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Dear. Mr. Sata ,

| would like to recognize you and thank you for being a
leader in the development and distribution of medical
devices, which enhance, extend, support, and sustain the
lives of many patients with acute and chronic medical
disorders.

As you know, | am a Pediatric Pulmonologist in the United
States. One of my special interests and clinical activities is
the care of children with chronic respiratory failure, who
require part-time or full-time long-term mechanical assisted
ventilation. Through advances in technology over the past
several years, we are able to provide this care for infants,
children, adolescents, and adults in their own homes. It
must be emphasized that the advancement of medical
science has extended the productive lives of man, and has
made the lives of children and adults with chronic
disorders worth living. However, the translation of this
explosion of medical science is often the development of a
medical device, which actually makes the scientific advance
available to the patient. That is, the science would be
useless if it could not be directly given to the patient —
usually in the form of some medical device

We are now at a fascinating place in human history. We

now have developed medical devices which can enhance

Dr. and Mrs. Keens and Y.Sata in Kyoto

extend, support, or sustain life in the patient's own home.
Yet, the technology required to do this is often taken for
granted, and quickly blamed when things go wrong. Let
us review the steps required to translate an advance in
medical science to a device which the patient can use. A
device or piece of equipment is developed, invented, or
improved upon, based on some new scientific insight. This
requires engineers to work closely with clinicians. These
teams develop a device which will give the patient the
benefits of the scientific advance. Some devices are
radically new. Therefore, testing needs to be done to first
assure that the device does what it is supposed to do.
The second part, equally important, is to test for safety. Is
the device reliable? How long will it work without
breaking? Does the device cause any unintended side
effect or problems? Sometimes it takes years to prove
safety and to be sure that unintended side effects are
minimized or eliminated. The effort and dedication
exhibited by medical device manufacturers, to assure that
their products are as safe as possible, is impressive.
Medical devices truly represent a pinnacle of health science
technology. They benefit patients, and they usually have a
long and predictable life span

Recently, public attitudes have begun to distrust technology
When devices or pieces of equipment fail, there is often a
demand that someone be made responsible for the failure
and for any adverse con-sequences which may have
ensued. We have been involved with the use of home
mechanical ventilation in children for 251/2 years. We have
demonstrated that this can be done in the home. We
have demonstrated that it is safe, with a relatively low
death rate in a very high risk population. We have
demonstrated that it can enhance the quality of a child's
life. Most children on home mechanical ventilation can
attend school and participate in relatively normal age-
appropriate activities and social interactions. And yet,
several years ago, government health care funding
agencies began stating that home mechanical ventilation
was unsafe because ventilators(as piece of equipment) can
break or fail in the home, and that children will die. They
questioned whether home mechanical ventilation should be
done, because it may be too dangerous. However, they
had no data to support these allegations

‘We were concerned about these claims, since the sudden

failure of a ventilator in the home could theoretically result
in death or disability to the patient from hypoxia. To

8

assess this, we performed a research study on equipment
failures with home mechanical ventilation. The study was

in a scientific p

S., S.M. Doty, T.R. White, V.H. Segura, M.T. Jansen, S.L.

d journal — Srinivasan,

Davidson Ward, and T.G. Keens. Frequency, causes, and
outcome of home ventilator failure. Chest, 114: 1363-
1367, 1998. A copy of this manuscript is appended. In
our study, we tracked all patient reports of possible
ventilator failures in the home for one-year in a busy
home respiratory care vendor. There were many calls from
patients, suggesting that their home equipment was
broken or had failed. However, the true ventilator failure
rate was relatively low — one per 1.3 patient-years(that is,
a patient using a ventilator 24-hours/day could expect to
have a failure once every 16-months — a patient using a
ventilator only at night for 8-hours/day could expect to
have a failure once every 48-months [ 4-years). More
important, there were no death, disability, or serious
consequences from any ventilator failure. That is, the true
ventilator failures were detected quickly, and caregivers
responded appropriately with alternative treatment until a
replacement ventilator was available. Most calls from
patients were not do to true ventilator failures, but were
due to incorrect use of the equipment due to lack of
knowledge. In most cases, the caregivers were educated,
and the ventilator continued to function appropriately

Therefore, in an area of medical devices most closely
linked to sustaining life on a minute-to-minute basis, home
ventilator failures were rare, and they did not cause death
or disability. It is important to remember that medical
devices enhance, extend, support, and sustain the lives of
thousands of patients. Society should not jump to
conclusions that these devices are unsafe or dangerous.
Rather, by examining data carefully collected, most people
will find that medical devices are reliable, do what is
intended, safe, and free of unintended problems

Again, let me formally recognize and congratulate you and
your company for your continuing dedication, knowledge,
skill, and commitment to improving the lives of us all
through the ethical and conscientious development of
medical devices. We all benefit from your knowledge and
skill.

Sincerely,
Thomas G. Keens, M.D .
May 20, 2003
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