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Abstract
The Medical Affairs (MA) function in pharmaceutical companies creates a unique opportunity to ensure the internal linkage 
between Research & Development (R&D) and Commercial/Marketing functions, in addition to managing external scientific 
engagements with multiple stakeholders across life-science ecosystems. In recognition of the strategic value of MA, the 
objective of this paper is to share a comprehensive set of practical examples of the main deliverables within the MA function 
in the affiliate and align these with the two distinct phases; pre- and post-launch, respectively. We believe that an information 
gap currently exists in the available literature on these matters addressing practical aspects and examples beyond visionary, 
strategic thinking. Based on this contribution, further opportunities within MA can be discussed. In addition, we share our 
thoughts and considerations on future advancements in the role.

Key Points 

Global public health care requires effective disease man-
agement improvements and strategies to achieve health-
ier populations. In parallel, scientific advancements 
through translational and clinical research outcomes 
increasingly provide opportunities at pace for improved 
diagnostics and precision medicine to achieve tailor-
made health care solutions.

The Medical Affairs (MA) role has evolved in recent 
decades from an internally focused support function 
to become a strategically important function with a 
widened external lens keeping the customer- and patient-
centric scope through “Outside-In” perspectives.

The MA function most likely continues to play an 
increasingly strategic role together with colleagues 
within R&D and Commercial/Marketing functions to 
achieve the optimal science-driven dialogue and thereby 
ensure the alignment of common goals to improve 
patient outcomes.

1  Introduction

The main goal for local Medical Affairs (MA) teams in 
pharmaceutical companies is to translate and contextu-
alize the clinical value of innovative medicines to stake-
holders in the health care ecosystems such as health care 
professionals (HCPs), payers, hospital administrators, and 
other health care decision makers. The MA function 
achieves this through its scientific and research under-
standing and management competencies, in addition to the 
unique organizational position serving as the connector 
between Research & Development (R&D) and Commer-
cial/Marketing functions. In addition to the internal sup-
port in commercialization of innovative medicines, MA 
employees manage external scientific engagements with 
multiple stakeholders across academia and life-science 
ecosystems. The emerging, strategic importance of MA 
has  become widely recognized [1–5].

Global pharma organizations ideally establish strong 
internal communication channels and processes for content 
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and knowledge exchange, providing customer-facing col-
leagues in the affiliates with most updated and relevant 
information for external exchange. The flow of communi-
cation alternates, depending on life-cycle timing, pre- and 
post-launch, respectively. During pre-launch, where the 
global MA team (GMA) receives information first, due 
to its position closer to the global R&D teams, GMA can 
proactively distill and communicate relevant data for the 
affiliate teams. Likewise, in the post-launch period, the 
flow of data reverses due to the introduction of the medi-
cine in daily clinical practice, which allows patients access 
to medicine, and through real-world clinical practices and 
user-experiences from both patients and HCPs, the insights 
provided by the affiliate team benefits the GMA teams in 
developing the value proposition further.

Roles and responsibilities in MA depend on the specific 
organization, e.g., whether the role is global, regional, or 
local. In this paper, we focus on the MA function in the 
affiliate, as we believe there is an information gap in the 
available literature in this area. While there are multiple 
job titles in MA, e.g., Medical Scientific Liaison (MSL), 
Medical Manager, Medical Lead, Medical Director, Medi-
cal Head, we will focus on the roles with external respon-
sibilities, roles that usually hold the title of Medical Advi-
sor or MSL. A recent progress report on the achievement 
of Sustainable Development Goals (SDG) from the United 
Nations revealed that most of the SDGs are moderately 
to severely off track, including SDG #3: “Ensure healthy 
lives and promote well-being for all” [6]. In parallel, sci-
entific advances and digital technologies are advancing at 
pace, creating opportunities for improved patient diagnos-
tics, treatments, follow-up, in turn enabling more effective 
health care management. A large proportion of today’s 
global R&D pipelines is targeted “precision medicine” [7]. 
A white paper “Future of Medical Affairs 2030” by the 
Medical Affairs Professional Society (MAPS) highlighted 
the role of MA to address issues of value for societies 
by representing the voice of patient communities in the 
development and access provisioning of innovative solu-
tions [4]. In line with societal, pharmaceutical, and clini-
cal research developments, the MA role has undergone 
significant development over time [2] and is expected to 
continue to adapt. In recognition of the strategic value of 
MA, the objective of this paper is to share a comprehen-
sive set of practical examples of the main deliverables and 
align these with the two distinct phases: pre- and post-
launch, respectively. We believe that a gap in the avail-
able literature currently exists, which addresses practical 
aspects  beyond visionary, strategic thinking. Based on 
this contribution, further opportunities within MA can be 
discussed. Additionally, we want to share our perspectives 
on future advancements in the role.

2 � Medical Affairs Pursuing “Inside‑Out” 
and “Outside‑In” Principles

A major competence within the MA function in the affili-
ate remains the clinical and scientific expertise within the 
designated therapy area (TA) enabling contextualization 
and dissemination of the clinical value of medicines dem-
onstrated through clinical Phase 1–3 studies and Phase 4 
real-world evidence (RWE) studies. Through this exper-
tise, MA teams can collaborate with HCPs to better iden-
tify relevant patient populations who may safely and effec-
tively benefit from innovative medicines and treatments. In 
addition, internal colleagues across functions are educated 
on medical topics to enable them to execute meaningful 
projects within the health care ecosystem.

The evolving role of Medical Directors was recently 
suggested to encompass several key skills and capabilities 
such as for example: “partnering for synergies”, “keep-
ing patient-centricity”, and “sharpening competencies to 
ensure scientific & technological leadership” [8]. These 
skills are critical for successful MA teams, as they hold 
internal and external value and may be considered in the 
context of “inside-out and outside-in” principles [9].

2.1 � Inside‑Out

A customer-centric approach to ensure internal value is 
delivered to the right customer at the right time. Examples 
and categories are presented below.

•	 Scientific and clinical research engagements and clinical 
education initiatives

o	 Engage HCPs in relevant company-sponsored clini-
cal trials and/or non-interventional post-marketing 
studies or serve as the focal point of contact for 
clinical investigators when running investigator-
sponsored research within mutually agreed research 
areas.

o	 Ensure company-sponsored clinical trial com-
pletions which fulfill regulatory requirements to 
achieve market authorizations of novel, innovative 
medicines.

•	 Ensure patient access to new, innovative medicines in 
liaison with national payer entities, writing up clinical 
dossiers for HTA evaluation and sometimes negotiation, 
based on modern analytics and scientific approaches.

•	 Customer- and patient-centered communication
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o	 Communication of scientific and clinical content, 
disease awareness or product-related information 
using multiple channels, via both virtual and physi-
cal engagements, using the channel preferred by 
the HCP, and with content that meets HCP require-
ments. Patient representatives may be activated 
through collaborative projects to, e.g., increase 
awareness of disease burden and incorporate patient 
perspectives.

2.2 � Outside‑In

The pharmaceutical company aims to understand the needs 
of the various players within the health care ecosystem in 
which it operates through active listening and engagement 
with relevant stakeholders and thereby develop improved 
company strategies and action plans that make a difference 
for patients or society through mutually agreeable goals.

•	 Medical and clinical insights collection

o	 Through external peer-to-peer collaborations, obser-
vations are obtained and reported internally. These 
insights aim to impact strategic planning and execu-
tion within the organization, either confirming strat-
egy or modifying strategy.

•	 Public-Private Partnerships

o	 Co-create projects to deliver improved patient iden-
tification and diagnosis, improve patient access to 

innovative medicines, or ensure continued patient 
support and follow-up in the long term.

•	 Patient-centricity

o	 Involve patient representatives in projects, to con-
sider their input in the development phase, and 
thereby develop solutions more likely to hold value 
for patients.

In Fig.  1 the inside-out and outside-in approach is 
presented.

2.3 � Where is the Current Attention Within These 
Principles?

The primary deliverable for the local MA team remains to 
be translation and contextualization of the clinical value 
of medicines to the relevant stakeholders in the health care 
ecosystem. However, in parallel with technological and 
biological advances, increased attention has been given to 
outside-in principles. Collectively, the current focus in MA 
deliverables centers around the following categories:

•	 Clinical research collaboration and engagements.
•	 Clinical insight management, including collection, man-

agement, and actioning.
•	 RWE generation, e.g., through national registries, 

regional databases, and other RWD sources.
•	 Health technology assessments and clinical dossier crea-

tion.

Fig. 1   This figure presents the 
“Inside-Out” & “Outside-In” 
principles. HCPs health care 
professionals, HTA health tech-
nology assessment

Inside-Out
A customer-centric approach to ensure internal value is brought to the right customer at the right time

• Engagements of HCPs in clinical trials

• Ensure patient access to new, innovative     

medicines in liaison with national payer entities 

with submission of HTA dossier and 

negotiation

• Customer-and patient-centric communication of 

scientific data, disease awareness, or product 

related information using multiple channels

Outside-In
An approach to understand the external environment through active listening and engagement with relevant 

stakeholders to develop company strategies and action plans

• Medical and clinical insights collection to 

understand external needs and develop optimal 

company strategies and action plans that are 

relevant for patients or society

• Public-Private Partnerships to co-create 

sustainable healthcare solutions

• Patient-centricity by gaining input in the 

development phase of solutions that are 

meaningful for patients and society
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•	 Clinical data analysis, publication, and dissemination

Therefore, while MA colleagues historically primarily 
executed their work according to “inside-out strategies”, to 
address the perceived unmet medical needs among HCPs, 
the approach has broadened to encompass the external needs 
and views through “outside-in strategies”. Via these strate-
gies, MA colleagues focus on observing and understanding 
the external needs in the wider ecosystem, which includes 
clinicians, researchers, patients, and payer perspectives, 
amongst others. With these combined insights, the local 
cross-functional team will be better equipped to address 
unmet medical needs. A key enabler for MA staff is their 
non-promotional role, which can provide valuable insights to 
impact the development of both pipeline and marketed prod-
ucts, and ensure unbiased, objective, and balanced medical/
clinical data exchange and discussions with HCPs and Key 
External Experts (KEEs). This supports the MA to become 
a trusted partner within the health care system.

We speculate that in the future, the focus on outside-in 
principles within pharma will increasingly help compa-
nies take larger responsibilities within societal challenges 
to deliver sustainable health care solutions, improve health 
inequalities, and thereby improve the quality of patient’s 
lives, also in line with SDGs [6].

3 � Medical Affairs Deliverables 
and Suggested Timing

Medical Affairs is responsible for scientific expertise inter-
nally and provides an interface between the company and 
external audiences, such as key opinion leaders (KOLs), 
KEEs and HCPs, by engaging in non-promotional, fair, and 
balanced scientific exchange.

In Fig. 2, an overview of the main MA deliverables in 
support of either pre-or post-launch activities is given. The 
proposed timing indicates when a suggested activity will 
most likely take place during the life cycle of a medicinal 
product. A detailed summary of MA-led activities and asso-
ciated timing is presented in the Supplementary Information. 
Notably, several of these activities are relevant throughout 
the medicine life cycle.

Multiple factors may influence the prioritization and tim-
ing of medical activities to ensure optimal implementation 
and launch of a new, innovative medicine upon local, regu-
latory approval and reimbursement. Some of these factors 
include:

•	 How do company strategies for new innovative medicines 
balance versus existing business opportunities?

•	 Is the company entering a new TA, or is the company 
already an expert within the TA?

•	 Does the MA team have experience within the TA 
through previous activities?

•	 Is the new medicine a “first in class” medicine, which 
means that prescribing physicians will manage a new 
treatment principle, a new mode of administration?

Pre-Launch Deliverables Post-Launch Deliverables

LAUNCH

Country selected and investigator sites active in global clinical trials

Medical compliance review of promotional material, meetings, and 

programs

Internal medical education of cross-functional teams

Internal medical education including competitive intelligence

Continued design and conduct of data generation projects

Manage collaborative research projects and ESR studies

Dissemination and publication of clinical data

Evidence gap analysis; plan and execute medical evidence generation 

projects including publication and dissemination planning

Development of the clinical dossier for the HTA submission

Clinical insights collection and management

Continued management of KEE mapping and engagement planning

Receive and respond to unsolicited medical information requests

Collaborate with external stakeholders to develop educational 

scientific meetings and forums, preceptorship events (educational & 

observational)

National/international medical and clinical congress participation

External insights collected, reported, and managed internally

Clinical Landscape/Standard of Care mapping

KEE mapping and engagement plan

Collaborate with external stakeholders to develop educational 

scientific meetings and forums, preceptorship events (educational & 

observational)

Initiation of collaborative projects with PAGs

Collabora�ons

External Clinical Trials

Data Genera�on

Internal

Fig. 2   Primary MA deliverables pre-launch and post-launch subject for Key Performance Indicator development. ESR externally sponsored 
research, HTA health technology assessment, KEE key external expert, PAGs patient advocacy groups, TA therapy area



421Medical Affairs Value, Deliverables and Future Expectations from the Affiliate Perspective

•	 Have clinical evidence gaps been identified?
•	 Did investigator sites within the country participate in 

the Phase 1–3 Clinical Development Program?

All the above considerations (not exhaustive) inform the 
senior leaders’ strategic planning and decisions, which may 
influence the extent and timing of MA team engagement.

4 � Opportunities Ahead

The global trends, which suggest that the MA function 
should play a larger, more strategic role in the affiliate 
[1–5], were recently confirmed in a Nordic setting [10]. 
The research concluded that Nordic pharma executives 
consider that a scientifically skilled workforce is key to 
ensure pharma success going forward. The MA role was 
rated among the most important for future success (after the 
Market Access manager). One major challenge listed in the 
report was that HCPs often close their doors to salespeople. 
Moreover, the Nordic pharma executives predicted that the 
use of RWE will be increasingly important in the future [10]. 
It is expected that RWE will be essential for local payer 
and regulatory decision making. This is likely guided by the 
continued and increased availability of local disease-specific 
registries aiming to capture and analyze the effectiveness 
and tolerability of non-interventional daily clinical practice 
data across disease areas [11]. Furthermore, data reporting 
guidelines have been developed to ensure the highest qual-
ity and validity of data. Examples include the international 
standards for health economics and outcomes research 
and its use in health care decision making (ISPOR) [12]; 
STaRT-RWE: structured template for planning and reporting 
on the implementation of RWE studies [13]; and STROBE: 
strengthening the reporting of observational studies in epi-
demiology [14] to name a few.

In recent decades, we have seen a vast development of 
country-specific registries, e.g., within European rheuma-
tology [15]. In line with this initiative, an opportunity for 
the affiliate is to further enhance the cross-country RWE 
collaboration as suggested by Burns et al. [16]. Accord-
ing to Naidoo et al. [17] RWE may increase technical and 
regulatory success, thus serving as an important means for 
pharmaceutical companies to reduce financial risks associ-
ated with investing in costly R&D programs. It is argued 
that Health Technology Assessment (HTA) agencies are 
exploring the use of RWE to contribute to the benefit-risk 
assessment of drugs. Sievers et al. [18] consider that early 
collaboration between relevant public/private stakeholders 
in the post-license phase can help bridge the gaps between 
regulatory and HTA perspectives with the aim to address 
uncertainties regarding evidence needs, and to optimize drug 
development as well as monitoring of appropriate use. This 

will likely enable cost reductions and minimize duplication 
of post-launch studies, which may, in turn, delay patient 
access. Taken together, competencies within study method-
ologies for design and analysis purposes will continuously 
be of huge importance, with the purpose of enabling data 
gap analysis and discussing local study development, con-
duct, and reporting among relevant stakeholders externally.

5 � Perspectives

A recent survey by Deloitte reported five major impactful 
areas to ensure future societal improvements, such as cura-
tive therapies, customized treatments, digital therapeutics, 
prevention and early detection, and non-pharmacological 
interventions [19]. In line with these, and with expectations 
from Nordic executives [10], we speculate that major com-
petency needs for MA professionals in the future will center 
around the following:

•	 continued superior knowledge on up-to-date clinical 
research advancements

•	 data science competencies including analysis and identi-
fication of clinical data gaps, study design, data analysis 
skills, strategic data publication, and dissemination

•	 in-depth health care system understanding
•	 the ability to develop and execute sustainable projects 

and health care solutions
•	 willingness to partner and collaborate with multiple 

stakeholders across the evolving health care ecosystem.

We anticipate that future successful MA teams will ben-
efit from widening their collaborations with external stake-
holders, including patient groups, health care providers, pay-
ers, and politicians, and engaging with these in data-driven 
discussions to co-lead the transformation of sustainable 
health care solutions. The value and insights gained from 
these external collaborations will be fed into the value chain 
in the company, including R&D, Marketing, and Regulatory 
Affairs, to ensure that drugs and therapies are developed, 
tested, and launched effectively and sustainably. Furtner and 
colleagues recently described the opportunity within MA 
to take a leadership role in the tactical implementation of 
environmental, social, and governance (ESG) tactics through 
the conduct of sustainable and climate-friendly clinical stud-
ies, educational symposia, and conduct of meetings, e.g., 
by utilization of digital platforms and virtual solutions and 
thus act as a socially responsible entity within the company 
embracing compliant and sustainable ESG policies [20].

Overall, the future success of MA in pharmaceutical com-
panies will likely be characterized by increased focus on 
patient-centricity, the use of digital technologies and RWD 
utilization, extensive creation of RWE, greater collaboration 
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and co-creation with new stakeholders, and increased regu-
latory scrutiny. Medical Affairs teams will need to adapt to 
these changes to ensure that they continue to play a critical 
role. See Table 1 for further details for expected major com-
petency needs and value drivers.

Looking ahead, competency development in the MA 
teams is first and foremost needed to meet expectations and 
maximize opportunities within the “outside-in” strategic 
approach. In previous years, in which most of the industry 
provided primary care medications, MA employees were 
generally medical doctors, who held the necessary expert 
competencies to partake in a dialogue with general prac-
titioners and answer their questions on the optimal use of 
medicine. Through research and medicinal advancements, 
which introduced precision medicines, gene therapies, rare 
disease management, vaccines, and additional advanced 
technologies, the importance of the hospital setting has 
advanced significantly [2]. Thus, today, in addition to hir-
ing medical doctors, most companies have broadened the 
staffing policy within MA to employ competencies within 
Biomedicine, Molecular Biology, Pharmaceutical sciences, 
and Biochemistry, amongst others.

Second, continued capability building in MA has received 
increased attention. This has resulted in advanced capabili-
ties within data generation planning (RWE, pragmatic trials, 
PROs). Digital competences enable MA engagements with 
HCPs using more channels, more complex set-ups of edu-
cational meetings, for example, hybrid meetings, and social 
listening projects, where information/activity regarding dis-
ease and management of diseases is analyzed in a structural 
approach.

Third, the strategic focus in the affiliate to optimize 
diagnostics, treatment initiation and follow-up of patients 
through co-creation with both HCPs and patients, to col-
laborate with new stakeholders and between pharmaceutical 
companies on, e.g., disease awareness and evolutions within, 
e.g., RWE and digital tools, has proved to be successful. As 
an example, MAPS, which is a non-profit global MA organi-
zation for MA professionals, has developed a platform with 
access to training and educational material for members, 

who also are encouraged to contribute and develop new 
materials [5].

Key competencies are required within evidence genera-
tion to bridge data gaps and generate meaningful evidence in 
support of improved patient outcomes and evidence reflect-
ing real-world clinical setting.

Further, insight gathering and understanding of the value 
proposition of the KEEs will continue to be of importance 
to establish collaborations with health care organizations to 
identify and establish projects and studies in support of a 
joint value proposition to improve patient outcomes.

Global MA is usually the strategic driver for defining 
innovative and scientific value propositions for the com-
pany’s products, through their understanding of patients, 
physicians, and global business trends. Global MA defines 
the medical and value evidence strategies and drives evi-
dence generation with the goal of improving patient health 
outcomes based on patient, disease, and clinical landscape 
insights gained through patient and HCP engagements. Fur-
thermore, GMA ensures aligned and compliant communica-
tion to patients, HCPs, regulators, and payers. Thus, strong 
and transparent partnerships between the global and affiliate 
MA teams are critical for the ultimate success of innovative 
medicines in the local markets during pre- and post-launch 
periods. Thus, ”glocalization” potentially plays a critical part 
in effective MA and strengthening the partnership between 
global and affiliate MA in critical areas such as insight gen-
eration, understanding clinical practices and identifying the 
most critical points for close GMA and affiliate collaboration 
will be of future importance. The glocalization model offers 
further strengthening of the MA strategic contribution and 
planning, including local insights collection, and analysis to 
further support evidence generation planning and execution, 
acknowledging the local insights and experience of innova-
tive treatment.

As the MA role continues to evolve, to address emerg-
ing demands and new opportunities, a unified national or 
regional certification in MA could potentially be valuable. 
Such certification might support and help address the needs 
for new competencies and capabilities, and thereby suggest 

Table 1   The table presents expected major competency needs and value drivers for Medical Affairs professionals in the future

Superior clinical, scientific knowledge enabling peer-to-peer collaboration with health care experts, including researchers, physicians, health care 
administrators, payer entities, and other key external experts

Data science expertise and analytic skills to identify clinical evidence gaps, design relevant studies, analyze data, develop study reports and 
publications, dissemination of data

In-depth understanding of health care systems with a patient-oriented mindset to enable co-creation of innovative, sustainable solutions for the 
benefit of society, patients, and pharma

Knowledge and competences to develop and execute sustainable projects and health care solutions in partnership with internal and external 
stakeholders

Ability to establish and maintain collaborations with key external experts and communicate with impact to ensure stakeholders gain an under-
standing of the company vision and mission within the therapy area in a non-promotional, science-based, balanced, and un-biased manner



423Medical Affairs Value, Deliverables and Future Expectations from the Affiliate Perspective

uniform yet personalized and compliant ways to engage 
with stakeholders and expert networks. Other areas of value 
considered are how to generate the most relevant clinical 
evidence and data; rapid tech evolution; increasing adoption 
and compliance in new communication channels.

The current value of MA from the affiliate perspective 
and the opportunities that lie ahead of MAs to ensure better 
health and quality of life for future generations and sustain-
able societies have been presented. It has been shown that 
MA is highly fascinating for several reasons, at times even 
challenging and complex, due to the varying deliverables 
and accompanying competencies needed.

6 � Conclusion

The MA function remains central in the pharma company’s 
liaison  with numerous stakeholders internally and exter-
nally. Through scientific and research knowledge, MA pro-
fessionals generate and disseminate clinical practice relevant 
data and contextualize it in current clinical practices aiming 
for continued improvements of patient outcomes.

Medical Affairs objectives increasingly focus on meet-
ing the needs of external health care stakeholders such as 
senior clinicians, hospital administrators, regional health 
care directors, and national health organizations. Therefore, 
patient- and HCP-centricity is a cornerstone as we arrange 
our agendas according to the Outside-In principles enabling 
the MA function to act as the eyes and the ears of pharma 
companies through external engagements. Observing, listen-
ing to, and exploring mutual goals with health care decision 
makers may prove essential for future success within MA.

With increasing health care expenditures due to evolving 
population demographics and associated impact of people 
living with chronic diseases worldwide and the coincid-
ing health care and research technological advancements, 
the need for public-private partnering to meet the societal 
health challenges through innovative health care solutions 
is increasing. For the MA function per se, and pharma com-
panies in general, this calls for co-develop innovative, sus-
tainable, cost-effective, and climate-friendly solutions to 
improve patient outcomes.

The expected strategic role of MA in pharmaceutical 
companies as communicated by various authors in recent 
years was recently confirmed through qualitative research in 
which Nordic executives speculate that the future successful 
pharma affiliates to a larger extent will rely on MA profes-
sionals in addition to skilled deliverables within Health Eco-
nomics, Governmental Affairs, and Market Access. Also, 
roles with digital expertise will be crucial. This is most 
likely caused by the current and future advancements and 
opportunities within precision medicine and orphan dis-
ease management requiring specific diagnostics and other 

sophisticated patient-evaluations prior to treatment initia-
tion and care management. Evidently, the ability to identify 
the appropriate patient population suitable for personal-
ized treatment may require specific education of the HCPs, 
which will likely be a responsibility of MA personnel in 
many cases.

The future holds promise of increasing needs for skilled 
and competent MA colleagues to generate and disseminate 
clinical, scientific data in support of medicine commercial-
ization. It will be crucial for the function to acquire new 
knowledge and competencies within digital health solutions, 
artificial intelligence, and machine learning algorithms rel-
evant to clinical practices. The ability to build sustainable 
external relationships and to collaborate on mutually agree-
able goals to co-create practice relevant projects remains 
crucial to success. Competencies within data science to out-
line and fill specific evidence gaps in the current treatment 
traditions will only increase.
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