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Advanced Skill Certificate in Market Access for Pharmaceuticals

Real-World Evidence Generation

Real-World Evidence (RWE) Generation is a critical aspect of demonstrating the value of pharmaceuticals in
real-world settings. The following key terms and vocabulary are essential for understanding RWE
Generation in the context of the Advanced Skill Certificate in Market Access for Pharmaceuticals.

1. Real-World Evidence (RWE): RWE is the clinical evidence regarding the usage and potential benefits or
risks of a medical product derived from analysis of real-world data (RWD). RWE can be generated from
various sources, including electronic health records (EHRs), medical claims databases, and patient registries.
2. Real-World Data (RWD): RWD is the data relating to patient health status and/or the delivery of
healthcare routinely collected from a variety of sources. RWD can include data from EHRs, clinical registries,
cross-sectional surveys, longitudinal cohort studies, and medical claims and billing activities.
3. Observational Studies: Observational studies are research studies that examine the association between
an exposure and an outcome in a real-world setting, without manipulation of the exposure by the
investigator. Observational studies can be prospective or retrospective and can include cohort studies, case-
control studies, and cross-sectional studies.
4. Pragmatic Clinical Trials: Pragmatic clinical trials are designed to determine the effectiveness of an
intervention in real-world practice conditions. These trials are conducted in a naturalistic setting and often
include a broad patient population, usual care providers, and flexible treatment protocols.
5. Health Economics and Outcomes Research (HEOR): HEOR is a multidisciplinary field that studies the real-
world effectiveness and value of healthcare interventions. HEOR uses various research methods, including
economic modeling, epidemiology, and biostatistics, to evaluate the outcomes and costs of healthcare
interventions.
6. Big Data: Big data refers to large, complex, and diverse data sets that cannot be managed or analyzed
using traditional data processing tools. Big data can provide insights into patient outcomes, healthcare
utilization, and costs, and can be used to generate RWE.
7. Artificial Intelligence (AI): AI refers to the simulation of human intelligence in machines that are
programmed to think like humans and mimic their actions. AI can be used to analyze large and complex
data sets, identify patterns and trends, and generate RWE.
8. Natural Language Processing (NLP): NLP is a subfield of AI that focuses on the interaction between
computers and human language. NLP can be used to extract and analyze unstructured data from various
sources, including EHRs, medical literature, and social media.
9. Electronic Health Records (EHRs): EHRs are digital versions of a patient's paper charts that contain
comprehensive information about a patient's medical history, including demographics, medications,
allergies, progress notes, laboratory test results, and imaging reports. EHRs can be used to generate RWE.
10. Medical Claims Databases: Medical claims databases are large, population-based data sets that contain
information about healthcare utilization, diagnoses, and procedures. Medical claims databases can be used
to generate RWE about the real-world effectiveness and safety of medical interventions.
11. Patient Registries: Patient registries are databases that contain information about a specific patient
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population, including demographics, clinical characteristics, and treatment outcomes. Patient registries can
be used to generate RWE about the natural history of a disease, treatment patterns, and patient outcomes.
12. Propensity Score Matching: Propensity score matching is a statistical technique used to reduce bias in
observational studies. Propensity score matching involves creating a score for each study participant based
on their baseline characteristics, and then matching participants with similar scores in the treatment and
control groups.
13. Sensitivity Analysis: Sensitivity analysis is a statistical technique used to assess the robustness of research
findings. Sensitivity analysis involves changing the assumptions or parameters of a study and assessing the
impact on the results.
14. Benefit-Risk Assessment: Benefit-risk assessment is the process of evaluating the benefits and risks of a
medical intervention. Benefit-risk assessment involves integrating information from various sources,
including clinical trials, observational studies, and patient preferences, to make informed decisions about
the use of a medical intervention.
15. Market Access: Market access refers to the process of making medical interventions available to
patients. Market access involves demonstrating the value of a medical intervention to payers, providers, and
patients.
16. Health Technology Assessment (HTA): HTA is a multidisciplinary field that evaluates the medical,
economic, ethical, and social implications of healthcare technologies. HTA can be used to inform market
access decisions and ensure that healthcare resources are used efficiently.
17. Challenges in RWE Generation: There are several challenges in RWE Generation, including data quality
and completeness, bias, confounding, and generalizability. RWE Generators must be aware of these
challenges and take steps to mitigate them to ensure the validity and reliability of the RWE.

Examples:

* A pharmaceutical company wants to generate RWE about the real-world effectiveness of a new drug for
rheumatoid arthritis. The company can use EHRs, medical claims databases, and patient registries to collect
RWD about the drug's use and patient outcomes.
* A researcher wants to conduct an observational study to evaluate the association between a medication
and a rare adverse event. The researcher can use propensity score matching to reduce bias in the study and
sensitivity analysis to assess the robustness of the findings.
* A medical device company wants to demonstrate the value of a new device to payers and providers. The
company can use HTA to evaluate the medical, economic, ethical, and social implications of the device and
market access strategies to ensure that the device is available to patients.

Practical Applications:

* Pharmaceutical companies can use RWE to demonstrate the real-world effectiveness and safety of their
products to payers, providers, and patients.
* Researchers can use RWE to evaluate the effectiveness and safety of medical interventions in real-world
settings.
* Healthcare providers can use RWE to inform treatment decisions and improve patient outcomes.
* Payers can use RWE to inform coverage and reimbursement decisions and ensure that healthcare
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resources are used efficiently.

Challenges:

* Data quality and completeness can be a challenge in RWE Generation, as RWD may be incomplete or
inaccurate.
* Bias and confounding can also be challenges in RWE Generation, as observational studies may be subject
to selection, measurement, and other biases.
* Generalizability can be a challenge in RWE Generation, as RWD may not be representative of the broader
patient population.

In conclusion, RWE Generation is a critical aspect of demonstrating the value of pharmaceuticals in real-
world settings. Understanding the key terms and vocabulary associated with RWE Generation can help
stakeholders, including pharmaceutical companies, researchers, healthcare providers, and payers, to make
informed decisions about the use of medical interventions. However, RWE Generators must be aware of the
challenges associated with RWE Generation and take steps to mitigate them to ensure the validity and
reliability of the RWE.
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