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Abstract

Introduction Medical departments have evolved from a position of support to one of strategic leadership. The number of
tasks and the complexity of interactions in which they are involved is increasing. However, the spectrum of their activity in
the sector differs significantly from one company to another. Therefore, the aim of this study was to describe their situation
within the pharmaceutical industry, analyzing the positions, functions, and profiles of their professionals.

Methods This study consisted of an online survey containing 25 questions grouped into four blocks (structure, medical
direction, training, and activities and responsibilities). Medical departments in the Spanish pharmaceutical industry of dif-
ferent sizes and scope were invited to participate. The survey took place in 2021, with a designated response period of three
months. It is important to note that all responses collected during this time were treated as anonymous.

Results Thirty companies participated. A total of 93.3% of respondents worked for an international laboratory, with a size
of 0-5 or 11-20 people (20.7%). For 27.6% of the companies, the number of medical advisors per medical department was
1 or 4, with varying numbers of medical scientific liaisons (1, 6-10, and > 20). A total of 56.7%, 33.3%, and 6.7% indicated
that the country manager, head of regional medical affairs, and head of global medical affairs, respectively, had a solid-line
reporting relationship with the medical directorate. Medical directors were mostly graduates in medicine (86.2%) with a
doctorate (34.5%), and medical managers were mainly graduates in medicine (77.8%) and pharmacy (66.7%).

Conclusions This study reveals that respondents predominantly work in internationally focused laboratories, with profes-
sionals ranging from experienced medical directors to managers with 6-20 years of experience, each with distinct roles.
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The number of professionals in medical departments
within the pharmaceutical industry in Spain has
increased, indicating a growing focus on patient-centered
care and excellence in activities execution.

Medical directors typically have strategic functions,
medical advisors manage opinion leaders and generate
evidence, while Medical Science Liaisons (MSLs) col-
lect insights and manage Key Opinion Leaders (KOLs).

The role of medical affairs is evolving, with a focus on
integrating data analysis and digital participation to
improve patient access to treatments and enhance clinical
and economic value.

There is a need for clarity on the value and mission of
medical departments within the industry, with a call

for the Association of Physicians of the Pharmaceutical
Industry (AMIFE) to create a manifesto highlighting the
fundamental attributes that provide value to patients and
society.

The strategic role of medical departments within the
pharmaceutical industry should be emphasized, with a
shift towards generating robust, patient-centered data
models to accelerate patient access to treatments and
improve health outcomes.

medical, academic, and scientific societies, accessing and
acting as a link between the medical community and the
company [4].

Medical departments are composed of professionals with
training in health sciences and, in many cases, with doctor-
ate and/or postgraduate degrees. This training facilitates the
exchange of scientific information. Some of the roles within
medical departments are aimed at establishing relationships
and facilitating the exchange of knowledge and the genera-
tion of data with and among health professionals [5].

Medical science liaisons (MSLs) are more linked to a
field role, typically with a specific geographical distribution,
interacting with key health professionals in a given territory.
This role is essential in communicating with key opinion
leaders (KOLs), helping to implement the company's strat-
egy, and regional and local medical projects [1, 6]. Their
role, which is not promotional by definition, allows them
to carry out their communicative function, exchange scien-
tific information, be highly specialized and have expertise
in their therapeutic area or product of responsibility, and act
as facilitators from the earliest stages of the development of
a drug [6]. Other figures within medical departments, such
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as medical advisors and medical affairs managers, usually
have their base at the central company office, and design
and implement medical affairs plans and interact with other
departments (marketing, registries, market access, etc.) as
well as opinion leaders, especially those at the national and
international levels. In addition, medical advisors usually
participate in the generation of scientific evidence through
studies and research projects.

There are also other functions focused on strategic lead-
ership and team management to achieve objectives such as
strategic areas and medical operations. In short, scientific,
business, and leadership knowledge are the most common
skills and competencies among the professionals within
medical departments.

Notably, medical departments integrate other relevant
roles and areas, such as medical information and scientific
documentation, that provide reliable, truthful, balanced,
and impartial information to healthcare professionals and
patients about the products that the company develops and
markets. In addition, responsibilities such as relationships
with academia, health and research institutions, and projects
and programs to support patients can be integrated into the
functions of medical departments.

The aim of this study was to examine the current situation
of medical departments within the Spanish pharmaceutical
industry [5], specifically to analyze positions and describe
the functions and profiles of the professionals who compose
them, as well as the relationship of these professionals with
other departments and other actors outside the company.

2 Methods

Information on the structure of the medical departments of
the pharmaceutical industry in Spain was collected from the
Board of Directors of the Association of Medicine of the
Spanish Pharmaceutical Industry (AMIFE), associate medi-
cal directors and staff of the organization’s board of direc-
tors, including the organization, as well as the number and
training of their members. Additionally, the reporting lines
within these departments were analyzed.

After analyzing the information, a survey composed of
25 questions (Table 1) grouped into four blocks, i.e., com-
pany structure, medical direction, training, and activities and
responsibilities, was designed and shared via SurveyMon-
key with 65 medical directors of pharmaceutical companies,
from a list of members of the AMIFE association attached to
the working group of medical directors. The decision to send
the survey only to medical directors since they are the ones
who know the internal data of each medical department.

The survey was conducted in 2021, and the allowed
response time was 3 months, during which time monthly
reminders were made. All collected responses were
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anonymous. After that period, data were collected and ana-
lyzed to make a report.

3 Results

Responses were obtained from 30 participants. The vast
majority of respondents worked for an international labora-
tory (93.3%, n = 28), with medical departments ranging in
size from 0 to 5 and from 11 to 20 people (20.7%, n = 6 for
both cases; Table 2). A total of 37.9% (n = 11) and 55.6%
(n = 15) of the respondents indicated that between 0 and 10
people were based in the office or in the field, respectively;
those percentages decreased to 17.2% and 18.5% (n = 5 for
both cases) when the number of workers ranged from 11
to 20 people. For one medical department (3.4%), all the
workers carried out their activities from the office (Fig. 1).

A total of 27.6% (n = 8) of the respondents indicated that
their company had one or four medical advisors per medical
department, and a minority indicated the presence of more
than five of this type of professional (6.9%, n = 2). For the
MSL role, there was greater variability, with 1, 6-10, and

Table 1 Questions included in the questionnaire

> 20 being the most common responses (18.5%, n = 5 for
all; Fig. 2).

Regarding reporting and individual in charge, i.e., medi-
cal director, 56.7% (n = 17) of the respondents indicated
that the medical director had a solid-line reporting relation-
ship with the director general of the country (direct report
between the supervisor and the worker); 37.0% (n = 10) of
the respondents indicated a dotted-line reporting relationship
(functional report to the supervisor). For the head of regional
medical affairs and the head of global medical affairs, the
percentages were 33.3% (n = 10), and 25.9% (n = 7), and
6.7% (n = 2), and 22.2% (n = 6) for solid-line and dotted-
line reporting, respectively. Relatedly, 96.4% (n = 27) of the
respondents indicated that the medical affairs department
reported to the medical directorate (Fig. 3).

According to the data collected, which more than one
option could be selected by respondents, medical directors
were mostly graduates in medicine (86.2%, n = 25), fol-
lowed by those with a doctorate (34.5%, n = 10). Regard-
ing medical managers, 77.8% (n = 21) and 66.7% (n =
18) had degrees in medicine and pharmacy, respectively.
Regarding the training of personnel in different roles within

Block Question

Structure

Medical direction

O 00 N N L AW N =

. Solid-line reporting
. Dotted-line reporting

. Number of people in the medical department

. Number of office-based personnel

. Number of field-based personnel

. Number of medical advisors in the medical department
. Number of medical scientific liaisons

. Areas that report to the medical department
. Number of medical managers or area managers

Training 10. Training of the medical director

DO D DD = = e e e e e e e
N — O O 00 9 O Lt A W N =

Activities and responsibilities

NN N
A~ W

. Years of experience of the medical director in the pharmaceutical industry

. Training of medical managers or responsible for areas

. Years of experience of medical managers or area managers in the pharmaceutical industry
. Training of medical advisors/medical affairs managers

. Training of medical scientific liaisons

. Training of those responsible for medical information

. Training of those responsible for pharmacovigilance if they are in the medical department
. Training of those responsible for market access area if they are in the medical department

. Training of those responsible for clinical operations if they are in the medical department

. Training of those responsible for records if they are in the medical department

. Training of those responsible for patient advocacy if they are in the medical department

. What is the most relevant or strategic function of the medical department?

. What is the most relevant or strategic role of the medical director?

. What is the most relevant or strategic role of the medical advisor?

. What is the most relevant or strategic function of medical science liaisons?
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Table 2 Characteristics of the laboratories

n (%)
Laboratory scope
International 28 (93.3)
National 2(6.7)
Number of people in the medical department’
From 0 to 5 6 (20.7)
From 6 to 10 1(3.5)
From 11 to 20 6 (20.7)
From 21 to 30 4(13.8)
From 31 to 40 3(10.3)
From 41 to 50 1(3.5)
From 51 to 75 2(6.9)
From 76 to 100 3(10.3)
More than 100 3(10.3)

"No response was obtained from n = 1 participant

medical departments, medical advisors, mainly had training
in medicine (82.1%, n = 23), pharmacy (75.0%, n = 21),
and biology (57.1%, n = 16), and many (50.0%, n = 14) had
a doctorate. Regarding medical scientific liaisons, the vast
majority were pharmacists (75.0%, n = 21), followed by
biologists and professionals with doctorates (57.1%, n = 16

for both cases), biotechnologists (50.0%, n = 14), and physi-
cians (46.4%, n = 13). Regarding those responsible for medi-
cal information, most were trained in pharmacy (56.0%, n =
14) and biology (36.0%, n = 9), and for those who worked in
the area of pharmacovigilance, the majority were trained in
pharmacy (81.8%, n = 18). Finally, for those responsible for
market access, clinical operations, records area, and patient
advocacy, most had another type of training (88.9%, n = 8),
training in pharmacy or biology (52.9%, n = 9 for both),
training in pharmacy (68.8%, n = 11), and training in other
training courses (60.0%, n = 6), respectively (Fig. 4).

Regarding years of experience of medical directors and
medical managers, for the former, 48.3% (n = 14) had more
than 20 years of experience in the pharmaceutical industry,
and for the latter, most had between 6 and 10 years of experi-
ence in the sector (53.6%, n = 15; Fig. 5).

Finally, when asked about the main tasks in medical
departments, as a whole, most were dedicated to design-
ing medical strategies (93.3%, n = 28), generating evidence
(76.7%, n = 23), and managing opinion leaders (66.7%, n
= 21). Regarding the main roles, the main task of medical
directors was designing medical strategies (96.4%, n = 27),
that of medical advisors was managing opinion leaders and
generating evidence (77, 8%, n = 21 for both) and that of
MSLs was managing opinion leaders (96.3%, n = 26; Fig. 6).
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Fig.1 Type of staff by number of people in the company. The values represent the percentage, with the total number of responses in parentheses.
No response was obtained from n = 1 and n = 2 participants for questions pertaining to “in the office” and “in the field,” respectively
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response was obtained from n = 3 and n = 2 participants for “dotted-
line” reporting and “areas that report to the medical director,” respec-
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4 Discussion

To our knowledge, this is the first study to analyze both the
structure and the situation of medical departments in the
pharmaceutical industry, focusing on the different positions,
functions, and profiles of the professionals who belong to it.
The results presented in this study indicate that most of the
respondents work in laboratories with an international scope
with medical departments composed of teams of mainly up
to five workers or between 11 and 20 people. Generally,
these departments include up to four Medical Advisor posi-
tions, with the number of MSLs being more variable (mainly
1, between 6 and 10, or more than 20). Most respondents
indicated that the Medical Affairs and Medical Information
departments report to the Medical Directorate, with Phar-
macovigilance, Operations and Strategy, Medical Education,
and Clinical Operations also reporting to the Medical Direc-
torate in some cases. In terms of the profiles of the differ-
ent professionals, the Medical Director is usually a medical
graduate with more than 20 years of experience, the Medical
Manager a medical or pharmacy graduate with between 6
and 20 years of experience, the Medical Advisor a medi-
cal, pharmacy, or biology graduate, with approximately half

holding a PhD, the MSL mostly a biology graduate, and the
Medical Information and Pharmacovigilance Technicians a
pharmacy graduate, with some cases of biology graduates
in the first case. Finally, regarding the roles of the differ-
ent positions, the Medical Director generally has strategic
functions, the Medical Advisor has KOL management and
evidence generation functions, and the MSL is responsible
for insights gathering as well as KOL management.

In 2013, AMIFE carried out a survey among its partners
to determine the formation of roles. The survey herein was
designed to collect data on and analyze both the structure
and the situation of medical departments in the Spanish
pharmaceutical industry, focusing on the different positions,
functions, and profiles of professionals. In that year there
was a change of technical secretariat within AMIFE, with
the new members deciding to carry out a study with the data
available at that time in the organization’s database. Through
that internal and unpublished study, it was observed that
the available information was scarce. Therefore, when the
working group of medical directors, composed of 65 medi-
cal directorates of the Spanish pharmaceutical industry, was
created in 2019, they began to develop projects to increase
the information on the structure, organization, number of
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Fig.4 Training of medical directors, medical managers, medical
advisors/medical affairs managers, medical science liaisons (MSLs),
and those responsible for medical information, pharmacovigilance,
market access, clinical operations, records, and patient advocacy.
The values represent the percentage of the total, with the number of
responses in parentheses. No response was obtained from n = 3 for

Biology Biotechnology Chemistry Biomedicine

Nutrition PhD MSc Others

“medical manager,” n = 2 for the “medical advisor/medical affairs
manager,” n = 2 for “MSL,” n = 5 for “medical information,” n =
8 for “pharmacovigilance,” n = 21 for “market access,” n = 13 for
“clinical operations,” n = 14 for “records,” and n = 20 for “patient
advocacy”

A\ Adis



. Sanchez-Magro et al.

60.0
® Medical Director 53.6
0O Medical Manager (0=15)
48.3

50.0 A (n=14)

40.0
—~ 32.1
S (n=9)
[
20 30.0 -
5 24.1
Q
3)
o
2
5 17.2
2 20.0 A
o
3] (n=5)
(2

10.3 10.7
m=3) (n=3)
10.0 A
3.6
(n=1)
0.0
0-5 years 6-10 years 11-20 years More than 20 years

Fig.5 Years of experience of medical directors and medical manag-
ers. The values represent the percentage of the total, with the number
of responses in parentheses. For years of experience of the “medi-

professionals, and their training and reporting lines within
these departments, among which is this study. In fact, the
data presented here represent for the first time that a rigor-
ous study has been performed which includes this type of
information, which will serve as the basis and commitment
of the working group to update and enrich this knowledge
on a regular basis.

The results of this study indicate that most of the respond-
ents worked in pharmaceutical companies with an interna-
tional scope and that medical departments were composed of
teams mainly of up to 5 people or between 11 and 20 people.
These departments generally included up to four medical
advisor positions; the number of MSLs was more variable.
Most of the respondents indicated that the medical affairs
and medical information departments reported to the medi-
cal directorate, as did the pharmacovigilance, operations
and medical strategy, medical education departments, and
in some cases, the clinical operations department.

The profiles of the different professionals varied by dif-
ferent positions, with most being graduates in medicine,
pharmacy, or biology.

Finally, regarding the roles of different positions,
medical directors generally had strategic functions,
medical advisors managed opinion leaders and generated
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cal director” and “medical manager”, n = 1 and n = 2 respondents,
respectively, did not respond

evidence, and MSLs collected insights and managed
KOLs. Recently, a report by the consulting firm McKin-
sey & Company, designed to predict the evolution of the
role of medical affairs in the coming years, indicated that
certain aspects of medical department activities should
be updated. Such activities include the integration of data
analysis and digital participation [7].

In the coming years, evidence generated from phase IIIb
and IV studies, from real-life data, and from health systems
and pharmacoeconomics will be of vital importance for
microanalyses of information that consider the individual
needs of patients. In this process, medical affairs teams,
thanks to their in-depth knowledge of the scientific field,
access to data, and their close relationship with stakehold-
ers, will be well positioned to find the evidence needed
to improve the health of patients. The generation of these
robust and patient-centered data models will accelerate
patient access to treatments, realizing clinical and economic
value so that each patient receives the most correct drug at
the most appropriate time.

Medical departments should transform and personalize
interactions with health professionals, health and academic
authorities, research centers, scientific societies, and patient
associations based on their needs, incorporating tools and
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Fig.6 Most relevant or strategic role of medical departments, medi-
cal directors, medical advisors, and medical science liaisons (MSLs).
The values represent the percentage of the total, with the number of

digital contacts designed to provide specific information,
support tools, and innovative techniques in the field of train-
ing and scientific information.

An intensification of the work of the medical department
is recommended to better provide a medical strategy that
aligns with the needs of companies. This transformation will
allow professionals within medical departments to change
public opinion of the industry, bringing patients to the fore-
front and rethinking the measurements of the performance
and activities of companies by focusing on patients. This
transformation is expected to occur through the acquisition
and development of human talent within the medical area
and through an approach to the management and distribu-
tion of resources focused on individual patients. Individu-
als who work within medical departments should not only
have excellent technical skills and competencies, such as
leadership, communication skills, and teamwork, but also
be capable of sufficiently managing new health technologies.

The transformation and evolution of medical departments
in the industry has led to the emergence of new roles, such
as those of strategy and medical operations, whose func-
tion varies based on the structure of each company but usu-
ally includes medical excellence aspects (KPIs and dash-
boards for monitoring medical activity and the collection of

managem ent managem ent

responses in parentheses. No response was obtained from n = 3 par-
ticipants for “medical director,” “medical advisor,” and “MSL”

insights) and the creation and facilitation of tools (includ-
ing digital tools) for medical teams and the incorporation of
project management functions in projects within the medi-
cal department itself and in strategic transversal projects of
companies through medical affairs.

Due to the different currents and restructuring that have
occurred in different companies in the sector and that have
generated some confusion about the value and mission of
medical equipment within the industry, it is important for
the Association of Physicians of the Pharmaceutical Indus-
try (AMIFE) to create a manifesto (Online Resource 1) that
highlights the main attributes that provide fundamental
value, not only for the industry, but also for the ultimate
beneficiaries, i.e., patients and society.

5 Conclusions

The data produced by this study indicate that the number
of professionals working in medical departments within the
pharmaceutical industry has increased and that new areas
of knowledge have been created that focus on patients and
excellence in the execution of activities. These changes are
indicative of the strategic role of medical departments within
the pharmaceutical industry.
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