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ABSTRACT

The study was done to know the efficiency of cleaning and

sterilization using EO gas on the reused cardiac catheters.

500 catheters divided into two groups used for 158 patients were

included.

EO was found to be effective method for different cardiac catheters
resterilization and that there is no risk of cross bacterial infection
provided that strict sterile and hygienic measures were followed in the
catheterization procedure and cleaning and sterilization protocols were

strictly followed.

Key words: Cardiac catheters, coronary catheters sterility, catheter reuse,

cross infection.
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INTRODUCTION



INTRODUCTION

Cardiac catheters have become an essential element of current
cardiovascular practice with several hundred thousands used each year in

both diagnostic and intervention procedures.

By 1997, over one million angioplasties were performed
worldwide, making angioplasty the most common medical intervention in
the world. By 2001, almost two million angioplasties were performed

worldwide, with an estimated increase of 8% annually."

Cardiac catheters are increasingly being reused as hospitals
attempt to cut costs. The general progression of device reuse seems to
follow rather directly the rise in the expense of medical equipment and
procedures. For example, in 1976, only 14% of United States hospitals
reported reusing single-use devices, while in 1982, 90% of hospitals

admitted practicing reuse. *

It is generally recommended that medical devices labeled "single
use only™ should not be reused, but controversy arises because of their
high cost and the belief that using them once only is wasteful as well as

environmentally unsound.>®

The United States Food and Drug Administration (FDA) maintains
that there is a lack of data to support the general reuse of disposable
devices.” They consider that an institution or a practitioner reusing
disposable medical devices should be able to demonstrate that they can be
adequately cleaned and sterilized; and that the device will remain safe

and effective for its intended use. In addition, the FDA believes that



institutions or practitioners who reuse devices must bear full

responsibility for their safety and effectiveness. ®

Reuse of various medical devices, labeled for single-use only, has
become common practice in many countries of the world, especially in
developing countries, where the primary motive is cost containment
coupled with the possibility of treating a larger population of patients.
Many hospitals reprocess and reuse disposable medical devices such as
haemodialyzers, intra-aortic balloons, syringes, biopsy forceps, and
various types of catheters.™ This practice raised increasing concern

regarding the additional risks to the patients due to contamination by

16-19 20, 21 21,22

infectious, toxic or other possibly adverse substances, or as a

result of biological incompatibility or breakage of the medical devices.

The decision to reuse such instruments should be taken openly and
protocols giving precise details of all aspects of the process should be
formally approved, kept available and regularly updated as new catheters

and new materials come into use. %



AlIM OF THE WORK

To study the efficiency of standard cleaning and sterilization
using ethylene oxide gas on the elimination of infectious bacteria that can

be transmitted by practicing reuse of cardiac catheters.
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CHAPTER |

BENEFITS AND RISKS OF REUSING
CARDIAC CATHETERS

A) Benefits of reusing cardiac catheters:

Cost saving to hospitals and patients is the primary goal of reuse. It
Is estimated that five reuses of each diagnostic catheter and three reuses
of each angioplasty catheter should result in net saving of approximately

5000%$ and 100.000$ per hundred procedures respectively. *

If just 1% or 2% of all the disposable medical devices used in the
US today were reused, the health care industry would save a billion

dollars every year.?

Interestingly, reprocessors state that the reprocessing industry has

forced manufacturers to lower the prices of new products to compete with
reused single use devices, resulting in an additional cost savings for
health care facilities. (The opposite, however could occur if the reusable
device manufacturers increased prices to compensate for the lost revenue
from reused single use devices). The manufacturers also could change or
improve the product’s design to compensate for the lost revenue, thereby
increasing demand for the improved product, which raises the cost of the

item. %

One source found that, if health care facilities took full advantage
of the practice of reuse, they could save $ 700 million per year because

the typical reused device costs approximately one-half that of a new



