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Certified Specialist Programme in Medical Equipment Calibration

Regulatory Requirements for Medical Equipment
Calibration

Medical Equipment Calibration is a critical process in the healthcare industry that ensures the accuracy and
reliability of medical devices used in patient care. Regulatory Requirements for Medical Equipment
Calibration are essential guidelines that must be followed to maintain compliance with industry standards
and regulations.

Calibration: Calibration is the process of comparing measurements taken by a device to a known standard
to determine the accuracy of the device. This process involves making necessary adjustments to ensure that
the device provides accurate and reliable measurements.

Traceability: Traceability is the ability to trace the calibration of a device back to a recognized standard. This
ensures that the measurements taken by the device are accurate and reliable.

Accreditation: Accreditation is a formal recognition that a calibration laboratory meets specific requirements
for competency and reliability. Accredited calibration laboratories have demonstrated their ability to
provide accurate and reliable calibration services.

SO 17025: I1SO 17025 is the international standard for testing and calibration laboratories. It specifies the
general requirements for the competence of calibration laboratories to carry out calibration activities.

NIST: The National Institute of Standards and Technology (NIST) is a physical sciences laboratory and a non-
regulatory agency of the United States Department of Commerce. NIST provides the national standards for
measurements and calibration.

FDA: The Food and Drug Administration (FDA) is a regulatory agency within the United States Department
of Health and Human Services. The FDA regulates medical devices to ensure their safety and effectiveness.

CE Marking: The CE marking is a certification mark that indicates conformity with health, safety, and
environmental protection standards for products sold within the European Economic Area (EEA).

Risk Management: Risk management is the process of identifying, assessing, and prioritizing risks to
minimize their impact on an organization. In the context of medical equipment calibration, risk
management ensures that potential risks are identified and addressed to maintain the accuracy and
reliability of medical devices.

Equipment Recall: An equipment recall is a process by which a manufacturer or regulatory agency removes
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or corrects a product that does not meet safety or regulatory requirements. Equipment recalls are initiated
to address issues that may affect the performance or safety of medical devices.

Documentation: Documentation is the recording and maintenance of information related to calibration
activities. Proper documentation is essential to demonstrate compliance with regulatory requirements and
to ensure the traceability of calibration activities.

Calibration Interval: The calibration interval is the period between calibration activities for a specific device.
The calibration interval is determined based on factors such as the device's usage, environment, and
criticality to patient care.

Uncertainty: Uncertainty is the doubt or lack of precision in a measurement. Uncertainty in calibration refers
to the range within which the true value of a measurement is expected to lie.

Quality Management System (QMS): A Quality Management System is a set of policies, processes, and
procedures required for planning and execution in the core business area of an organization. In the context
of medical equipment calibration, a QMS ensures that calibration activities are carried out consistently and
effectively.

Measurement Assurance Program: A Measurement Assurance Program is a systematic approach to ensure
the accuracy and reliability of measurements. This program includes activities such as calibration,
verification, and validation to maintain measurement quality.

Compliance: Compliance refers to the act of conforming to laws, regulations, standards, or guidelines.
Compliance with regulatory requirements for medical equipment calibration is essential to ensure the safety
and effectiveness of medical devices.

Validation: Validation is the process of ensuring that a product, service, or system meets the requirements of
a specific application or purpose. Validation of medical equipment calibration involves confirming that the
calibration process meets the intended objectives and requirements.

Maintenance: Maintenance is the process of keeping equipment in proper working condition through
regular inspection, cleaning, and servicing. Proper maintenance of medical equipment is essential to ensure
its accuracy and reliability.

Calibration Certificate: A calibration certificate is a document that provides evidence of the calibration of a
device. The calibration certificate includes information such as the device's identification, calibration results,
and the date of calibration.

Calibration Standard: A calibration standard is a known reference used to calibrate a device. Calibration
standards have a known and traceable value that is used to verify the accuracy of a device.

Calibration Procedure: A calibration procedure is a set of instructions that outlines the steps to be followed
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to calibrate a specific device. Calibration procedures ensure that calibration activities are carried out
consistently and accurately.

Calibration Record: A calibration record is a document that provides a detailed account of a calibration
activity. Calibration records include information such as the device calibrated, the calibration standard used,
and the results of the calibration.

Environmental Conditions: Environmental conditions refer to factors such as temperature, humidity, and
pressure that can affect the accuracy of measurements. It is important to consider environmental conditions
during calibration to ensure accurate and reliable results.

Calibration Equipment: Calibration equipment refers to the tools and instruments used to calibrate devices.
Calibration equipment includes items such as calipers, weights, and pressure gauges used to verify the
accuracy of measurements.

Critical Equipment: Critical equipment refers to devices that have a significant impact on patient care or
safety. Critical equipment must be calibrated regularly to ensure accurate and reliable performance.

Non-Conformance: Non-conformance refers to a deviation from specified requirements or standards. Non-
conformances in calibration activities must be identified and addressed to prevent potential risks to patient
care.

Audit: An audit is a systematic and independent examination of processes, procedures, or activities to assess
compliance with requirements. Audits of calibration activities ensure that regulatory requirements are being
met and that calibration processes are effective.

Training: Training is the process of providing knowledge, skills, and competencies to individuals to perform
their job effectively. Training of personnel involved in calibration activities ensures that they understand
regulatory requirements and can carry out calibration processes accurately.

Outsourcing: Outsourcing is the practice of contracting out a business function to an external provider.
Outsourcing calibration services to accredited laboratories can ensure that calibration activities are
performed by competent and reliable professionals.

Data Integrity: Data integrity refers to the accuracy, reliability, and consistency of data over its entire
lifecycle. Data integrity in calibration activities ensures that calibration results are accurate and reliable.

Risk Assessment: Risk assessment is the process of identifying, analyzing, and evaluating potential risks to
determine their impact and likelihood. Risk assessments in calibration activities help identify and mitigate
potential risks to patient care.

Change Control: Change control is the process of managing changes to documents, procedures, or
equipment to prevent unintended consequences. Change control in calibration activities ensures that any
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changes are properly documented and approved to maintain compliance with regulatory requirements.

Calibration Software: Calibration software is a computerized tool used to manage calibration activities,
equipment, and records. Calibration software can streamline the calibration process and ensure that records
are accurate and up to date.

Interlaboratory Comparison: Interlaboratory comparison is a process in which multiple laboratories measure
the same sample to assess the consistency and reliability of their measurements. Interlaboratory
comparisons can help identify potential issues in calibration processes and ensure measurement accuracy.

Measurement System Analysis: Measurement System Analysis is a process used to assess the capability and
reliability of a measurement system. Measurement System Analysis in calibration activities helps ensure that
measurements are accurate and reliable.

Statistical Process Control: Statistical Process Control is a method used to monitor and control processes to
ensure they operate efficiently and produce consistent results. Statistical Process Control in calibration
activities helps identify trends and patterns to improve the calibration process.

Supplier Evaluation: Supplier evaluation is the process of assessing and selecting suppliers based on their
ability to meet requirements and provide quality products or services. Supplier evaluations in calibration
activities ensure that suppliers meet regulatory requirements and deliver reliable calibration services.

Metrology: Metrology is the science of measurement, including measurement standards, equipment, and
techniques. Metrology in calibration activities ensures that measurements are accurate, reliable, and
traceable to recognized standards.

Measurement Uncertainty: Measurement uncertainty is the doubt or lack of precision in a measurement
result. Measurement uncertainty in calibration activities quantifies the range within which the true value of a
measurement is expected to lie.

Corrective Action: Corrective action is the process of identifying and addressing the root cause of a non-
conformance to prevent its recurrence. Corrective actions in calibration activities help improve the
effectiveness of the calibration process and prevent errors.

Preventive Action: Preventive action is the process of identifying and addressing potential issues before they
occur to prevent non-conformances. Preventive actions in calibration activities help mitigate risks and
improve the reliability of measurements.

Equipment Identification: Equipment identification is the process of uniquely identifying devices to ensure
traceability and accountability. Proper equipment identification in calibration activities helps track devices
and maintain accurate records.

Calibration Labeling: Calibration labeling is the process of affixing labels to devices to indicate their
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calibration status and due date. Calibration labeling helps ensure that devices are calibrated on time and are
ready for use.

Measurement Traceability: Measurement traceability is the ability to trace measurements back to a known
standard. Measurement traceability in calibration activities ensures that measurements are accurate, reliable,
and traceable to recognized standards.

Calibration Management: Calibration management is the process of planning, organizing, and controlling
calibration activities. Calibration management involves scheduling calibrations, maintaining records, and
ensuring compliance with regulatory requirements.

Calibration Plan: A calibration plan is a document that outlines the calibration activities to be performed for
specific devices. Calibration plans include information such as calibration intervals, standards used, and
responsible personnel.

Measurement Standards: Measurement standards are reference materials used to calibrate devices and
ensure measurement accuracy. Measurement standards have known and traceable values that are used to
verify the accuracy of devices.

Calibration Schedule: A calibration schedule is a timetable that outlines when devices are due for
calibration. Calibration schedules ensure that devices are calibrated on time to maintain accuracy and
reliability.

Measurement Accuracy: Measurement accuracy is the closeness of a measurement to the true value of the
quantity being measured. Measurement accuracy in calibration activities ensures that devices provide
reliable measurements.

Calibration Report: A calibration report is a document that summarizes the results of a calibration activity.
Calibration reports include information such as the device calibrated, calibration standards used, and the
results of the calibration.

Calibration Compliance: Calibration compliance refers to the adherence to regulatory requirements and
standards for calibration activities. Calibration compliance ensures that devices are calibrated accurately and
reliably.

Calibration Validation: Calibration validation is the process of confirming that the calibration process meets
the intended objectives and requirements. Calibration validation ensures that devices are calibrated
correctly and provide accurate measurements.

Equipment Verification: Equipment verification is the process of confirming that a device meets specified
requirements and performs as intended. Equipment verification in calibration activities ensures that devices
are functioning correctly and providing accurate measurements.
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Calibration Check: A calibration check is a quick verification of a device's accuracy using a reference
standard. Calibration checks are performed to ensure that devices are providing accurate measurements
between formal calibrations.

Measurement Range: Measurement range refers to the minimum and maximum values that a device can
measure accurately. Understanding the measurement range of a device is essential to ensure accurate and
reliable measurements.

Calibration Log: A calibration log is a record of calibration activities for specific devices. Calibration logs
include information such as the device calibrated, the date of calibration, and the results of the calibration.

Calibration Tolerance: Calibration tolerance is the acceptable range of deviation from a specified value for a
device to be considered calibrated. Calibration tolerances ensure that devices provide accurate and reliable
measurements within acceptable limits.

Calibration History: Calibration history is a record of past calibration activities for a device. Calibration
histories provide a documented trail of the device's calibration status over time.

Calibration Facility: A calibration facility is a location where calibration activities are performed. Calibration
facilities are equipped with the necessary tools and equipment to calibrate devices accurately and reliably.

Calibration Data: Calibration data refers to the information collected during a calibration activity. Calibration
data includes measurements, calibration standards used, and any adjustments made to the device.

Calibration Data:
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