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Whenever advised by national, regional or local regulations and requirements, it is desirable that medical labora-
tory services include the examination of patients in consultation cases, and that those services actively participate
in the prevention of disease, enhancing the welfare of healthcare stakeholders in addition to diagnosis and patient
management.
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NIOSH: National Institute for Occupational Safety and Health (A2 ML, ffeIn)
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15190: Medical laboratories — Requirements for safety
3.21
risk
combination of the probability of occurrence of harm and the severity of that harm
Note 1 to entry: The probability of occurrence includes the exposure to a hazardous situation, the occurrence of a
hazardous event and the possibility to avoid or limit the harm.
[SOURCE:ISO/IEC Guide 51:2014, 3.9]

35001: Biorisk management for laboratories and other related organisations

3.16
risk
effect of uncertainty
Note 1 to entry: An effect is a deviation from the expected - positive or negative.
Note 2 to entry: Uncertainty is the state, even partial, of deficiency of information related to understanding or knowledge
of, an event, its consequence, or likelihood.
Note 3 to entry: Risk is often characterized by reference to potential “events” (as defined in ISO Guide 73) and
“consequences” (as defined in ISO Guide 73) , or a combination of these.
Note 4 to entry: Risk is often expressed in terms of a combination of the consequences of an event (including changes in
circumstances) and the associated “likelihood” (as defined in ISO Guide 73) of occurrence.

3.17
biorisk
effect of uncertainty expressed by the combination of the consequences of an event (including changes in circumstances)
and the associated “likelihood” (as defined in ISO Guide 73) of occurrence, where biological material (3.14) is the source
of harm (3.18)
Note 1 to entry: The harm (3.18) can be the consequence of an unintentional exposure, accidental release, or loss, theft,
misuse, diversion, unauthorized access, or intentional unauthorized release.

3.22
biosafety
practices and controls that reduce the risk of unintentional exposure or release of biological materials (3.14)

3.23
biosecurity
practices and controls that reduce the risk of loss, theft, misuse, diversion of, or intentional unauthorized release of
biological materials (3.14)
Note 1 to entry: In the context of this document, biosecurity does not include all aspects of biosecurity in the sense of
national or regional control measures to prevent the dissemination of non-indigineous species and pathogens.

22367: Medical laboratories — Application of risk management to medical laboratories
3.23
risk
combination of the probability (3.18) of occurrence of harm (3.5) and the severity (3.38) of that harm (3.5)
Note 1 to entry: In standards that focus on management of risks to a business enterprise, such as ISO 31000, risk is defined
as “the effect of uncertainty on objectives.” ISO 14971 and this document have retained the definition from ISO/IEC Guide
51:1999 because they are externally focused on risks to the safety of patients and other persons.
[SOURCE:ISO/IEC Guide 51:2014, 3.9]
3.36
safety
freedom from unacceptable risk (3.22)
[SOURCE:ISO/IEC Guide 63:2012, 2.16]
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