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While manufacturers face several market access hurdles with regards to pricing

and regulatory concerns, a patient’s ability to access quality healthcare is an

essential focus. Social Determinants of Health (SDoH) are pivotal in shaping

market access, as they heavily influence health outcomes.³ SDoH include patients’

neighborhoods, workplaces, and systematic policies that impact day-to-day life.⁴

Patients without health insurance, for example, will have barriers to accessing

quality care, impacting their overall health. In rural areas with limited access to

physicians and healthcare facilities, also known as “healthcare deserts,” patients'

geographic location directly impacts their health outcomes.⁵ Race and ethnicity

also impact patient health outcomes, as racial and ethnic minority groups have

higher rates of illness and death in the US from a series of health conditions when

compared to their White counterparts.⁶ From a population health perspective,

poor outcomes can result in a higher cost burden to payers. To improve outcomes

in these populations, many payers have rolled out specific programs to support

health equity initiatives. Availability, affordability, and awareness of treatment can

significantly impact the success of a product.⁷ Centering market access

conversations around the patient can improve their ability to obtain high quality

care.⁷

Market access, defined as the ability of patients to obtain and benefit from advances in the medical field, is

intrinsically linked to the broader goal of improving health outcomes and enhancing patient well-being.¹ It

encompasses a complex connection of strategies, policies, and negotiations involving manufacturers, payers,

providers, patients, and regulatory bodies. Recognizing the significance of effective market access is

imperative for stakeholders across the healthcare spectrum, as it directly impacts the availability, affordability,

and utilization of cutting-edge treatments. 

 

Proactive market access strategizing can help manufacturers anticipate challenges related to patient access,

pricing, and reimbursement.² Demonstrating the value of a treatment to market access stakeholders is crucial

to effective communication. Manufacturers must demonstrate the benefits of a treatment in comparison to

disease burden.² Strategically planning the communication of a pharmaceutical product’s value can help

companies in negotiations with market access stakeholders.² Appropriate reimbursement of a product allows

patients to access the treatments they need at a fair price. 

 

This white paper aims to illustrate the multifaceted dimensions of market access, revealing its pivotal role in

ensuring that transformative medical breakthroughs reach those who stand to benefit most – the patients. 

US Market Access Overview

Market Access Challenges: Focusing on Patient Access 

Market Access Overview
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From a population

health perspective,

poor outcomes can

result in a higher

cost burden 

to payers.



Under value-based care, healthcare providers are incentivized to focus

on preventive measures, coordinated care, and patient engagement,

ultimately aiming to improve health outcomes, while simultaneously

reducing costs.¹³

The US healthcare system is trending toward value-based 

care and away from traditional fee-for-service compensation. 

This paradigm shift began with the passing of the Affordable Care Act (ACA) in 2010, a response to

historically high health care costs.¹     The traditional method of compensation provides financial

incentives for the quantity of services provided, rather than the quality. In 2015, the US Department of

Health and Human Services (HHS) set a goal for 90% of traditional Medicare payments to be tied to

quality or value.¹² Under value-based care, healthcare providers are incentivized to focus on

preventive measures, coordinated care, and patient engagement, ultimately aiming to improve health

outcomes, while simultaneously reducing costs.¹³ This approach not only aligns with the broader goal

of achieving better population health, but also fosters a more patient-centric approach to healthcare

delivery.¹⁴

11, 12

The Evolving Healthcare Landscape

The US healthcare system is comprised of a fragmented system of private and public coverage.

Approximately 66% of citizens are covered by private health insurance plans while 35% are covered by

public health insurance.⁸ The main forms of public healthcare coverage are Medicare, Medicaid, CHIP, and

military based programs. These federal insurance programs account for over $1 trillion in federal spending.⁹

Insurance in the US involves monthly premiums, deductibles, and copayments for care. The US has the

highest healthcare spending of any developed nation and tracks behind in healthcare outcomes like maternal

mortality and life expectancy at birth.¹⁰ This fragmented system of private and public 

coverage makes market access for drugs and devices extremely complex.  

US Healthcare System Overview 

Shifting the Volume to Value
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The shift towards value-based care from the traditional focus on clinical outcomes and cost containment has

given way to a more holistic approach encapsulated by the Quadruple Aim. This framework expands upon

the already established Triple Aim, which is focused on enhancing patient experience, improving population

health, and reducing costs, by adding a fourth crucial dimension, the well-being of healthcare providers.¹⁵

The Quadruple Aim

The Quadruple Aim recognizes that the health and satisfaction of those delivering care are linked to the

overall quality of care provided. By prioritizing the work-life balance and professional satisfaction of

healthcare professionals, the Quadruple Aim sets a higher standard for healthcare excellence. 
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Quality Performance Measures

Structural Measures: Highlight efficient processes in provider care, for example, provider to patient ratios  

Process Measures: Capture provider services that may improve health, such as the number of people

receiving immunizations 

Outcome Measures: Quantify the effects of certain medical interventions. Examples include surgical

mortality rates, hospital-acquired infection rates, and readmission rates.¹⁶ 

The US Agency for Healthcare Research and Quality (AHRQ) identifies three specific types of quality

performance measures in healthcare. 

These include structural, process, and outcomes measures.¹⁶



CMS National Quality Strategy Goals

Quality Organizations That Establish Standards and Metrics 

06

Several key organizations play pivotal roles in setting and upholding rigorous healthcare standards for health

plans, hospitals and HCPs. The National Committee for Quality Assurance (NCQA), the Centers for Medicare &

Medicaid Services (CMS), the National Quality Forum (NQF), and the Agency for Healthcare Research and

Quality (AHRQ) are instrumental entities in this endeavor.  

NCQA: The NCQA stands at the forefront of

accrediting and certifying healthcare

organizations, health plans, and other healthcare

entities. With an emphasis on performance

measurement and accountability, the NCQA

develops and implements rigorous evaluation

criteria.¹⁷ These standards encompass clinical

quality, patient experience, and health plan

operations, fostering a culture of continuous

improvement. This accreditation process

enhances transparency, establishes trust 

among stakeholders, and ultimately leads to

improved healthcare outcomes and patient

satisfaction. 

CMS: CMS is largest payer for healthcare

services in the United States. Through 

initiatives like the Hospital Value-Based

Purchasing Program (VBP) and the Quality

Payment Program (QPP), CMS incentivizes

healthcare providers to deliver high-quality,

efficient care.¹⁸,¹⁹
18, 19

NQF: The NQF is a nonprofit organization with the goal 

of building healthcare stakeholder consensus for quality measures.²⁰ 

These measures span diverse clinical areas, enabling standardized assessments of healthcare performance.

The NQF's endorsement process ensures that measures are evidence-based, reliable, and relevant. 

AHRQ: The AHRQ is a Department of Health and Human Services agency committed to advancing research

and evidence-based practices to enhance the safety and quality of healthcare.¹⁶ Through initiatives like the

National Quality Strategy and the Healthcare Effectiveness Data and Information Set (HEDIS), the AHRQ

provides critical tools and resources for measuring and improving healthcare quality.²¹,²²21, 22



End-Stage Renal Disease Inventive Program 

Hospital Value-Based Purchasing (VPB) Program 

Hospital Readmission Reduction Program (HRRP) 

Value Modifier (VM) Program 

Hospital Acquired Conditions (HAC) Program 

Quality Payment Program (QPP) 

Promotes accountability for a patient population 

Coordinates items and services for Medicare FFS beneficiaries 

Encourages investment in high quality and efficient services 

CMS oversees several value-based programs that aim to improve healthcare quality. 

These programs include:¹⁸  

The Medicare Shared Savings Program (MSSP) allows providers and suppliers, such as physicians and

hospitals, to create an Accountable Care Organization (ACO).²³ An ACO agrees to be held accountable for the

quality, cost and experience of care of an assigned Medicare fee-for-service (FFS) beneficiary population.²³

When ACOs enrolled in MSSP provide efficient, coordinated, and high-quality care to patients, they may be

eligible to share in the savings they achieve for the Medicare program and the resulting savings can be

distributed among the ACO members. 

The MSSP allows the CMS payment system to shift from volume to value and outcomes, by providing an

alternative payment model that:²³ 

As discussed previously, a focus on quality performance measures places large emphasis on patient

experience. This carries through with value-based programs, as patient experience scores account for 25%

the hospital Value-Based Purchasing (VBP) total performance scores.²⁴

CMS Value-Based Programs
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As discussed in the previous section, market access involves interactions between manufacturers, payers,

providers, patients, and regulators. Given the complexity of the US healthcare system, there are various

stakeholders that collectively shape the accessibility, pricing, and reimbursement of medical products and

services. Each stakeholder plays a unique role in shaping market dynamics, and understanding their

perspectives is pivotal for successful product adoption, reimbursement, and ultimately, patient access to

innovative therapies and treatments.²⁵

US Market Access Stakeholders
and Influencers 

Overview
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Each stakeholder plays a unique role in shaping market dynamics, and

understanding their perspectives is pivotal for successful product adoption,

reimbursement, and ultimately, patient access to innovative therapies and

treatments.²⁵
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Medicare: Medicare is a federal health 

insurance program that provides health

care coverage to individuals 65 and older

and individuals under 65 with long-term

disabilities or end stage renal disease.²⁵

Medicaid: Medicaid is a state administered

program and eligibility typically includes

low-income patients who are pregnant,

blind, the caregiver of a child, have a

disability, have a household family member

with a disability, or be 65 years or older.²⁸

Children’s Health Insurance Program

(CHIP): The Children’s Health Insurance

Program is a state administered program

that provides healthcare coverage for

children in low-income families.²⁹

Veterans Affairs (VA): VA health care is

managed by the US Department of Veterans

Affairs and covers those who were active-duty

military, naval, or air service and didn’t receive

a dishonorable discharge.³⁰

Tricare: Tricare is managed by the

Department of Defense (DoD) and provides

healthcare coverage to active-duty military

members, retired military members,

Guard/Reserves members, Medal of Honor

recipients, and the families of beneficiaries.³¹  

Indian Health Service (IHS): The Indian

Health Service is a US Department of Health

and Human Services Agency that provides

federal health services to American Indians

and Alaska Natives.³² 

Government-funded payers include Medicare, Medicaid, Children’s Health Insurance Program (CHIP),

federal/state employee health plans, Indian Health Service (IHS), Tricare and Veterans Health

Administration (VHA). These plans are generally funded by federal and state taxes.²⁵ In 2021,

approximately 35% of individuals were covered by Medicare or Medicaid.²⁷ Government payers are

another primary focus for manufacturers, as having products on formulary with government payers

can be essential, especially for products targeted towards Medicare-aged individuals. 

Commercial and Private Payors

Commercial healthcare payers, primarily for-profit entities, offer insurance coverage in exchange for

premiums from individuals, employers, or other groups. They compete in the open market and include major

organizations like Aetna, UnitedHealthcare, and Anthem. Serving 66% of citizens, they provide coverage for

individuals, families, and through employer-sponsored plans.⁸ Commercial payers offer a range of plans with

varying coverage levels and cost-sharing options, wielding influence over healthcare delivery and pricing

through provider contracts and coverage decisions. Non-profit private payers, like Kaiser Permanente, are

driven by a mission to enhance public health and well-being.²⁶ Non-profit insurance companies may approach

coverage and benefits differently. 

Government Payors 
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Employers of small and large companies are key decision makers for employee health

benefits. Although employers often source out the responsibilities of determining

coverage details to third parties such as pharmacy benefit managers or consultants,

they often play a key role in the decision-making process.³⁵,³⁶ Through the

administration of employer-sponsored insurance (ESI) plans, employers undertake 

the responsibility of selecting and providing health insurance options to their

workforce, often engaging in negotiations with insurers to delineate the terms 

and coverage parameters. This process encompasses critical determinations 

related to premiums, deductibles, copayments, and provider networks, 

thereby significantly influencing the scope and availability of healthcare 

services extended to employees and their dependents. It is important 

for manufacturers to speak directly to employers to educate them on 

the value of their products and how they can impact the employer’s 

employee health, productivity, and profitability.³⁷

35, 36

Pharmacy Benefit Managers (PBMs) occupy a pivotal position within the framework of the United States

healthcare landscape. These entities serve as intermediaries between pharmaceutical manufacturers,

pharmacies, and payers, working to optimize the prescription drug benefit component of health insurance

plans.³⁸ PBMs undertake an array of critical functions, including negotiating drug prices with manufacturers,

establishing formularies that dictate which medications are covered, processing and adjudicating

prescription claims, and implementing cost-containment strategies.³⁸ PBMs undertake an array of critical

functions, including negotiating drug prices with manufacturers, establishing formularies that dictate which

medications are covered, processing and adjudicating prescription claims, and implementing cost-

containment strategies.³⁸  PBMs play a substantial role in driving market competition and exerting downward

pressure on drug prices. By leveraging their extensive network and negotiating power, PBMs contribute

significantly to cost-effective and accessible pharmaceutical care for millions of Americans.  However, it is

worth noting that the role of PBMs has been subject to scrutiny, with ongoing debates regarding

transparency, pricing practices, and their impact on overall healthcare costs.³⁹ As such, understanding the

multifaceted role of PBMs is imperative for stakeholders seeking to navigate the intricacies of the U.S.

pharmaceutical landscape. 

Health Systems

Employers

Pharmacy Benefit Managers (PBMs)
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Health systems are entities responsible for the ownership and operation of a network comprising one or more

healthcare facilities. Such establishments commonly encompass a spectrum of inpatient and outpatient

facilities including hospitals, physician groups, health clinics, ambulatory surgery centers, and imaging

centers.³³ The primary objective of health systems is to establish a seamless continuum of care for patients.

Additionally, these systems possess the capacity to exert influence on physician treatment practices and can

wield their substantial market sway to enhance negotiating power for treatments.³³ ,³⁴Manufacturers targeting

health systems as a network possess the advantage of engaging with hundreds of affiliated providers

simultaneously, streamlining the interaction process as opposed to engaging with them individually.³⁴ 

33, 34



Advocacy organizations play a vital role in determining market access of treatments for specific or rare

diseases. Advocacy organizations hold significant influence in policy development, patient support, and

disease awareness. These organizations, often non-profit entities, serve as powerful advocates for patients

and their families, championing their rights, needs, and interests.⁴¹ In an era of evolving healthcare

complexities, advocacy organizations play an instrumental role in filling critical gaps, ensuring that patient

voices are heard, and promoting equitable access to quality care. These organizations exert substantial

influence on healthcare policy and legislation at local, state, and federal levels. By conducting research,

disseminating evidence-based information, and mobilizing grassroots movements, they shape the healthcare

agenda, advocating for policies that advance patient interests. Their expertise in specific disease areas

equips them with a unique perspective, enabling them to effectively communicate the needs of patients and

drive targeted interventions. Examples of such influential advocacy organizations include the National

Hemophilia Foundation for hemophilia and the National Organization for Rare Disorders Rare Action Network

for rare diseases.

Group Purchasing Organizations 

Group Purchasing Organizations (GPOs) are entities that help physicians and practices negotiate contracts

with manufacturers, distributors, and vendors.⁴⁰ These negotiations can lead to cost savings for medical

practices and create efficiencies for purchasing supplies. GPOs can leverage the volume of healthcare

facilities they represent to negotiate bulk purchases with distributors and manufacturers.⁴⁰ Purchasing

supplies by using GPOs can streamline the purchasing process of healthcare facilities and create cost

savings of up to 18%.⁴⁰

Advocacy Organizations

11

41,42



Tier
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Most plans will divide their formularies into 4 to 6 tiers. 

Nonpreferred and 
low-cost generic drugs

Nonpreferred brand-
name drugs and some 
nonpreferred, highest-

cost generic drugs 

Drug Distribution in the United States

Benefit Design and Formulary Tiers

A formulary is a list of preferred drugs that are covered under a health plan.⁴³ The primary purpose for a payer

to create a formulary is to promote the use of the safest, most effective, and affordable treatment option.⁴⁴

This list is often developed by groups, such as a pharmacy and therapeutics (P&T) committee, which is usually

comprised of physicians, pharmacists, and other health care providers.⁴⁴ Most drugs and related products are

reviewed and assigned to a specific “tier,” which represents the coverage level the health plan provides.⁴⁴

Each plan may divide tiers in different ways and associate different cost amounts with each tier.⁴⁵ Often, the

more cost-effective agents are placed in the most preferred tier and have the lowest out-of-pocket costs. 
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3 Attributes of Drug Distribution in the United States

Product Flow: With traditional retail products, drug shipments move from manufacturers to wholesalers.

Manufacturers manage large-scale production of the drugs and distribute to wholesalers.⁴⁷ Wholesalers

purchase medications from manufacturers and sell them to customers like pharmacies and hospitals.

Pharmacies typically purchase drugs from wholesalers, though they can also be purchased directly from the

manufacturer.⁴⁷ Once drugs are at a pharmacy, they can be dispensed to patients. 

Financial Flow: PMBs negotiate rebates and discounts with drug manufacturers. When a patient purchases a

medication that holds a rebate, manufacturers distribute the negotiated amount to a contracted health plan.⁴⁸

Pharmacies can submit claims to PBMs for reimbursement at a negotiated rate.⁴⁷ Reimbursement from PBMs

is usually calculated using the average wholesale price, dispensing fee, and collected patient cost sharing.⁴⁷

Patients purchase medications from a pharmacy, and depending on their insurance coverage, they will pay a

copay, coinsurance, or the entire cost of the medication.⁴⁷  

Contracts: Manufacturers will often contract with wholesalers to guide payment plans and bulk-purchasing

agreements.⁴⁷ Pharmacies can contract with PBMs to be included in their pharmacy network. This allows the

pharmacies to submit claims for the negotiated reimbursement rate mentioned in the previous section. 

Health plans will also contract with PBMs in order to receive negotiated rebates.⁴⁷
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Coverage classifications may be based on mode of administration and medication acquisition. Health plans

may classify coverage of drugs as a medical benefit, pharmacy benefit, or both. How drugs are classified can

depend on several factors, such as how and where it is administered and how it is acquired.⁴⁹  

Drug Administration: Drugs that are considered a pharmacy benefit include medications that are self-

administered. For example, insulin, blood pressure medications, and other medications that can be taken in a

patient’s home.⁵⁰  

Drug Acquisition: Drugs classified as a medical benefit must be administered in a healthcare setting. These

medications involve monitoring by a healthcare professional in an inpatient or outpatient setting.⁵¹  

For drugs covered under a medical benefit, the physician will typically purchase medications for in-office

administration and be reimbursed through the buy and bill process. This can include birth control implants,

chemo infusions, and certain vaccines.⁵⁰

Pharmacy vs Medical Benefit

14



Specialty Drugs 
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Specialty drugs comprise a subgroup of medications that are high-cost oral, injectable, infused, or inhaled

medications used to treat complex chronic conditions. These types of drugs are typically highly complex to

manufacture and store and are often biologics that are structurally similar to compounds within the body.⁵²,⁵³

They may require close clinical monitoring due to the potential for severe side effects.⁵⁴ Specialty drugs can

be covered under a pharmacy benefit, medical benefit, or both, though nearly half of specialty drugs are

covered under the medical. benefit.⁵²,⁵⁵ Specialty drugs can include medications that treat Crohn's Disease,

Cancer, and Hepatitis.⁵²

52, 55

52, 53

45%

55%

Medical Benefit

Pharmacy Benefit



Market access often requires manufacturers to discuss economic

metrics related to health outcomes rather than only focusing on

clinical outcomes. The Food and Drug Administration Modernization

Act of 1997, commonly referred to as FDAMA 114, was enacted in

1997 as a method of improving the dissemination of health care

economic information (HCEI).⁵⁶ HCEI involves the economic

consequences of a health intervention or a drug’s clinical

outcomes.⁵⁷ FDAMA allows manufacturers to provide payors and

formulary committees with information about the value of their

treatments. The implementation of FDAMA lowered the level of

evidence needed to use HCEI from substantial evidence to

competent and reliable scientific evidence (CARSE). Relevant HCEI

information under FDAMA includes economic metrics related to

health outcomes, for example, cost per Quality of Life Years (QALY).⁵⁶

Despite the frequent use of QALYs in health economics, recent

criticism has surfaced highlighting the discriminatory nature of QALY

for those with disabilities.⁵⁸ The QALY assigned to certain treatments

may differ significantly between those with chronic conditions versus

those without, as patients with chronic conditions may have a lower

threshold of QALY improvement from a medication than patients 

who are healthy.⁵⁸  As a result, the CMS will no longer use QALY

as a factor in the Inflation Reduction Act (IRA) maximum fair price

negotiations.⁵⁹

FDAMA 114: Engaging Formulary
Decision Makers 

What is FDAMA 114 and HCEI?

The Inflation Reduction Act was

enacted in 2022 as a strategy to

reduce the rate of inflation. The

act aims to address energy costs,

carbon emissions, ACA

premiums, and out-of-pocket drug

costs.⁶⁰ The drug cost provision

allows Medicare to negotiate the

price of drugs covered by

Medicare Part D and B with

pharmaceutical companies.⁶¹

Companies refusing to participate

in these negotiations can be

penalized. The maximum fair

price of certain drugs established

by Medicare negotiations will be

published in 2024 and go into

effect by 2026.⁶¹ Click here for

more information on the IRA. 
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Market access often requires manufacturers to discuss economic metrics

related to health outcomes rather than only focusing on clinical outcomes.

https://www.pfgmed.com/blog/understanding-the-inflation-reduction-act-a-series#:~:text=The%20Inflation%20Reduction%20Act%20(IRA,to%20adjust%20prices%20and%20incomes.


Traditional pharmaceutical promotional material utilizes substantial evidence and includes safety/efficacy

information meant for a broader audience. FDAMA 114 promotional tools must be based on HCEI related to an

approved indication. Evidence used for these materials is based on CARSE.⁵⁶ CARSE includes tests, analyses,

studies, and other evidence based on the expertise of professionals in the field.⁵⁵ The audience of FDAMA-

based promotional materials is limited to those with HCEI expertise.⁵⁶

Traditional vs. FDAMA 114 Promotional Materials 
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4 Pillars of FDAMA 114

Information presented under FDAMA 114 must include HCEI in a manner such as cost-analysis, cost-

effective analysis, and cost-benefit analysis  

Information presented under FDAMA 114 must relate to an approved indication and align with the disease

or condition, manifestation of the disease or condition, or symptoms associated with the disease or

condition for which the drug is approved  

HCEI information presented must be supported by CARSE and truthful, medically accurate, and not

misleading  

The audience of FDAMA 114 materials should have an appropriate range of healthcare economic analysis

knowledge and expertise needed to interpret HCEI to inform decision-making processes (PBMs and

formulary committees) 

FDAMA 114 guidance is based on four pillars⁶²:

A recent FDA draft guidance provides recommendations for additional methods of communication between

healthcare providers and pharmaceutical companies.⁶³ The guidance cites real-world data (RWD) and real-

world evidence (RWE) as scientifically sound and clinically relevant.⁶³ The FDA suggests this type of data be

shared with healthcare providers under Scientific Information on Unapproved Uses (SIUU) of approved

medical products.⁶³ This updated guidance presents a significant opportunity for manufacturers as the ability

to communicate off-label use to clinicians can expand access to patients and improve outcomes for

conditions that do not have an approved treatment

18
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From a global perspective, market access involves a multifaceted interplay of regulatory considerations,

healthcare infrastructure, and the preferences and needs of diverse patient populations. Healthcare

challenges and landscapes may differ based on the economic development of a nation. Developed 

markets, like the US, Canada, Australia, and Japan, have high levels of per capita income and are 

considered highly economically advanced.⁶⁴  

Emerging markets, a term used to describe countries with rapid economic growth and less market maturity

than developed countries, include countries like China, India, Nigeria, Brazil and Vietnam.⁶⁴ Emerging markets

may experience a lack of resources and weaker healthcare infrastructure, making it difficult to address the

countries’ top health issues.⁶⁵

Global Market Access Overview

Global Market Access Considerations 

The global health landscape continues to shift due to emerging technologies and evolving healthcare

policies. Nations around the world struggle with a wide spectrum of health challenges, from infectious

diseases to non-communicable epidemics. This landscape encompasses several factors, including healthcare

infrastructure, access to essential services, and health inequities. The COVID-19 pandemic has highlighted the

interconnectivity of global health, emphasizing the need for concerted international efforts and public health

investments.   

Funding and healthcare coverage differ widely across the world compared to the US. All of the developed

countries in the world, Australia, Canada, France, Germany, the Netherlands, New Zealand, Norway, Sweden,

Switzerland, and the UK, provide universal healthcare coverage, while the US does not.⁶⁶ Universal

healthcare is typically covered by tax revenue⁶⁷ and automatically covers citizens. Many countries with

universal healthcare also offer private, voluntary insurance programs.⁶⁸ Private healthcare in these nations

allows patients to have more choices in providers or facilities and quicker access to care.⁶⁸

Global healthcare systems also differ based on oversight. Decentralized systems, like Switzerland’s

healthcare system, delegate authority and decision-making to regional or local entities, fostering adaptability

and responsiveness to local needs.⁶⁹ Centralized systems, like the National Health Service (NHS) in the UK,

concentrate authority at a national level, often aiming for uniformity and efficiency in healthcare provision.⁶⁷

 

Global Healthcare Landscape

19

From a global perspective, market access involves a multifaceted

interplay of regulatory considerations, healthcare infrastructure, and

the preferences and needs of diverse patient populations.



Like the US landscape, global market access involves various stakeholders including government agencies,

advocacy groups, employers, policymakers, and Non-Governmental Organizations (NGOs). The World Health

Organization (WHO), a United Nations (UN) agency, spearheads global public health efforts and informs many

countries’ policy decisions.⁷⁰ The WHO is instrumental in guiding countries during international crises. The

COVID-19 pandemic, for instance, underscored the pivotal role played by the WHO in coordinating responses,

disseminating crucial information, and facilitating global collaboration. NGOs, like Doctors Without Borders,

spearhead implementation efforts at the grassroots level, leveraging community-based approaches to bridge

gaps in healthcare access and delivery.⁷⁰ 
 

Global Market Access Stakeholders 

The global pharmaceutical market has experienced significant growth in recent years. For 2022, the total

global pharmaceutical market was estimated at $1.48 trillion US dollars.⁷² The global specialty drug

distribution market size was $2.61 million US dollars in 2021 with projections to reach $74.3 million US dollars

by 2031.⁷³

Several factors influence drug distribution in the global market, including material shortages, capacity

constraints, global regulation, and access to healthcare. These challenges can lead to delays in delivery of

essential medications to patients. A prominent issue within the pharmaceutical supply chain is access to

materials. Often, a limited quantity of resources and materials can cause bottlenecks in the pharmaceutical

supply chain. Pharmaceutical companies also struggle to keep up with the growing demand for their products.

This is due to population growth, rising incomes, and increasing access to healthcare. In addition,

multinational pharmaceutical companies must adhere to regulatory guidelines of all the countries they supply.

This can be a challenge, as each country has its own unique set of regulations. Beyond issues of material

shortages and capacity, the delivery process can also be a bottleneck in the pharmaceutical supply chain.

This can be caused by a variety of factors, such as packaging shortages, price spikes, and site holdups.⁷⁴ 
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Lack of access to medicines is a

complex problem with many

causes, including affordability,

gaps in local health systems and

infrastructures, procurement

practices, tax and tariff policies,

mark-ups along the supply chain,

the strength of national drug

regulatory authorities, and the

need for safe and secure supply

chain management.

Additionally, an estimated two billion people have no access to

essential medicines, effectively shutting them off from the benefits

of advances in modern science and medicine.  Lack of access to

medicines is a complex problem with many causes, including

affordability, gaps in local health systems and infrastructures,

procurement practices, tax and tariff policies, mark-ups along the

supply chain, the strength of national drug regulatory authorities,

and the need for safe and secure supply chain management.  

Medicines account for 20% to 60% of health spending in low- and

middle-income countries, compared with 18% in countries

belonging to the Organization for Economic Co-operation and

Development.⁷⁵ Although the US is a world leader in drug

discovery and development, most drug manufacturing has moved

overseas in recent decades.⁷⁶ The high cost of manufacturing

drugs forces companies to join complex supply chains, which can

put pressure on already fragile infrastructure. Manufacturers often

rely on outside suppliers for active pharmaceutical ingredients

(APIs) and finished dosage forms (FDFs) to lower costs and

increase profits. In fact, 88% of API manufacturing sites and 63% of

FDF manufacturing sites are located abroad, mostly in China and

India. While this strategy can reduce costs, it can also make it

difficult to enforce quality standards and manage sensitive supply

chains, which can increase the risk of drug shortages. Changes in

the geopolitical situation of foreign API and FDF producers can

also disrupt the global supply chain.⁷⁷
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With all the hurdles faced in drug distribution in global markets, e-commerce integration is making it easier

and faster for patients and providers to find and buy the drugs they need.  Online demand for healthcare

products and services is booming, with the global healthcare e-commerce market projected to hit $435.8

billion in revenue by 2025. This is especially true for pharmaceuticals, which are seeing a surge in online

sales in line with the overall growth of e-commerce during the pandemic.  E-commerce integration is changing

the way pharmaceutical vendors, patients, and providers interact. For patients, e-commerce means the

convenience of purchasing and receiving prescription drugs from home. For providers, comprehensive e-

commerce platforms provide a way to compare drug prices and availability, enabling informed drug spending

and potentially reducing organizational costs.⁷⁸
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About PFG MedComm

A Strategic Market Access Agency

PFG MedComm is a woman and minority owned strategic

communications agency - we specialize in achieving health

access goals through medical and value communications

strategy. Having transformed the traditional agency model,

our approach takes a holistic 360° view that considers the

research and clinical development continuum. 

We are experts in developing end-to-end communication

strategies and tactics for all healthcare stakeholders, from

clinical to the general public. We are specialists in the areas

of clinical and medical information, population health,

health economics, patient outcomes, social determinants of

health, racial and other health disparities, and more. 

As a full-service

strategic market

access agency, we

focus on leveraging

value communication

to achieve market

access priorities.

Awards

Professional Organizations
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We have reimagined the traditional approach by applying a market access lens across the entire product

development lifecycle - from clinical to commercialization, launch through post-launch.  Our unique approach

to access fits into any phase of development, while navigating the medical, legal and regulatory requirements

at each.

In an ever-changing market access landscape, we take a proactive stance, 

anticipating future opportunities and identifying potential challenges. 

Our distinctive process integrates the market access lens early in 

development and extends throughout the launch strategy, 

utilizing landscape analyses and strategic scenario planning 

to craft a dynamic market access plan.

We specialize in adapting market access plans, tailoring 

stakeholder-specific messaging to enhance the value 

proposition based on access opportunities and challenges. 

Our customized tactical plans, combined with strategic 

workshops, simplify the value story, creating compelling 

customer selling propositions.

As a comprehensive agency, we go beyond creating tools and 

tactics. We equip field teams with adapted tactical plans through 

a series of strategic workshops, ensuring effective customer engagements. 

Our proprietary training methodology goes a step further, simulating real-world 

customer interactions and empowering teams to communicate unique value stories.

This complete view ensures comprehensive, tailored strategies across market access stakeholders.

Tranforming the Traditional

Our 360° Approach to Access™ 

Our 360° Approach to Access™ involves anticipating challenges,

adapting strategic plans, and accomplishing access through

wraparound engagement.

Contact PFG MedComm, LLC to learn more:  hello@pfgmed.com
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