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WHO DEFINITION OF CLINICAL TRIAL

Clinical trials are a type of research that studies new tests
and treatments and evaluates their effects on human
health outcomes. People volunteer to take part in clinical
trials to test medical interventions including drugs, cells
and other biological products, surgical procedures,
radiological procedures,devices, behavioral treatments

and preventive care.
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Be clear and provide specific information so readers can easily

understand the purpose. RESE ARCH
QUESTION

Be focused in its scope and narrow enough to be addressed in the
space allowed by your paper

Be and concise and in as few
words as possible, like a hypothesis.

9

@)

Be precise and complex enough that it does not simply answer a

closed “yes or no” question, but requires an analysis of arguments |
and literature prior to its being considered acceptable. Q" ) :

Be arguable or testable so that answers to the research question

are open to scrutiny and specific questions and counterarguments.
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RISK & BENEFIT ASSESSMENT

Researchers duties
o minimize the risks
o maximize the potential benefits

Assessment
o The possible harms that could result from taking part in the study
o The level of harm
o The chance of any harm occurring




Potential Risks

There may be unpleasant, serious, or even life-threatening effects of experimental
treatment

The study may require more time and attention than standard treatment would,
Including visits to the study site, more blood tests, more procedures, hospital
stays, or complex dosage schedules

Potential Benefits
help others by contributing to knowledge about new treatments or procedures

gain access to new research treatments before they are widely available

receive regular and careful medical attention from a research team that includes
doctors and other health professionals
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THERAPEUTIC MISCONCEPTION

o Therapeutic misconception (TM), which occurs when
research subjects fail to appreciate the distinction between
the imperatives of clinical research and ordinary treatment

o People who manifest TM often express incorrect beliefs
about the degree to which their treatment will be
iIndividualized to meet their specific needs the likelihood of
benefit from participation in the study and the goals of the
researchers in conducting the project
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PLACEBO CONSIDERATIONS
Definition
Any intentionally ineffective medical treatment(drug , Surgery ), such as
a sugar pill, used to replace medication. In clinical trials, placebos are
given to blind control groups used in experimental research to compare
the results with those of the experimental drug. The experimental

treatment must produce better results than the placebo in order to be

considered effective.
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