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DESCRIPTION

An adverse event (AE) is an adverse medical event in a patient or
subject in a clinical trial who received a drug and is not
necessarily causally related to that treatment. Therefore, an
adverse event is any un-favourable and wunintended sign
(including abnormal laboratory findings), symptom or disease
temporally related to the use of an investigational drug, whether
or not it is an investigational drug.

Adverse events in patients participating in clinical studies should
be reported to the study sponsor and, if appropriate, to the local
ethics committee. Adverse events categorized as “serious” (cause
of death, illness requiring hospitalization, life-threatening events,
disability, birth defects,

medically significant

long-term or severe congenital

malformations, or conditions) are

immediately regulated and should be reported to the authorities.

Adverse events are caused by treatments that harm the patient.
There are many ways that unwanted events can occur. Adverse
events may be the result of treatments such as surgery or
medication. In these cases, the cause may be due to human error
or substances in the drug. Other causes may contribute to the
occurrence of adverse events, such as equipment or device
failure. Adverse events can occur unintentionally or as side
effects during treatment. However, the benefits of treatment
often outweigh the temporary damage. Many drugs can cause
adverse events, and patients often take multiple drugs.

Poor communication and inadequate instructions and

documentation can also contribute to medical malpractice.
Adverse events can occur to clients as they are assessed, as they
may miss a diagnosis or make an incorrect diagnosis. Surgical

errors are another source of potential adverse events. Every year,
many clients die during surgery or suffer from improper
treatment during treatment, such as: B. An error in the wrong
place. The location of treatment may also be the cause of
treatment. Many adverse events occur during hospitalization.
Nosocomial infections are the leading cause of death each year,
and hospitals employ strict infection control measures. Finally,
early release often leads to adverse events such as readmissions
and injuries.

Any serious adverse events should be evaluated. Evaluation of
adverse events should include patient assessment and associated
causes. Patients undergoing treatment should be informed of
possible side effects and physicians should monitor patients for
such effects. Patientreported symptoms should be evaluated.
Serious adverse events such as patient injury or death are
reported and evaluated as sentinel events. The agency will
evaluate the event and discuss the outcome and any alternative
treatments that may have been needed. Systematic errors can be
evaluated and corrected to prevent such events in the future.
External agency performs root cause analysis and issues response.

As information technology continues to evolve, many systems
have been developed to record and prevent these events.
Nationally, the Agency for Healthcare Research and Quality
(AHRQ) has developed a list of Patient Safety Indicators (PSls)
to be communicated. Statistical analysis continues to provide
valuable information to healthcare systems and healthcare
providers. Hospitals can redesign system deficiencies that have
been shown to contribute to related adverse events. Treatments
that commonly cause adverse events can be adjusted, eliminated,
or guarded against.
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