
G U I D E

Advanced Skill Certificate in Market Access for Pharmaceuticals

Health Economics and Outcomes Research

Health Economics and Outcomes Research (HEOR) is a crucial area of study in the pharmaceutical industry,
particularly in the context of market access. Here are some key terms and vocabulary related to HEOR:

1. Health Economics: This is the study of how economic principles apply to the healthcare industry. It
involves analyzing the costs and benefits of healthcare interventions, programs, and policies. Health
economists use various tools, such as cost-benefit analysis, cost-effectiveness analysis, and budget impact
analysis, to evaluate the value of healthcare interventions. 2. Outcomes Research: This is the study of the
effects of healthcare interventions on patient outcomes. It involves collecting and analyzing data on patient
outcomes, such as mortality, morbidity, quality of life, and healthcare resource utilization. Outcomes
researchers use various study designs, such as randomized controlled trials, observational studies, and
meta-analyses, to evaluate the effectiveness of healthcare interventions. 3. Market Access: This is the
process of making healthcare interventions, such as drugs and medical devices, available to patients. Market
access involves several steps, including pricing and reimbursement, regulatory approval, and distribution.
Market access professionals use various strategies, such as health technology assessments, real-world
evidence, and stakeholder engagement, to demonstrate the value of healthcare interventions to payers and
decision-makers. 4. Health Technology Assessment (HTA): This is a multidisciplinary approach to evaluating
the clinical and economic benefits of healthcare interventions. HTA involves analyzing the clinical
effectiveness, safety, cost-effectiveness, and ethical implications of healthcare interventions. HTA agencies,
such as the National Institute for Health and Care Excellence (NICE) in the UK and the Institute for Clinical
and Economic Review (ICER) in the US, use HTA to inform coverage and reimbursement decisions. 5. Real-
World Evidence (RWE): This is evidence on the effectiveness and safety of healthcare interventions obtained
from real-world settings, such as clinical practice, registries, and electronic health records. RWE
complements data from randomized controlled trials by providing insights into the effectiveness and safety
of healthcare interventions in diverse populations and settings. RWE is increasingly used to support market
access and regulatory decisions. 6. Quality-Adjusted Life Year (QALY): This is a measure of health outcomes
that combines the length and quality of life. QALYs are calculated by multiplying the number of years of life
gained by a healthcare intervention by a weighting factor that reflects the quality of life during those years.
QALYs are used in cost-effectiveness analyses to compare the benefits and costs of healthcare interventions.
7. Cost-Effectiveness Analysis (CEA): This is a type of economic evaluation that compares the costs and
outcomes of two or more healthcare interventions. CEA expresses the incremental costs of a new
intervention as a ratio of the incremental benefits, usually in terms of QALYs. CEAs are used to inform
coverage and reimbursement decisions and to compare the value of healthcare interventions. 8. Budget
Impact Analysis (BIA): This is an economic evaluation that estimates the financial impact of adopting a new
healthcare intervention. BIA takes into account the number of patients who are likely to receive the
intervention, the cost of the intervention, and the impact on healthcare expenditure. BIA is used to inform
decision-making on resource allocation and to assess the affordability of healthcare interventions. 9.
Patient-Reported Outcomes (PROs): These are measures of health outcomes that are reported directly by
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patients. PROs include symptoms, functional status, and quality of life. PROs are important in outcomes
research because they provide insights into the patient's perspective on the effectiveness and safety of
healthcare interventions. 10. Stakeholder Engagement: This is the process of involving relevant stakeholders,
such as patients, healthcare professionals, payers, and policymakers, in the market access process.
Stakeholder engagement is important because it helps to ensure that the perspectives and needs of all
stakeholders are taken into account in market access decisions.

Challenges in HEOR:

HEOR is a complex and evolving field, and there are several challenges that market access professionals
need to be aware of:

1. Data quality and availability: HEOR relies on high-quality data, but data quality and availability can be a
challenge. Data may be incomplete, inaccurate, or biased, and there may be challenges in accessing data
from different sources. 2. Methodological challenges: HEOR involves complex methodological approaches,
and there are challenges in ensuring the validity and reliability of these approaches. There may be
challenges in selecting the appropriate study design, analyzing data, and interpreting results. 3. Ethical
challenges: HEOR involves using data from patients, and there are ethical challenges in ensuring the privacy
and confidentiality of patient data. There may also be challenges in ensuring that HEOR studies are
conducted in an ethical and transparent manner. 4. Regulatory challenges: HEOR studies are subject to
regulatory oversight, and there may be challenges in ensuring compliance with regulations and guidelines.
There may also be challenges in obtaining regulatory approval for HEOR studies. 5. Communication
challenges: HEOR involves complex concepts and data, and there may be challenges in communicating
these concepts and data effectively to stakeholders. There may be challenges in ensuring that the results of
HEOR studies are understood and acted upon by decision-makers.

Examples and practical applications:

HEOR has several practical applications in the pharmaceutical industry, including:

1. Pricing and reimbursement: HEOR can be used to inform pricing and reimbursement decisions by
demonstrating the value of healthcare interventions. 2. Regulatory approval: HEOR can be used to support
regulatory approval by demonstrating the safety and efficacy of healthcare interventions. 3. Distribution:
HEOR can be used to inform distribution decisions by demonstrating the need for healthcare interventions
in different populations and settings. 4. Health policy: HEOR can be used to inform health policy by
providing evidence on the clinical and economic benefits of healthcare interventions. 5. Patient care: HEOR
can be used to inform patient care by providing evidence on the effectiveness and safety of healthcare
interventions.

Challenges in HEOR can be addressed through several strategies, including:

1. Ensuring data quality and availability: Market access professionals can ensure data quality and availability
by using validated data sources, implementing data quality checks, and using data analytics tools. 2.
Addressing methodological challenges: Market access professionals can address methodological challenges
by using robust study designs, validated analytical methods, and sensitivity analyses. 3. Addressing ethical
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challenges: Market access professionals can address ethical challenges by obtaining informed consent,
ensuring data privacy and confidentiality, and following ethical guidelines. 4. Addressing regulatory
challenges: Market access professionals can address regulatory challenges by obtaining regulatory approval,
complying with regulations and guidelines, and engaging with regulatory agencies. 5. Addressing
communication challenges: Market access professionals can address communication challenges by using
clear and concise language, providing visual aids, and engaging with stakeholders.

Conclusion:

HEOR is a critical area of study in the pharmaceutical industry, and understanding key terms and vocabulary
is essential for market access professionals. By understanding these terms and vocabulary, market access
professionals can effectively communicate the value of healthcare interventions to payers and decision-
makers, inform pricing and reimbursement decisions, and support regulatory approval, distribution, and
health policy. Addressing challenges in HEOR requires a multifaceted approach that involves ensuring data
quality and availability, using robust methodological approaches, addressing ethical challenges, complying
with regulatory requirements, and communicating effectively with stakeholders.
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