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Summary

The complexity and importance of teamwork in healthcare demands drastic improvement in the existing methodology of quality assurance. A quality management system (QMS) is a mechanism or a work procedure to ensure a consistently high quality of the product. There is a need to develop such a system for the healthcare sector.

The authors formed a research group in collaboration with seven hospitals to develop a QMS model for the healthcare sector; the model is henceforth referred to as QMS-H. This research group is making efforts to introduce and promote this QMS model in hospitals. This paper describes the QMS-H model and details its application. We also discuss the significance of the model and future issues.
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1. Introduction
In 2000, there were a number of serious medical accidents in Japan. Following this, operational mechanisms seeking to prevent medical accidents have been implemented. For example, almost every hospital in Japan is equipped with an incident reporting system, where the incident reports are collated, analyzed, and acted upon. Further improvements in the system could potentially lead to a decrease in the number of accidents to an extent. However, in recent years, the possibilities for such a decrease have been declining and further improvements may be hard to come by, especially since the current system is highly dependent on personal effort. Consequently, there is a need for a new system, much like the QMS-H, that can further prevent accidents.

The main reason why quality assurance in healthcare may be important is the frequent occurrence of medical accidents. However, with complex technological advances in healthcare, it inevitably becomes important to synchronize the prevailing quality assurance system in the healthcare sector with the changes occurring at the team and organizational levels. Therefore, there is a need to adopt a more systematic approach to quality in the healthcare sector that is different from the current approach where the onus is on the individual. 

We first describe the basic concept and significance of the QMS. Next, we present an in-depth discussion of QMS-H and also take a detailed look at its elements. Further, we introduce the activities conducted by the research group who provide demonstrations of how the QMS-H system works.
2. QMS and Its Significance
The ISO 9000:2005 defines a management system as a “set of interrelated or interacting elements to establish policy and objectives and to achieve those objectives.” The same standard defines QMS as a “management system to direct and control an organization with regard to quality.” In other words, QMS is a mechanism or work procedure to achieve and maintain quality. In a more concrete manner, we can say that it is a system that includes documents listing guidelines that define work procedures, such as quality manuals, instruction manuals, and records; and resources, such as people and equipment. The work procedures prescribed by the QMS must be based on those technicalities of the nature of the work that ensure high quality products or services. 

From the viewpoint of quality assurance, the QMS is explained as follows. System-based quality assurance implies that quality can be achieved independently of individual ability when jobs are done according to the defined procedure. The skill-level across doctors or nurses is not consistent. Individual effort is necessary to bridge this disparity. However, healthcare provided should be independent of an individual’s skill level. Obviously, a patient would not tolerate poor treatment owing to the limited skill levels of the doctors and nurses involved. Hence, the quality of healthcare must be assured by a system that is independent of the individual’s skill level. A QMS defines the manner in which good quality healthcare can be provided.

We hope to develop a perfect system, like the one described above, using which good quality healthcare can be ensured. However, it is very difficult to develop a perfect system starting from the basics. A more feasible approach would be to determine the possible best system, create a new system that attempts to emulate the ideal system, and correct any problems that occur and make improvements to the same. Improvements are achieved by rotating the Plan-Do-Check-Act (PDCA) cycle; however, doing so while depending on individuals will yield unwanted personal actions or countermeasures and cause further complications. Hence, a mechanism that can manage the rotation of the PDCA cycle comprehensively is needed to improve the setup at the organizational level. If the QMS is developed in a manner that incorporates such step-by-step improvements, we will finally arrive at a system that is closest to the perfect one.
3. Elements of QMS-H and the Overall Picture
In this section, we present the essential elements and the overall picture of QMS-H.

3.1 Elements of QMS-H

QMS-H is a mechanism or work procedure that ensures that the quality of healthcare provided is consistently high. The elements of QMS-H are derived on the basis of the resources that are necessary to accomplish the task.
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second hierarchy while 70 processes, such as skin care, are classified as a part of the third hierarchy. Table 2 shows the 3 hierarchies. There are some nursing care tasks that depend on the patient’s condition. Note that a patient’s condition is dynamic and changes with time. We refer to such tasks as event-driven activities and propose a method of visualizing these in the PFC. Further, the items described in the PFC are standardized and the process of nursing care can be visualized.

Table 2 The 3 hierarchies of the nursing process (partial)
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Helping the patient walk (using a walker, stick, etc.)

Helping the patient move in a wheelchair

．．．

Helping the patient perform excretory functions by

using portable toilets

Helping the patient perform excretory functions by

using toilets

．．．

Helping the patients take baths

Helping the patients take showers

．．．

Checking infusion catheter

Restraining patients with disruptive behavior

．．．

Application of cold or hot fomentation

Dulling the pain

．．．

．．． ．．．

Providing comfort

PDCA

(Plan,Do，Check，Act)

Help with moving and walking

Help with excretion

Help with cleaning

Regulating patient behavior


5. Conclusion and Future Issues
In this paper, the basics and the significance of QMS are explained and the ideal QMS is discussed. Further, we mention the activities of our QMS-H research group where a demonstration of the QMS-H was performed. At present, the foundation of the QMS-H has been laid, but a major share of the work remains.

The incomplete aspects described in section 3 should be worked on at the earliest. In particular, the development of a method for internal audits, preparing management items for daily management, and developing textbooks and a learning system for introducing and promoting the QMS-H are urgent issues. The QMS-H research group will be challenging these issues in this year.
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