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Who isAfraid
of the Timer?

By Shulamit Lula

When we say "timer", werefer toa
clock that measures a pre-set time,
notifies us when the timeis up, and
then stopsworking. Thetimer used
by the medical profession, the
development of which was based on
a" Shabbat Timer", isdesignated to
discontinue the operation of an
artificial ventilator at a pre-set time,
thus preventing the unnecessary
additional suffering of terminally ill
patients—within the limits of the law
and in theframework of the Halacha.
Sowhereisit, thistimer? Why isit

not in use?

A timer is a familiar and agreeable
concept in thereligiousworld. How do
we eat warm food on Shabbat? How
does a Sabbath elevator work? How
does the electricity turn itself off after
Shabbat dinner? With the help of a

timer, of course.

Itisnot surprising that theidea of using
atimer in medicine was conceived by
Dr. Mordechai Halperin during
deliberations between the Labor,
Welfare, and Health Committees about
the proposal of the "Law for the
Terminaly Il Patient" (2005). When
a serious dispute arose about switching
off the ventilator, on behalf of the
Ingtitute for Medica-Halachic Research
Dr. Halperin suggested an impressive
implement that would relieve the
medical staff of the need to disconnect
patients from the ventilator if they
expressed the wish not to have their

lives prolonged.
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The proposal was heartily welcomed,
and then began the triadls and tribulations.
Planswere necessary for the congtruction
of a prototype, and its efficiency had to
be assessed, because after dl, thiswasn't
warming the cholent for Shabbat. This
device would be installed in every
ambulance, emergency room and "acute’
department in hospitals. Numerous
approvaswererequired, aswere budgets
and supervision of the production. To
cut along story short, it isaready amost

2013, with no help in sight.

The Timer has Goneto Sleep

The obstacle course in the history of the
timer began in August 2009, with an
article published on ynet: Experiments
on the new timer were to begin within
the next few days. The timer would
permit ventilated patients to decide
whether to re-start the device, or whether
to permit it to stop working automatically,
thus leading to their disconnection and
death. However, as of today the trials

have not yet begun.

The timer was developed in the
Department of Medical Engineering at
the Sheba Medica Center. A prototype
constructed at the Institute of Medical
Simulation tested the device on dolls,
and the instrument was approved by the
Medical Device Department of the
Ministry of Health (AMAR). In the
spring of 2012 the much longed for
approval was granted, the timer could
relieve the suffering of many patients,
and it was sent to the Helsinki Committee

for final approval before use.

The Helsinki Committee

The Helsinki Committee works in all



major medical centersthat conduct trials
on human beings. The Committee meets
once amonth to review theclinical trials,
to approve the protocols and the Informed
Consent Forms, to monitor the trials and
follow changes that are made to the
protocols, and to supervise the medical

trials themselves.

The work of the Helsinki Committee is
based on an international convention
signed in Helsinki in 1964, with detailed
regulations. In Israel, these regulations
are particularly intricate and are also
established by the Public Hedlth (Clinical
Trias) Law 1980, an extremely complex
and complicated law, without which
clinical trialswould not be performed on

human beings.

A decision had to be made whether to
submit the trial to the higher Helsinki
Committee that deals with fundamental
issues with moral implications (genetic
and fertility), or rather to the local
Helsinki Committee of the Hadassah
Hospital where the trial was going to be
conducted. The request for approval was
presented to the Hadassah Hospital.

Another problem that arose was that the
trial had to be submitted by the Chief
Investigator, i.e., the developer of the
concept. Although the timer involved a
medical trial, the technological and
engineering invention had been devel oped
by engineers, and not by physicians.
Hence the devel opers of the device were
not permitted to accept responsibility for
the experiment, and a senior physician
had to be found to concentrate work on
thetrial and to present it to the Committee.

Prof. Charles Sprung, Head of the
Medical-Scientific Committee that drafted

and formulated the principles of the law
and Director of the Intensive Care Unit
at Hadassah, volunteered for this task.
Thetria was submitted to the Hadassah
Ein Kerem Helsinki Committee about
six months ago, and was rejected. The
Committee requested re-submission after
certain amendments were made by the

investigators.

Exporting the Timer

Dr. Mordechai Halperin, in charge of the
Ethics Committee in the Ministry of
Health, why did the Helsinki Committee

reject the trial ?

"The request was rejected because of
disparities that appear to be formalities,
but are actually complex legal and
technical issues. To be frank, | was
unaware of how complicated the issue
was. We did not know how to cope with
the demands of the Committee, and
therefore requested the help of a senior
lawyer in the offices of the Chief Scientist
of the Ministry of Health. We are
currently dealing with the legal issues.”

Dr. Halperin does not intend to give up:
"I want to implement the timer as
quickly as possible. | personally know
people who would be greatly helped by
the timer. Much money and time have
been invested in the development.
Besides the prototype, two additional
instruments currently exist, and they are
designated to be operated under the
supervision of the Helsinki Committee.
After several months of work on the
trial we will have to produce ten
additional devices for another 12
hospitals. Other countries might show
an interest in this kind of invention. |
estimate that the Christian world will be
enthusiastic, and this might be a
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potentially new branch for export."

Between the Cracks

It isimportant to bear in mind that the
device has not yet been tried on
patients. The experiment isdesignated
to prove that the apparatus operates
appropriately when connected to
human beings, and does not endanger
them; it is not intended to test the
actual disconnection. Ventilation for
adefined period will enable patients
themselves to decide in advance
whether they wish to restart the
operation of the device or not.

Prof. Sprung claims that most of the
required amendments to the proposal
are the responsibility of the Ministry
of Health, and that the disparities are
not only legal: "Special forms have
to be filled in by the Ministry of
Health; this entails |ots of paperwork,
and the trial will not commence until
the paperwork has been completed.”

The current delay in the trial is
probably due to formal legal
considerations, aswell asthe medical
and scientific understanding required.
The project is progressing sowly, and
hopefully it will not fall between the

cracks.

The Committee places the
responsibility on the Chief Investigator.
The Chief Investigator requires the
assistance of the Ministry of Health
in filling in the forms. The Ministry
of Healthisrequesting legal assstance.

We hope for approval by the Helsinki
Committee within afew weeks so the
trial can begin, bringing real comfort
to needy patients for whom there is
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Letter to the Editor

Passing Thoughts

Written by Yaffa Oren, 95 years old

no other way to be disconnected from
the mechanical ventilator.

2012. | ask myself whether we're
actually livi n?_in the 215 Century, and
still have to fight for the simple law
granting individuals the right to make
their own decisions about the end of
their lives. Those opposed to the law
know everything and are positive this
was determined by the Halacha. Only
God decides when the life of an
individual ends. Thetruthis, the Torah
has many facets, and even the Talmud
tells a wonderful legend that
demonstrates another approach to death
The amazing city of Luz differed from
all other cities. It was surrounded by a
high wall, and the Angel of Death had
no control there. The people of Luz
lived forever; however, if anybody felt
they had had enough, they climbed the
wall, put their heads over the edge —
and died. And their death was certain
and guaranteed.

But here? Even those who want to die
might fail, and afailed suicide attempt
isterrible. We have only one choice,
physician-assisted death. There are
enlightened physicians among us, who
understand that old people should be
helped to end their lives with dignity
after having exhausted their lives for
better or for worse.We are al familiar
with the process of aging, and know it
isaone-way street. And arriving at the
end senile, with al the accompanying
symptoms, is the desecration of an
individual's dignity. We truly do not
deserve that. | appeal to enlightened
doctors to give this some thought, and
to help us.

English: Lynda Berman



