
XA0101763
IAEA-CN-85-124

STRATEGIC MANAGEMENT OF RADIATION PROTECTION PROGRAMME IN
THE MINISTRY OF HEALTH MALAYSIA — AN APPROACH BASED ON
MS ISO 9000 QUALITY MANAGEMENT SYSTEM

H.B. Wang
Radiation Health and Safety Unit, Ministry of Health, Pending, Malaysia

Abstract

The MS ISO 9000 Quality Management System launched in 1996 was one of the quality improvement efforts
introduced by the Ministry of Health Malaysia. The main objective of implementing MS ISO 9000 in the
Ministry of Health was to lay the foundation and provide a suitable framework for internalising and
institutionalising quality in the health system. This Quality Management System enabled the institutions to
systematically document the appropriate work processes in tandem with the requirements of the functional system
of the organisation. The Quality Management System allowed the essential activities of the health care delivery to
be consistently managed and continually improved upon. This paper discusses the rationale, applicability and
approach taken by the Ministry of Health in its efforts to introduce and implement MS ISO 9000 Quality
Management System in all its institutions. This paper describe the strategic approach taken by the Radiation
Health and Safety Unit, Ministry of Health Malaysia to develop and implement radiation protection activities for
the application of radiation in medicine based on the MS ISO 9000 Quality Management System and the
achievements of the unit in obtaining the certification.

1. Introduction

The Ministry of Health (MOH) has introduced various quality improvement activities in the
delivery of health services. Among these quality initiatives, the Quality Assurance Programme
was initiated in 1985, while the Federal Government launched the quality programme for the
public services in 1991. These quality initiatives are aimed at enhancing and improving the
technical and service quality of health care delivery and various enforcement functions in the
MOH.

In the MOH, quality programmes were developed and implemented in parallel, by way of
Government of Malaysia Development & Administration Circular (GMDAC) for the
administration section, and the Quality Assurance Programme for the technical and
professional sections.

In 1996, the Federal Government felt that there was still room for improvement in its service
delivery and decided that it was timely for all its agencies to implement a quality management
system which was universally and internationally recognised. In this regard, the Government
of Malaysia Development & Administration Circular (GMDAC) No. 2/96 for the
implementation of MS ISO 9000 in the Malaysian Civil Service was issued. The MOH during
the 1996 Directors' Conference had resolved to implement MS ISO 9000 in all its institutions.
It was envisaged that the adoption of this standard would complement and further strengthen
the various quality improvement activities already existing in the Ministry.

2. Applicability of ms iso 9000 quality management system

For decades, most healthcare service delivery and enforcement functions have structured its
organisation according to functions. The functional hierarchy is closely observed with the staff
at the bottom of the hierarchy reporting to the immediate superior of the functional area. In the
day-to-day tasks, work processes cut across functions. Experience has shown that, in
achieving organisational goals, numerous and complex cross-functional work processes are
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required. Radiation protection activities involve work processes, which encompass input
components, value-added activities and output delivery. Every process is an input and output
chain. The strength and applicability of MS ISO 9000 lies in its ability to harmonise the
traditional functional system of the organisation with the various interrelated work processes,
which are required for the effective and efficient running of the day-to-day tasks. Figure 1
illustrates a conceptual presentation of a generic ISO quality management system
demonstrating the interaction between functional system of the organisation and the work
processes.
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Figure 1: Quality Management Process Model

3. The Ministry of Health approach

The Ministry of Health has established a technical committee to coordinate the overall
strategic planning process, scheduling and implementation of MS ISO 9000 Quality
Management System. Meanwhile, the Programme Directors are required to facilitate and
coordinate the identification of core business processes in their respective programs. They are
also required to assist in re-examining selected core business to improve work processes and
to possibly effect re-engineering before commencing the documentation process, taking into
account international standards where possible and appropriate.

4. Methodology

The methodology for establishing MS ISO 9000 Quality Management System (QMS) consists
of steps as illustrated in Figure 2.

The first step involves defining and clarifying organisational mandates and responsibilities.
The purpose of this step is to clarify the formal and informal mandate placed on the
organisation. Mandates prescribe the right functions to be done by the organisation. It ensures
that management responsibilities are clearly identified and defined. In tandem with the
mandate and defined management responsibilities, vision describes the organisation's
aspiration for the future and mission provides the raison d'etre. Vision and mission help to
identify common goals and direction for the organisation.
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Figure 2: Schematic Approach for Establishing QMS

With this foundation, together with a careful analysis of the customers/patients requirements,
quality goals are established. For attaining this goal, necessary strategies, operational plans
such as programmes and projects are developed. The purpose of this systematic approach for
setting and meeting goals is to integrate quality improvement into the management system
thereby attaining the desired quality, hi this context, this step enables business plans, hospital
and departmental operational policies to be prepared accordingly.

The next step involves deploying and mapping the goals into the operational plans, which are
broken down into programmes, or projects of the various functional units, project team or
permanent work processes and procedures. For each programme or project, the quality
objective, which is specific and achievable within a given time frame, and which is relevant
and measurable, is established. The Clients' Charter and the National Indicators of the QAP
are good examples of the quality objective. The quality objective lays the foundation for
selecting and developing key/core work processes that are essential to produce the necessary
output.

These interlinked work processes are defined, designed and documented so that they can be
managed and improved upon. The work processes are categorised into:
i) Core process for delivering the services
ii) Support processes
iii) Quality improvement processes
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From these work processes, quality management procedures are prepared. These include:
i) Procedures that describe the activities
ii) Procedures that describe the sequential and interactive nature of the process
iii) Instructions that describe the operating practice and control of activities.

The procedures are finally consolidated into a procedure manual of the quality management
system.
The last step involves instituting an effective performance measurement system to ensure that
service outputs meet both the functional and process objectives and that all patient
requirements are satisfied. Objective performance data about important governance,
management, clinical and support systems generated through the applications of performance
measures or indicators can be used to identify performance variations. Analysis of these
variations will consequently lead to identifying opportunities for improvements.

5. Achievements

According to the road map format of the Government of Malaysia Development &
Administration Circular (GMDAC) 1/99, the stages for implementing MS 9000 are :
i) Awareness training
ii) Formation of project team
iii) Preparation of action plan
iv) Identification of business core processes
v) Documentation
vi) Implementation
vii) Certification
Since 1996, the Radiation Health and Safety Unit has embarked on an extensive awareness
training program for its staff. This has resulted in a high level of awareness amongst the staff
regarding MS ISO 9000. Identification and documentation of business core processes for
radiation protection activities was completed in mid-1996. In the implementation phase,
activities were carried out according to documented procedures. By March 1997, SIRIM the
Malaysian certification body for MS ISO 9000 audited the Unit for compliance. The Radiation
Health and Safety Unit was subsequently awarded the coveted MS ISO 9002 certificate for the
scope; the management of the provision of radiation protection programme for application of
radiation in medicine. This makes the Radiation Health and Safety Unit, MOH the first
department to be certified in the Malaysian Public Services. For the consecutive years 1998,
1999 and 2000, the Unit was recertified.

6. Conclusion

The standards of the MS ISO 9000 Quality Management System are generic in nature, thus,
allowing their use in diverse sectors. It is important to note that these standards apply to an
organisation and its operational structure, not the nature of the service, and that the
organisation is self-defined. The standards identify requirements relating to the management
of processes considered necessary to assure quality. The Quality Management System, while
requiring the right and appropriate work processes and activities to be defined, documented
and proven, does not necessarily prescribe norms, performance criteria and professional
standards. Such standards, including statutory requirements are normally mapped into the
system through the establishment of operational policies and business plan. The contention of
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the Ministry of Health's quality policy is such that all performance standards relating to the
profession, industrial norms and statutory requirements need to be established.
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