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Abstract

The chnical laboratory is a dynamic environment that is
continuously changing to meet the needs of the public and the medical
profession. The high quality clinical laboratories of the firture will have to
be expertly managed, perform tests in cost effective, timely and efficient
manner and to be responsive to an ever changing environment (Westgard

and Klee, 1994).

Quality is defined as conformance to the Tequirements and
expectations of doctors and patients utilizing the laboratory service
(Berwick et al, 1990). The traditional framework for managing quality in
clinical labs necessitates the establishment of Quality Laboratory Processes
“QLP’s”. QLP include analytical processes as well as the general policies,
practices and procedures that define how all aspects of the work get done
(Berry, 1991).

Aim Shams University Specialized Hospital is a well known
university hospital offering its laboratory services to both npatients and
outpatients. It performs more than 10,000 tests’ month. The Clinical
Chemistry Unit alone, performs more than 2,500 tests/ month. From this
stand point, it is the duty of this hospital to set up the general policies and
procedures for *“Quality Assessment” and to identify and elimate any
problems in the lab management; thus ultimately upgrading itself to meet
the international standards.
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INTRODUCTION

The clinical laboratory is a dynamic environment
that 1s continuously changing to meet the needs of the public
and the medical profession. The high quality clinical
laboratories of the future will have to be expertly managed,
perform tests in cost effective, timely and efficient manner and
to be responsive to an ever changing environment (Westgard
and Klee, 1994).

Quality 1s defined as conformance to the requirements
and expectations of doctors and patients utilizing the laboratory
service (Berwick et al., 1990). The traditional framework for
managing quality in clinical labs necessitates the establishment
of Quality Laboratory Processes “QLP’s”. QLP include
analytical processes as well as the general policies, practices
and procedures that define how all aspects of the work get done
(Berry, 1991). The existence of an ISO compliant system is a
key to meeting the regulatory requirements mandated by the
CLIA’88 for achieving a high laboratory service (Krause, 1996).

Ain Shams University Specialized Hospital is a well-
known university hospital offering its laboratory services to both
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Introduction and aim of the work

inpatients and outpatients. It performs more than 100,000 tests
per month. The Clinical Chemistry Unit alone, performs more
than 25,000 tests per month. From this stand point, it is the duty
of this hospital to demonstrate leadership in achieving ISO
(International Standardization Organization) registration and
later CAP accreditation. This can be achieved by setting up the
general policies and procedures for “Quality Assessment” and
identifying and eliminating any problems in the 1ab management.

AIM OF THE WORK:

The aim of this work is to outline a path to successful
ISO registration by setting up an inspection sheet for the
assessment of quality of the Clinical Chemistry Unit
performance and its application to Ain Shams University
Specialized Hospital Clinical Chemistry Unit in an attempt to
upgrade its performance to provide an outstanding laboratory

service to give the most accurate and precise results.
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Review of Literature

Central Library - Ain Shams University



