should act solely as a support function to 
commercial activities, it is often relegated to taking 
a passive role in strategic decision-making.

It is SSI Strategy’s experience that organizations 
that lead with strategies focused on solving unmet 
medical needs are best structured to optimize their 
commercial success. The goal of this framework is 
to help CMOs level the playing field in the C-suite 
and push their organizations to consider “Medical 
First” strategies.  
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Challenges in Historical Frameworks 

The activities and functions that make up a 
Medical Office are nebulous, challenging to 
qualify, and until now, seemingly impossible to 
quantify. Regulatory scrutiny and the ethos of the 
Medical Office-to advance scientific understanding 
that will save lives-do not lend themselves to 
traditional ROI frameworks that evaluate product 
sales relative to particular actions. Therefore, the 
Medical Value Framework outlined here is meant 
to retain the purpose of the Medical Office, while 
diving into the logic for how directly and indirectly 
medical activities enable new opportunities for 
the organization, reduce costly risks, and advance 
efficiencies. 

Medical Value Framework for a Medical Office  

Figure 2 outlines the Medical Value Framework 
that underlies SSI Strategy’s analysis. The SSI 
Strategy team mapped the pathway for each value 
driver to the quantitative impact each has on its 
respective function in the Medical Office.

Methodology and Assumptions 

This analysis was a bottom-up evaluation of 
the seven key Medical Office functions that SSI 

Strategy defined in Figure 1, and 48 distinct, value- 
generating activities that fall under their purview. 
Each of these activities was applied to the Medical 
Value Framework in Figure 2 to calculate their 
impact and outcomes.

Once this process flow was established for each 
activity, SSI Strategy conducted an extensive 
search for industry benchmarks and relevant 
facts and figures that could serve as inputs in the 
process calculations. Over 100 data points were 
collected from more than 60 different publications. 
Countless more resources were scanned even if 
they did not provide concrete data points.

Lastly, the totality of the value figures for each 
activity was distributed among the seven 
functions. SSI Strategy recognized that the 
value-creating outcome of certain activities 
was a culmination of multiple functions working 
together, and at times, these outcomes required 
contributions from outside the Medical Office as 
well (e.g., manufacturing drug products is a key 
contributor to successful clinical trial operations). 
Thus, SSI Strategy allocated a percentage of an 
activity’s value to each of the related functions to 
ensure proper attribution of the overall value to 
those functions.

Figure 2: Medical Value Framework. To begin quantifying value, SSI Strategy defined value as the sum of Cost Avoidance and Scientific 
Impact, which were broken down into the following segmentation of five key value drivers to structure the critical-thinking process.

HCP
Management

Risk
Mitigation

E�ciency
Maximization

Therapeutic
Expansion

Patient
Centricity

Scienti�c Impact+Cost Avoidance

VALUE =

Mitigate risk of
regulatory penalties
and cost of
uncertainty

Minimize wasted
resources and
eliminate costs
associated with
suboptimal processes

Interact with
stakeholders to
increase awareness
and understanding
of company value
proposition

Develop ways to
treat unaddressed
diseases or improve
upon currently existing 
standards of care

Ensure that the
patient’s interests
are ultimately
prioritized and they
receive the care
they need
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This analysis was based on several assumptions. 
Primary to these was defining an “average” 
biopharmaceutical company, which acted as the 
representative case example for this analysis. SSI 
Strategy limited the study to U.S. companies and 
benchmarks that operate under standard FDA 
regulations.

The primary limitation of this study is the lack 
of availability of a few benchmarks that would 
have served as direct inputs into the value 
driver pathway, resulting in a need to develop 
assumptions based on experiential evidence. 
While this limitation had a minimal effect on 
the overall methodology, the conservative 
assumptions used could further undervalue 
medical functions. 

This analysis also drew specific boundaries of 
scope and time, basing the figures on a single 
snapshot in time that was extrapolated to produce 
annualized measures for a single product. As such, 
the assumptions and values described herein are 
meant to establish a logical baseline to discuss 
value across organizations, but are not meant 
to represent fixed calculations of what would be 
realized in each individual organization.. 

Study Findings

SSI Strategy’s value estimation framework and 
calculation process were applied across the seven 
Medical Office functional areas, using 48 specific 
value-generating activities. Figure 3 demonstrates 
the value assessed per product per year for an 

Figure 3: MOVE Value Calculation for Representative Biopharmaceutical Company, per product annually.
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“average” biopharmaceutical company, across 
medical activities.

This analysis demonstrates that the Medical Office 
does in fact drive both qualitative and quantitative 
value to an organization, and that there are 
creative ways to define value in medical.

Discussion

Medical Affairs clearly drives the largest 
contribution to the overall value of the Medical 
Office. It is able to contribute such a large portion 
of value through stakeholder engagement 
activities, such as MSL and KOL interactions, 
medical education in the form of publications and 
ad boards, patient advocacy, and registries. These 
activities connect the organization to the voice of 
the patient through providers and advocates.

This analysis shows that Clinical Development 
adds value throughout the product-development 
life cycle, in identifying and navigating promising 
therapeutic products through the phased 
experimental period when projects are often lost 
prior to entering the market. HEOR efforts should 
begin early in development, even though its 
impact is not fully acknowledged until the latter 
part of the lifecycle when the organization’s focus 
shifts to reimbursement.

The value from Safety/Pharmacovigilance mostly 
comes from the mitigation of risk, as there have 
been many high-profile cases of legal trouble, 
moral impropriety, and adverse medical events. 
These result in severe reputational damage, 
loss of potential revenue, and costs of recall. 
Avoiding these issues through a strong Safety/ 
Pharmacovigilance function represents significant 
medical and corporate value.

Medical Operations, Medical Program 
Management, and Clinical Operations are 
estimated at much lower value contribution than 
the four functions discussed in detail above. This 
is because much of their value is captured in the 
results that the other functions achieve, which 
leads to an underestimation. What this also means, 
however, is that Medical Operations, Program 
Management, and Clinical Operations are, in many 
ways, the infrastructure that allows other functions 
to meet and exceed their goals. Thus, these 
functions are critical to the overall success of the 
organization and should be resourced accordingly.

Conclusions and Considerations 

The most important outcome of this study is 
the demonstration that there are creative ways 
to value the activities of the Medical Office. 
Frameworks like the one proposed here can 
lead to significant changes in how senior leaders 
assess strategic priorities. The goal is to reframe 
discussions in the C-Suite about medical activities 
and consider approaches that will put the patient 
at the center of all strategic plans.

While the vast majority of life sciences 
organizations today treat the Medical Office as 
a support function, the analysis laid out in this 
paper suggests that the Medical Office, with 
its connection to patient needs and scientific 
advancement, is a critical driver of organizational 
value. SSI Strategy recommends that organizations 
look to shift their business models to position 
the Medical Office as a strategic driver of 
organizational success.  



About SSI Strategy 
At SSI Strategy, we focus on understanding the unique needs of each of our clients and developing solutions 
tailored to their needs. We devise comprehensive strategies and then roll up our sleeves to help our clients 
effectively execute.

Our team members work closely with our client’s teams to understand their business and medical challenges and 
help transform them into a high-impact medical organization.

Our teams consist of seasoned consultants, former Chief Medical Officers, and other subject matter or therapeutic 
area experts, each of whom brings his unique expertise to build meaningful solutions for our clients. We have 
found that this model brings the best of both the business and medical worlds together, and ensures our solutions 
make business and medical sense.
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