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Course Content & Outline

Section 1: Introduction to Medical Devices



e Defining what medical devices are, their necessity and importance in patient care.
* Identifying common types of medical devices and their everyday use.

* Investigating the market trends of medical devices and what recent devices have risen
in popularity.

e Exploring the history of medical device development and how technology has evolved

to what we know today.

Section 2: Regulations and Organisation Procedures

e Understanding the vitality of national and international regulations relating to medical
devices - 1SO 14971:2019 and ISO 13485.
e Evaluating how regulations may vary depending on specific devices.

e Assessing the industry standards of device procedures and how these align with laws
and reqgulations.

» Creating a strict set of policies and procedures surrounding the registration and use of

all medical devices.

Section 3: Managing Key Documents

* Establishing a secure and confidential system, both electronic and physical, to contain
a medical device dossier.
* Utilise different techniques to best organise and maintain the dossier.

¢ Maintaining documents surrounding all aspects of the medical devices - their
registration, audit schedules and results, authorised personnel and more.

* Creating a summary of regulations and how each device is compliant with them.
Section 4: Risk Management

e Using thorough risk management to ensure user safety and regulatory compliance.
e Conducting risk and hazard assessments on each individual device.

* Analysing risk data to create a risk management plan detailing all potential risks, all
established preventative measures and corrective actions.
e Comprehending the role of crisis management within risk management.

* In situations of risk occurrence, utilising corrective actions to minimise harm and

reduce service down-time.



Section 5: Medical Devices in Practice

* Incorporating new devices into practice without disrupting the overall productivity of
the service.
e Ensuring all necessary personnel are fully certificated and authorised to use the
medical devices.
* Providing training and information to those who are unfamiliar.
Monitoring the performance of devices and those using it to guarantee all health and e

.safety procedures are being followed
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Related Articles
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A Comprehensive Guide to Becoming a Medical Laboratory Technician

This blog post provides an in-depth look at the role of medical laboratory technicians,
outlining their responsibilities, importance, and the path to entering this vital profession.
Readers will learn about the educational requirements, certifications, and potential career
advancements available to MLTs, along with discussing salary expectations and related
.careers
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