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Postgraduate Certificate in Pharmacoeconomics and Health Economics

Clinical Trials and Economic Evaluation

Clinical Trials:

Clinical trials are research studies that involve human participants to evaluate the safety and effectiveness of
new treatments, interventions, or medical devices. These trials are essential for advancing medical
knowledge and improving patient care. There are several key terms and concepts associated with clinical
trials that are important to understand:

1. Randomization: Randomization is the process of assigning participants to different treatment groups in a
clinical trial. This helps to ensure that the study results are unbiased and that any differences observed
between treatment groups are due to the intervention being studied and not other factors.

2. Blinding: Blinding, or masking, is a technique used in clinical trials to prevent bias by keeping participants,
healthcare providers, and/or researchers unaware of which treatment group a participant is assigned to.
There are different types of blinding, including single-blind (participants are unaware), double-blind
(participants and researchers are unaware), and triple-blind (participants, researchers, and data analysts are
unaware).

3. Informed Consent: Informed consent is the process through which participants in a clinical trial are
provided with all relevant information about the study before agreeing to participate. This includes details
about the risks and benefits of participation, the study procedures, and their rights as a participant.

4. Placebo: A placebo is an inactive substance or treatment that is indistinguishable from the active
treatment being studied. Placebos are used in clinical trials to help determine the true effects of a new
intervention by comparing it to a control group receiving a placebo.

5. Control Group: The control group in a clinical trial is a group of participants who do not receive the
experimental treatment being studied. Instead, they may receive a placebo, standard treatment, or no
treatment at all. The control group helps researchers compare the effects of the new intervention to the
absence of treatment or an established standard of care.

6. Endpoint: An endpoint is a specific outcome that is measured in a clinical trial to determine the effects of
the intervention being studied. Endpoints can be primary (the main outcome of interest) or secondary
(additional outcomes that provide more information).

7. Protocol: A protocol is a detailed plan that outlines the objectives, methods, and procedures of a clinical
trial. The protocol is designed to ensure the safety of participants, the integrity of the data collected, and
the validity of the study results.
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8. Adverse Event: An adverse event is any undesirable or unintended effect of a medical intervention,
including side effects, complications, or worsening of a medical condition. Adverse events are closely
monitored in clinical trials to ensure participant safety.

Economic Evaluation:

Economic evaluation is a method used to assess the costs and consequences of healthcare interventions,
treatments, or programs. It provides decision-makers with valuable information about the value for money
of different healthcare options. There are several key terms and concepts associated with economic
evaluation that are important to understand:

1. Cost-effectiveness Analysis (CEA): Cost-effectiveness analysis is a type of economic evaluation that
compares the costs and outcomes of two or more healthcare interventions to determine which intervention
provides the most value for money. The results are typically presented as a cost-effectiveness ratio, such as
cost per quality-adjusted life year (QALY) gained.

2. Cost-utility Analysis (CUA): Cost-utility analysis is a type of economic evaluation that compares the costs
and outcomes of different healthcare interventions in terms of utilities, which represent individuals'
preferences for different health states. The results are typically presented as a cost-utility ratio, such as cost
per QALY gained.

3. Incremental Cost-effectiveness Ratio (ICER): The incremental cost-effectiveness ratio is a key measure in
economic evaluation that compares the additional costs and outcomes of one intervention compared to
another. It is calculated as the difference in costs divided by the difference in outcomes between the two
interventions.

4. Quality-adjusted Life Year (QALY): A quality-adjusted life year is a measure used in economic evaluation to
quantify the impact of a healthcare intervention on a person's quality and quantity of life. QALYs combine
both the length of life gained and the quality of life experienced, allowing for comparisons across different
health conditions and interventions.

5. Sensitivity Analysis: Sensitivity analysis is a technique used in economic evaluation to assess the
robustness of the results to changes in key assumptions or parameters. By varying the inputs of the
economic model, researchers can determine how sensitive the results are to different scenarios and
uncertainties.

6. Discounting: Discounting is a method used in economic evaluation to adjust for the time value of money.
Future costs and benefits are discounted at a certain rate to reflect the fact that people generally prefer to
receive benefits sooner rather than later and incur costs later rather than sooner.

7. Probabilistic Sensitivity Analysis: Probabilistic sensitivity analysis is a type of sensitivity analysis that
accounts for uncertainty in multiple parameters simultaneously by using probability distributions. This
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allows researchers to estimate the likelihood of different cost-effectiveness outcomes and make more
informed decisions.

8. Cost-benefit Analysis (CBA): Cost-benefit analysis is a type of economic evaluation that compares the
costs and benefits of a healthcare intervention in monetary terms. The results are typically presented as a
benefit-cost ratio, which indicates whether the benefits of the intervention outweigh the costs.

In conclusion, understanding the key terms and concepts related to clinical trials and economic evaluation is
essential for researchers, healthcare professionals, and policymakers involved in the assessment of new
healthcare interventions. By applying these concepts effectively, stakeholders can make informed decisions
about the safety, effectiveness, and value for money of different treatment options, ultimately improving
patient outcomes and healthcare delivery.
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