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Annotation: We touched on the quality system 

for medical devices, and we visited some laboratories, 

and it became clear to us that the issue of quality of 

medical devices is neglected in some medical 

laboratories. And we found that the group that we 

mentioned are the basic devices for each laboratory, and 

most of the malfunctions that occur due to lack of 

experience in maintaining the device, lack of interest in 

it, and failure to maintain it. We found through our 

research that some analysts and engineers do not have 

sufficient knowledge to deal with these devices, so we 

wrote this research to be a simple and easy guide for 

them. To be their assistant to deal with these devices. 

We wrote the research to be a guide for using these 

devices, even if the user does not have enough 

experience 

 

 

 

  

 

Introduction 

The quality management system is a set of procedures and processes focused on achieving the 

quality policy and quality objectives to meet customer needs in accordance with the required 
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conditions. For implementation, the organizational structure, policies, procedures, processes and 

resources needed are expressed in quality management. 

The current system for quality evaluation of medical devices includes several steps that must be 

taken to verify the efficiency of medical devices. First, the technical specifications of medical 

devices must be checked to ensure that they allow proper operation. Secondly, the operational and 

operational procedures of the medical devices must be checked to ensure that they are working 

properly. Third, health and environmental standards related to medical devices must be checked 

to ensure that they do not negatively affect users. Finally, security standards for medical devices 

must be checked to ensure that they are safe and do not cause any harm. 

The Quality Assessment System for Medical Devices helps ensure that the results expected from 

medical devices are obtained. Therefore, this system must be adhered to in order to ensure that 

medical devices are able to perform their tasks correctly and reliably. 

The general objective of quality management is to maintain devices and equipment in good 

condition and at the lowest costs, within the continuous and continuous follow-up of medical 

devices and equipment, and not to leave them for a long period without repair, and to complete 

their repair in the shortest possible time and permanent follow-up. 

Create a record of equipment and check its proper performance 

Providing an overview of the equipment in the laboratory is the first step in implementing a quality 

management system for the equipment. The equipment log includes specific details about each 

piece of equipment (such as maintenance and calibration dates, maintenance frequency, who is 

responsible for this equipment, etc.) Thus, the equipment record is the most important component 

of equipment quality management. 

When the equipment is registered, each piece of equipment is immediately checked and recorded 

in the Equipment Register so that it is clear which piece of equipment has priority in maintenance 

planning. 

Creating an Equipment Record is an overview of all the equipment in the laboratory including 

important details. will be created for each piece of equipment and will contain more detailed 

information. 

Safety and security 

Safety and security officer job: 

1. Waste work generates waste generated by your laboratory. For chemical waste: identification 

category of each. 

2. Checking if there are national or local systems in place to treat the types of waste that are used 

Credit them to your labs. 

Biosafety officer 

Check regularly if cleaning is taking place as scheduled Table The timeline is dated and signed for 

each planned cleaning. Is the building really clean? 

If not, You must inform the laboratory director. 

Organize scheduled periodic cleaning of the laboratory with policies and procedures in place 

The laboratory should be clean and tidy. This reduces the risk of accidents and injuries associated 

with laboratories. Moreover, a clean environment also reduces risk 

Negative effects on sensitive tests (such as cultures or PCR) through pollution. 

Set up a laboratory cleaning schedule. The laboratory building should be cleaned regularly before 

Dedicated and trained staff. However, the laboratory rooms themselves must be cleaned 
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By laboratory technicians since they are familiar with the risks and safety of laboratory 

procedures. 

The essential laboratory needs according to the Biosafety Guide to Dealing with Spills 

 Hypochlorite solution stored in an opaque bottle 

 Respirators 

 Gloves 

 Laboratory gowns 

 Dustpan and brush 

 Chloramine tablets 

 Paper towels 

 Soap 

 Sharps container 

 Biohazard bags 

 Goggles 

Chapter Tow 
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The breakdown and maintenance part 

Maintenance plays a major role in maintaining equipment and devices, and its importance 

increases with the increase in the quantity, type and cost of machines, which makes it necessary to 

maintain them for as long as possible in good condition. That is, the operation process is carried 

out in an appropriate manner and maintained in a timely manner, taking into account the 

preservation of devices and equipment, as medical devices are constantly increasing in hospitals, 

and their development, complexity and costs are increasing, so it requires a special management to 

maintain them by providing all the necessary capabilities for them and the presence of trained 

human energy to maintain On medical devices and dealing with them according to modern 

methods of biomedical engineering managers 

Introduce the necessary modifications and developments to evaluate the equipment in order to 

reduce the causes of recurring breakdowns. 
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- Developing and simplifying repair methods in order to extend the life of equipment and to 

provide spare devices as soon as they are needed. The maintenance of medical devices is 

considered one of the important operations to maintain the shelf life of the production 

requirements, i.e. the operation process is carried out in a proper manner and maintenance 

is done in a timely manner, taking into account the maintenance of devices and equipment, whether 

mechanical, electrical, electronic or medical, in good technical condition, and the maintenance 

process depends on the size of the facility and the nature of operations that you make. 

The basics of dealing with maintenance 

If the device is idle 

a) We start repairing from outside Power Cord 

b) We examine Power from the inside 

c) Check the battery, if any 

If the device does not give the required readings 

a) We examine Power from the inside 

b) Check the battery, if any 

c) We make sure of Software by making an adjustment 

If the device is mechanically broken 

a) We are working on it 
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Recommendations 

1. Adding a requirement to clarify the procedures for detecting device calibration deviation 

within the specifications for any tende for medical devices. 

2. Adding a requirement to train technicians or engineers to conduct calibration deviation 

detection within specifications to any tender for medical devices. 

3. Adding an item to the maintenance and warranty contracts that requires the supplier company 

to perform calibration in the event that the detection of the calibration deviation indicates the 

need for it. 

4. Set a schedule for periodic inspection by technicians or engineers trained on the accuracy of 

the devices and ensure that there is no standard deviation in them. 

5. Putting a sticker on each device indicating the last time, then examining the extent of the 

standard deviation and the last time the device was calibrated. 

Conclusion 

We conclude from the above study on the necessity of having a special division for the calibration 

of laboratory medical devices with the provision of all necessary reference devices in the 

calibration process with the presence of specialists who are able to conduct tests of the above-

mentioned devices and other devices available in laboratories, and this is the importance of 

calibrating laboratory medical devices for the patient and the doctor because it gives confidence 

To the doctor that the device that examined the patient’s sample gives accurate results, and 

therefore the diagnosis and treatment of the patient is more accurate and more effective, and works 

on the safety of the patient and the doctor from dangers. 

We touched on the quality system for medical devices, and we visited some laboratories, and it 

became clear to us that the issue of quality of medical devices is neglected in some medical 

laboratories. And we found that the group that we mentioned are the basic devices for each 

laboratory, and most of the malfunctions that occur due to lack of experience in maintaining the 

device, lack of interest in it, and failure to maintain it. We found through our research that some 

analysts and engineers do not have sufficient knowledge to deal with these devices, so we wrote 

this research to be a simple and easy guide for them. To be their assistant to deal with these devices 

We wrote the research to be a guide for using these devices, even if the user does not have enough 

experience 

Technical development and future outlook for this research 

1. Publish this research to be a general guide for recent graduates of the Department of Medical 

Engineering and Medical Laboratories, so that dealing with the aforementioned devices is 

easy and simple. 

2. Writing other parts for several other types of devices such as diagnostic, radiological, dental 

and surgical devices. 

3. Translating the research into several languages such as (Kurdish, Arabic, Turkmen, and 

English) to achieve maximum benefit from this research throughout Iraq. 

4. Cooperating with specialized and experienced engineers to develop research and develop 

modern maintenance methods. 
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