DCD protocols Generic drugs fall into short

for Beaumont

AILBHE JORDAN

Beaumont Hospital has intro-
duced Ireland’s first national
protocol on organ donations
after cardiac death, the Med-
ical Independent (MI) has
learned.

Donation after cardiacdeath
(DCD), wherethe organ comes
from a deceased patient whose
heart has stopped, was widely
abandoned after 1968. How-
ever, thelast two decades have
seen the reintroduction of
DCD as an important source
of donor organs, as improved
road safety has reduced the
number of brain death donors
from RTAs. The first cardiac
death donation in this country
tookplacelastyear.

Donations after cardiac
death protocols have been in-
troduced in 11 European coun-
tries. Inthe UK, cardiac death
donations account for 38 per
centofall donations, andinthe

Netherlands, more than half of
deceased organ donations are
DCDs.

Dr James O'Rourke, Con-
sultant in Anaesthesia and In-
tensive Care Medicinein Beau-
mont Hospital, has been in-
strumental in establishing and
implementing Beaumont’s
DCD protocol over the last
three years. He believes that
DCD could complement and
boost overall deceased dona-
tionrates byatleast 10 per cent
in Beaumont.

“In Beaumontwewould cer-
tainly hope to maybe get 10 per
cent of our donors from cardi-
ac death and, in time, repeat
that on a national basis,” Dr
O’Rourke told MT.

The protocolswere endorsed
earlier this year by the Inten-
sive Care Society of Ireland and
have the support of the Medi-
cal Council. Dr O’'Rourke said
the next step is to implement
the protocols on a nationwide
basis.

ED study finds high
elderly fracture risk

AILBHE JORDAN

Two-thirds of older patients
admitted through hospital
emergencydepartments (EDs)
are atahigh risk of developing
fracture, a recent study has
found.

A group of 46 patients pre-
senting at the ED of a univer-
sity teaching hospital in Cork
under four general consult-
ant physicians during Octo-
ber 2011 were asked to fill out
aquestionnaire.

Their height and weight
measurements were taken
and the 10-year probability of
major osteoporotic fracture
was calculated using the FRAX
tool without a bone density
scan (BDS). The mean age was
67.2yearsand 28 percent ofre-
spondentswere female.

The results found that 66
per cent had at least one risk
factor for osteoporosis or frac-
ture. A potential 19 per cent of
untreated patients required
osteoporosis/risk fracture
preventiontreatment.

Implementation of FRAX
and the National Osteoporo-

Dr Mortimer O’Connor

sis Guideline Group (NOGG)
guidelines advised offering
treatment to two patients,
DEXAimagingtofour patients
and osteoporosis/fracturerisk
lifestyle advice to 26, without
theneedfora BDS.

“A large proportion of pa-
tientsadmitted throughthe ED
areathigh fractureriskand po-
tentially require treatment for
same,” concluded lead author
Dr Mortimer O’Connor, at the
Department of Rheumatolo-
gy, South Infirmary Victoria
University Hospital, Cork.

Continued from page 1

Thereportsaid thatitis dif-
ficult to assess whether value
formoneywasachieved given
that no other bids existed, but
concluded that the final cost
of the report was below that
cited in the Terms of Engage-
ment”.

The report said that for
goods and services in excess

of €50,000, a formal tender-
ing process involving at least
three quotations, is required.
However, given the media at-
tention, political pressure and
patient safety risk, it was felt
thatthehospitalhad notamo-
ment to “waste in terms of a
long drawn out procurement
exercise”.

supply at Mullingar hospital

JAMES FOGARTY

he Midlands Region-

al Hospital Mulling-

ar has been forced to
use more expensive brand-
ed medications as a result of
a serious shortage of gener-
icdrugs.

The situation was brought
to the attention of the hos-
pital’s governance commit-
tee at a meeting on 26 July.
According to the minutes of
the meeting, the committee

was concerned at the devel-
opment.

Ms Joanne Moran, Acting
Chief Pharmacist at the hos-
pital, told the meeting that
“generic drugs are going into
short supply as they cannot
meetdemand and licensing”.
She added that the develop-
ment would be an issue for
the wards as it would neces-
sitate a changein products.

Shealso highlighted thatthe
pharmacy department would
have to revert to more expen-

sive drugs if necessary. She
agreed that cost savings could
still be achieved in this area
but that the savings would not
be inthe region initially hoped
for.

A spokesperson for Dublin
Mid Leinster told the Medi-
calIndependent (MI) that
the hospital is working with
colleagues in the pharmacy
department to ensure a com-
prehensive, consistent supply
of medication to patients.

“Shortages arise from time

totimebut these are managed
atalocal level by using an al-
ternative supplier where ap-
propriate, or further discus-
sion with the clinician treat-
ing the patient,” the spokes-
person said.

She added that shortages
are arising with many medi-
cations across the board, not
justgenerics.

“Any issues with regard to
supply and licensing is a mat-
ter for the Irish Medicines
Board,” she said.
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Pneumococcal Disease
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The heart of the matter

The number of organ transplants in Ireland is low compared to many of our European counterparts. It is not
a lack of donors, but the need for a coordinated approach that is the problem, Ailbhe Jordan reports

emand fororgans

has ballooned

across Europein

the last decade.
Lastyear, for example, the
number ofheartswhichbe-
came available equated to
less than half the number
ofpeopleonthehearttrans-
plant waiting list.

Close to 62,000 patients in
the EU are on a waiting list for
an organ transplant. Approxi-
mately two-thirds of these pa-
tients are awaiting a kidney
transplant.

Approximately 5,500 peo-
ple died while waiting for an
organ last year, which equates
to more than 10 people each
day. Many more did not sur-
vive long enough to be placed
on a waiting list.

The European Commission
has used every available op-
portunitythisyeartohighlight
thisworryingissue.

Cyprus, which currently
holds the EU presidency, is
using its six-month term to
highlight the need for coor-
dinated actions in the field of
organdonationand transplan-
tations.

A 2010 EU Directive requi-
red all member states to pass
legislation regulating dona-
tion, procurement, testing,
characterisation, transportand
transplantationoforgans. Itset
outa“clearlegal framework for
the application of quality and
safety standards forhumanor-
gansintended fortransplanta-
tion”. Thelegislation was seen
asavehiclefor EUstatestoim-
plementadetailed 10-pointac-
tion plan toimprove donation
and transplantation rates that
the European Commission
publishedin2008.

Daysbefore European Trans-
plant Daylastmonth, the Com-
mission announced a new EU
directive toimplement a com-
mon framework to improve
communication around the
transfer of organs between
member states, and toincrease
the availability of organs for
patients.

As Europe pulls out all the
stopstoencouragemoreorgan
donation and transplantation,
Ireland continues to perform
disappointinglyamongstother
EUstates,asourratesfluctuate
significantlyfromyeartoyear.

Leading clinicians in trans-
plant and intensive care have
identified a lack of dedicated
medical personnel as a major
stumbling block, while patient
advocacy groups, desperate to
makeprogress, arefull ofideas
and initiatives to boost dona-
tionrates. However,inthe cur-
rent economic climate, do we
have the resources or the po-
litical will to address these is-
sues?

Cardiac donation
EuropeanTransplant Day2012
brought with it some good
news for Ireland as the latest
statistics confirmed that the
first donation after cardiac
death (DCD) took place in this
country last year.

Cardiac death donation,
where the organ comesfroma
deceased patient whose heart
hasstopped, was widely aban-
doned after 1968, when a Har-
vard ad hoc committee intro-
duced the first brain stem
death criteria. However, the
lasttwo decades have seenthe
reintroduction of DCD as an
important source of donor or-
gans, particularly since road
safety hasimproved globally,
reducing the number of brain
death donors from road traffic
accidents.

Donations after cardiac
death protocols are employed
in 11 European countries. In
the UK, cardiac death dona-
tionsaccount for 38 per cent of
total donations. In the Neth-
erlands more than half of de-
ceased organ donations are
cardiac death donations.

Protocols have been intro-
duced in many countries reg-
ulating DCD donation and the
Medical Independent (MI)
has learned that Beaumont
Hospital this year introduced
Ireland’s first national pro-
tocol on cardiac death dona-
tions.

Dr James O'Rourke, Con-
sultantin Anaesthesiaand In-
tensive Care Medicinein Beau-
mont Hospital, has been in-
strumentalin establishingand
implementing Beaumont’s
DCD protocol over the last
three years. He believes that
DCD could compliment and
boost overall deceased dona-
tionratesbyatleast 10 percent
in Beaumont.

“In Beaumont certainly we
would hope to maybe get 10
per cent of our donors from
cardiac death and in time, re-
peat that on a national basis,”
Dr O’Rourke told MT.

The protocols were endor-
sed earlier this year by the In-
tensive Care Society of Ireland
and have the support of the
Medical Council. Dr O’'Rourke
said the next step is to imple-
ment the protocols on a na-
tionwide basis and, ultimate-
ly, to publish national stand-
ards on cardiac death dona-
tion within the existing stand-
ards on intensive care.

Ireland

Last year was a good year for
deceased donation and trans-
plantation in Ireland, which
is in gth position amongst EU
countries.

In terms of kidney trans-
plantations, Ireland lies in
12th position in Europe. The
previous year saw the highest
number of kidney transplants
from deceased donors (165)
and livingdonors (27) in Irish
history. This came as welco-
me news after 2010 saw the
greatest decline in organ do-

nation in Ireland on record,
with just 58 deceased donors
and 23 living kidney donors.

Ireland also ranks 12th in
Europe for liver transplanta-
tion rates, with 61 transplants
carried out last year.

But while Ireland’s over-
all position is above average,
it still compares poorly with
top ranked countries such as
Croatia, Spain and Belgium.
For example, the number of
kidney transplants from de-
ceased donors last year in
Croatia was 51.8 per million
population (pmp) compared
to 36.7 pmp in Ireland. Ire-
land’s rate of liver transplan-
tation, at 13.6 pmp, was less
than half that of Croatia at
28.2 pmp.

MIT has learned that the
National Heart Lung Trans-
plant Programme, based in
the Mater Hospital, has car-
ried out 10 heart and 12 lung
transplants to date this year,
the highest number ever re-
corded.

However, Ireland’slowrates
of heart and lung transplants
continue to be a cause for con-
cern. Just six heart transplan-
tations were carried out in this

country last year, leaving Ire-
land ranked 24th out of 31 EU
countries. Ireland was also
ranked 24th for lung trans-
plantation, with just eight op-
erations carried out. This coun-
try has fallen to 12th place for
pancreas transplantation in
2011, compared with a high of
4thplacein2008.

Ireland’s low rates of dona-
tion and transplantation in
2010 expedited the establish-
ment of a National Organ Do-
nation and Transplantation
Office in the HSE. Prof Jim
Egan, Consultant Respirato-
ry Physician with the Nation-
al Heart and Lung Transplant
Unit in the Mater Hospital,
was appointed clinical lead of
the programme in April 2011.

The goals of the office were
manifold, but first and fore-
most it focused on legislat-
ing for and implementing the
2010 EU Directive and pro-
gressingthe 2008 EU 10-point
action planfororgandonation.

Prof Egan quickly set about
establishing a group infra-
structure, appointinganation-
altransplantadvisory group of
relevant expertsinrenal, liver,
lung and heart transplanta-

tion, to “inform the strategy
fortheoffice froman organisa-
tional perspective”.

The establishment of this
office is seen as an important
step forward and the first of
a number of key areas which
need to be addressed in order
toimprove organ donation and
transplantation rates in this
country.

Recruitment
Chiefamong these, Prof Egan
believes, is the recruitment
of highly-trained, specialist
transplant and intensive care
medical and nursing staff.

“Deploying the 10-point ac-
tion plan fundamentally in-
volves allocating key donation
personnel across the health
service,” he told M1I.

“We're talking about inten-
sive care specialists with an
interest in organ donation —
medical and nursing person-
nel. As such they don’t exist in
Ireland versus say Australia or
the UK or Croatia, sowe are in
the process of trying to navi-
gate that through the system.
This is unequivocally the most
important step that will help
to address to some extent the
weak rates of lung and heart
transplant activity.”

MrMarkMurphy, Chief Ex-
ecutive of the Irish Kidney As-
sociation (IKA), also believes
thatemploying more special-
ist personnelinintensive care
units would maximise prop-
er management of potential
organ donors so that “all the
organswould beretrieved”.

He is deeply concerned
about Ireland’s poor heart
transplant rates.

“Our heart transplant rates
are dismal and it requires in-
vestigation into why we’re not
transplanting more hearts.
Countries the same size as us
are carrying out three-times
as many heart transplants as
we are. Indeed we have had
years where hearts were ex-
ported to the UK because
we couldn’t use them on the
day. There’s something amiss
there.”

A spokesperson for the Ma-
ter Hospital confirmed to MT
that there are 3.8 WTE trans-
plantsurgeons currentlywork-
ing in the National Heart and
LungTransplant Programme.
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“Organ transplantation is
a function of many factors in-
cluding availability, suitabili-
ty and resources,” the spokes-
person said.

“The rate of heart transp-
lantation is decreasing across
the Western World due to lo-
wer numbers of suitable do-
nors (reduction in fatal car
crashes especially involving
young males), improved drugs
and mechanical heart devices.
The number on the Mater’s
heart transplant list is now
only seven, however all have
the same blood type so hearts
donated that have other blood
types will be offered to the UK
where there is also a num-
ber of Irish patients on the
Irish national transplant pro-
gramme list where they will be
treated by the Freeman Hos-
pital. If such hearts are not
suited to Irish patients, then
they will be offered to UK na-
tionals.”

Kidney donation
The deceased and live kidney
donor programme is admin-
istered in Beaumont Hospi-
tal, the nation’s largest organ
transplant centre. Beaumont
also coordinates the National
Organ Procurement Service.
Last year was a record one for
kidney donations and trans-
plantations. Indeed, such is
the supply that the hospital
announced a three-year plan
aimed at increasing live kid-
ney donation rates to 100 per
year earlier this year. Howev-
er, the centre’s facilities are
straining to cope with the de-
mand. In January 2010, this
led to an unfortunate situa-
tion where two viable kidneys
and a pancreas had to be sent
to the UK because there were
no facilities available for pa-
tients to recuperate after the
operation. Prof Egan says that
supporting Beaumont is a pri-
ority for his office.

“The third goal of our office
is to support the organ pro-
curement group in Beaumont
hospital because they have a
huge job and so they tend to
multitask. We are currently
in the process of trying to en-
hance their infrastructure,”
Prof Egan said.

“We are awash with people
wanting to donate through
their family. The problem is
that Beaumont can’t manage
them,” according to Mr Mur-
phy.

“Beaumont has a plan now
to bring living transplanta-
tions to 100 per annum but
they haven’t got the where-
withaltodoit. Theydon’thave
theinfrastructure to add that
many transplants to their
pool.”

He believes that centralis-
ing all transplant services into
a single location like Beau-
mont could be an effective
model for a country of Ire-
land’s size.

“Norway is a similar size
country and they do all their
transplants — hearts, lungs etc
— in the one hospital so that
the organs are all going in one
direction,” he said.

“That would be a super mo-
del but there is too much pol-
itics in Ireland for us to ever
consider merging the Mater,
Vincent’s and Beaumont ide-
ologies together. It would be
easier to solve the dispute in
Palestine.”

The importance of develop-
ing networks of trained, pro-
fessional transplant coordina-
tors and support teams in in-
tensive care units to approach
families of potential donors is
acknowledged at EU level.

Speaking ahead of Europe-
an Transplant Day last month
in Brussels, European Com-
mission policy officer Helene
Le Bourgne said “transplant
coordinators are the key ele-
ment to improve organ dona-
tion”.

Spainhaspioneeredtherole
of the professionally trained
transplant coordinatorand in
the process, hasseenitsdonor
ratejump from 14 donorspmp
10 years ago to 35 pmp last
year, thehighestnumberofde-
ceaseddonorsinthe EU.

Interestingly, the percen-
tage of families who decline
organ donation has not chan-
ged during that time, nor is it
significantly different than in
countries with lower donor
ratessuchasthe UK.

“There has not been an ep-
idemic, we have not changed
the mindset of the Spanish,”
explained Rafael Matesanz,
Director and founder of the
Spanish National Transplant
Authority, speaking in Brus-
selslast month.

“We went from 500 donors
in 1999 to 1,600 in 2006, but
the percentage of people who
say, ‘yes I want to donate or-
gans’ has remained the same
during the last 20 years. The
perception of the Spanish
population towards organ do-
nation has not changed. What
has really improved over the
last few years has been the
presence of transplant coor-
dinators who can really detect
every potential organ donor
and approach the family in
the right way in order to get
the approval.”

A UK study presented at
the International Conference
on Emergency Medicine in
Dublin last June found that
a dedicated bereavement and

donor support team signifi-
cantly increases the number
and range of tissue and organ
donations. In one UK hospi-
tal, between 2004 and 2009,
prior to the team’s introduc-
tion, there were 41 eye donors
and six full tissue donors. The
two years following the team’s
introduction in the hospital
ED saw rates increase to 80
eye donors, two multi-organ
donors, three tissue donors,
three brain donors and one
breast milk donation, the re-
searchers found.

In 2009, an IMO submis-
sion to the Department of
Health and Children on Con-
sent for Organ Donation after
Death for Transplantation
found that there were just
three dedicated transplant
coordinators in Ireland. The
submission recommended
that the number should be in-
creased and their role should
be expanded to allow access
to the electronic register to
determine if the prospective
donoris suitable or not.

Ireland’s lack of trained,
dedicated transplant coordi-
natorsis “the piece that every-
one knows lets down the sys-
tem”, according to Mr Mur-
phy.

“They have a university
qualificationin Barcelonanow
for these people. It’s very so-
phisticated and it works. It is
somebody’s job to help fami-
lies, not what we would have,
whichisavoluntaryrole with-
in the intensive care unit.
Theseareverybusyplacesand
you'llvolunteertodothisifyou
have the time. Spain’s refus-
alrateisabout 15 percent,and
soisours, but the point is that
they spot the opportunity for
organ donation much more
than Ireland does. And they
have the donor coordinator
askingtwiceifnotthree-times
as many people about poten-
tialdonors.”

Legislation

The 2010 EU Directive was
put into Irish law on 25 Au-
gust. However, Fianna Fail
Senator Mark Daly argued
that the legislation was intro-
duced without adequate con-
sultation and debate and ex-
ercised a 1972 EU commu-
nities act requesting that the
Cathaoirleach of the Seanad
bring in the Health Minister
to debate the issue further.

“This is important. This is
the first piece of legislation to
do with organ transplantation
in the history of the State,”
Senator Daly told M1.

“And here it is without a de-
bate in the Seanad or the Dail.
I wrote to the Minster look-
ing for it to be debated at the

Health Committee and it
never got to be debated, be-
cause there was no draft avail-
able. You can’t suggest chang-
es without a draft. The draft
only became available with a
matter of weeks to go, but it
was during the summer recess
when you can’t get everybody
in the room to discuss it.”

The IKA too expressed its
disappointment that the leg-
islation represented a missed
opportunity to become a ve-
hicle for the 10-point action
plan as it has in other EU
countries, leading to financial
savings and improved dona-
tion rates.

‘There is too
much politics
in Ireland for

us to even
consider
merging

the Mater,
Vincent’s and
Beaumont
ideologies
together’

“Only the bare require-
ments of the EU Directive
were introduced in this leg-
islation. The more impor-
tant 10-point action plan pub-
lished in 2008 by the EU com-
mission was largely ignored,”
the Association said.

Prof Egan believes that im-
plementing the action plan
properly “will require some
resources but it will undoubt-
edly be cost effective”.

Thesecond EUdirectivean-
nounced last month covers
proceduresformemberstates
with organ transfer agree-
mentstoinform each other of
organ characteristics so that
the suitability ofan organ can
bequicklyassessed.Itishoped
that the directive will have a
positiveimpact on patientsin
need ofalungorheart trans-
plantasnotallmemberstates
havecentresforlungandheart
transplantation. Mr Murphy
believes that this directive, if
properlyimplemented, could
improve the two-way transfer
of hearts and lungs between
Ireland, theNorthandtherest
ofthe UK.

“An organ in the north will
go to Scotland, it won’t come
south,” he said.

“Livers go both ways. The
liver unit has a super urgent
list and we’re part of it, so if

there’s a matching organ else-
where in the UK, we will get
it. We can use all of our kid-
neys, although we did have a
situation a couple of years ago
where two kidneys had to be
sent to the UK, but none come
back. There is no way a kidney
from the UK will come to Ire-
land because they can use all
they have, and they have 22
transplant centres. A lot of
hearts and lungs go from Ire-
land to the UK and none come
back, although Newcastle hos-
pital will transplant some of
our people with lungs.”

It would also formalise the
transfer system, which sees
Irish children who need organ
transplants accommodated
in the UK. The system works
well, but is unregulated, ac-
cording to Mr Murphy.

“We don’t have any liver,
heart or lung transplant pro-
grammes for children because
it’'ssorare,” he said.

“Tt makes perfect sense that
our children go to centres of
excellence in the UK and that
does happen. It happens be-
cause some of the organs that
we can’t use go to the UK and
we get them back, if you like,
in paediatric transplants. That
arrangement probably has to
be more regulated now be-
cause of the EU directive, but
it was always good practice
the way it was done.”

Opt out

Fine Gael has pledged to in-
troduce opt-out legislation
for organ donation, where the
law assumes every individual
is adonor unless they have ex-
plicitly expressed that they do
not wish to be one. The legis-
lation aims to boost donation
rates.

However, the significance
of such legislation, which is in
place in countries with high
donation rates such as Spain,
Belgium and France, is over-
stated according to Stefaan
Van der Spiegel of the Eu-
ropean Commission’s Sub-
stances of Human Origin Di-
rectorate.

“Inpractice it doesn’t make
that much difference because
withanypotential donor, there
will always be dialogue with
the family and the wish the
family has is always respect-
ed, evenifitwould havebeena
presumed consentalready,”he
said in Brussels last month.

“We need to stop thinking
about legislation for organ
donation, it doesn’t help,” Mr
Murphy said.

“Tracking changing clinical
practice inside intensive care
units; that’s what changes it,”
he added.

Mr Murphy, who has spent

many years campaigning for
the establishment of a nation-
al transplant authority in Ire-
land similar to that in Spain,
does not feel confident that
the HSE’s National Organ Do-
nation and Transplantation
Office, which works togeth-
er with the Irish Medicines
Board, has the capacity to act
as a competent authority on
organ donation.

“We have no singular com-
petent authority on organ do-
nation and transplantation;
thejobis divided amongst two
organisations. I just think it’s
arecipe for no advancement,”
he said.

“One can blame the other
happily for the rest of eterni-
ty for not doing certain things.
There’s no leadership in that.”

He pointed to Spain, say-
ing its Director of the nation-
al transplant authority is “an
example of an individual with
the power of his or her gov-
ernment, being able to drive
organ donation and sell the
idea”.

Costs

Improving organ donation
transplant rates in this coun-
try will require significant in-
vestment, which our deeply
indebted health system sim-
ply cannot afford. However,
the long-term savings will far
outweigh the initial costs, Dr
O’Rourke believes.

“In terms of monetary va-
lue, to get a kidney transplant
becomes cost neutral after
oneyear,” Dr O’'Rourke said.

“It costs €75,000 to trans-
plant a kidney and it costs
€75,000 to dialyse somebody
for ayear. After transplanta-
tion, you're looking at be-
tween €4,000 and €5,000 a
year in immunosuppression
drugs and out-patient visits
and things like that. In 2003
there were 895 patients on di-
alysis in Ireland and in 2012
there were 1,795. That is a big
change. There are 600 people
on the waiting list and we’re
transplanting just about 230
organs per year, so there is a
huge need. It makes econom-
ic sense; not just that, but it
improves the quality of life
for many patients.”

Withalleyesonuswhen Ire-
land takes over the EU presi-
dencynextJanuary, Prof Egan
believes that “in a European
context, there’s an expecta-
tion that we would match our
efforts in transplantation to
the other countries. Virtually
every other country has taken
these actions other than our-
selves”.

The question is, can we af-
ford not to address this im-
portant issue?
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