
The case of Vicky Phelan, and
subsequent news that more
than 200 women diagnosed
with cervical cancer should
have received earlier interven-
tions, have put a serious dent
in public and ministerial confi-
dence in the national cervi-
cal-cancer screening pro-
gramme.

There is now a strong argu-
ment that the promised exter-
nal review of CervicalCheck
b e e x t e n d e d t o a l l
health-screening pro-
grammes.The National
Screening Service oversees
BreastCheck, BowelScreen,
CervicalCheck and the diabet-
ic-retinopathy screening pro-
gramme, which tests for early
signs of eye damage associat-
ed with diabetes mellitus.

Strangely, the Nation-
al Screening Service came un-
der the remit of the National
Cancer Control Programme
only relatively recently.

It previously reported to a
different section of the HSE.

That the screening pro-
gramme and the control pro-
gramme were separate enti-
ties – a possible governance
deficit – may have contributed
to the events leading up to Ms
Phelan’s High Court case and
the dramatic revelations
about CervicalCheck’s com-
munication failures that fol-
lowed it.

Opendisclosure
There is no question mark
about the clinical excellence
of individual programmes, but
CervicalCheck’s former prac-
tice of not ensuring open dis-
closure for the women it invit-
ed for cancer screening means
the public must be reassured
that screening programmes
for other diseases do not have
similar loopholes.

Modern healthcare must op-
erate in an environment of full
candour. The days of doctor
knows best are firmly behind

us.
And previous thinking

around ownership of medical
notes has been replaced by a
clear understanding that infor-
mation about our health be-
longs, in the first instance, to
each of us individually.

This means healthcare pro-
fessionals informing patients,
as soon as is practicable while
in their care, of problems with
test results, changes in diagno-
sis and any errors associated
with their management.

The principle of open disclo-
sure was introduced almost
two decades ago and is now ac-
cepted as a global norm. In
practice it means doctors,
nurses and hospitals must in-
form a patient of any unto-
ward event.

Most of these will not in-
volve error but, rather, reflect
the uncertain nature of health-
care and the known side ef-
fects of investigations and
treatment.

But patients must be in-
formed promptly, as the ad-
verse event is likely to influ-
ence a person’s future choice

of treatment.
So for CervicalCheck not to

have a robust policy in place to
manage events such as a
look-back at previous smear
results was a significant fail-
ure of governance.

Such a policy would clearly
identify how to ensure the pa-
tient and her doctor would re-
ceive simultaneous notifica-
tion from the screening pro-
gramme of a potential error.

In order to limit any collater-
al damage to screening pro-
grammes for breast and bowel
cancer, the promised review
must examine their open-dis-
closure protocols as well.

And although some observ-
ers have said a voluntary ap-
proach to open disclosure
mustbe maintained,coldanaly-
sis suggests that particular
horse has bolted.

Irish healthcare, despite nu-
merous scandals and promis-
es to improve, is systemically
incapable of making this im-
portant cultural change.

Unlike some of his predeces-
sors, Minister for Health Si-
mon Harris must not shy away
from his commitment to en-
shrine open disclosure in law.
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The continuing uncertainty
over the management of the
CervicalCheck programme in
light of revelations in the Vicky
Phelan case this week has inevi-
tably shaken women’s confi-
dence in the cancer-prevention
service.

Unsurprisingly, women in
the 25-60 years target group
are asking questions about the
screening programme.

I have an appointment for a
cervical smear test on Mon-
day. Should I turn up or
should I delay having the test
done?
You should turn up. There is no

evidence to date to suggest the
clinical elements of the screen-
ing programme are faulty. The
quality of smear-taking by doc-
tors and nurses is not in ques-
tion.

According to Dr Gráinne
Flannelly, clinical director of
CervicalCheck, the three con-
tracted laboratories which cur-
rently look for abnormalities in
smears have passed all quality
control tests and are operating
to the highest international
standards.

But if this is the case, how is it
that so many women had to be
called back for further investi-
gations?
Like all screening pro-
grammes, the results are never
100 per cent accurate. A per-
centage of initial tests will be in-
advertently misinterpreted and
produce either a false positive
result or, as in the case of Ms
Phelan, a false negative result.
So this aspect of CervicalCheck,
once the false result rates stay
below an internationally accept-
ed standard, is not a source for
concern.

In addition, the longer you
are part of the cervical screen-
ing programme, the greater the
accuracy as you move from hav-

ing a single snapshot of the
health of your cervix to a dynam-
ic picture.

I heard the Minister for
Health say on radio that he
does not have confidence in
the CervicalCheck pro-
gramme. That’s pretty seri-
ous, isn’t it?
Yes it is. But the Minister was
careful to distinguish between
the management of the can-
cer-screening programme and

the actual screening process it-
self. In other words, he is con-
cerned about the overall man-
agement of CervicalCheck, but
not the clinical components
that deliver a result to each
woman who is tested.

Q. Have we any evidence that
screening for cervical cancer
makes any difference?

A. CervicalCheck is up and
running for 10 years now.
Screening 250,000 women an-
nually, it has an 80 per cent up-
take rate which compares well
with programmes internation-
ally. During that time the Na-
tional Cancer Registry has re-
ported a 7 per cent reduction in
the number of cases of cervical
cancer in Ireland.

Will there continue to be a
problem accessing informa-
tion about my test results and
any look-backs I may be in-
volved in?
CervicalCheck says it is now
committed to an open disclo-
sure policy. Its audit policy was
changed in 2015 to reflect this.
Dr Flannelly says she “absolute-
ly regrets” not having an open
disclosure policy in place from
when the screening pro-
gramme began in 2008.

Days of ‘doctor
knows best’
are behind us
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Minister for Health Simon Har-
ris has appointed a senior team
of experts to examine the cases
of the 206 women who missed
early treatment for cervical can-
cer and to assess how many
were not made aware of the de-
lay in diagnosis.

The group has been asked to
assess the files of each individu-
al, to examine how Cervical-
Check dealt with their cases
and to report to the chief clini-

cal officer in the Health Service
Executive, Dr Colm Henry,
within a matter of days.

The aim is to examine if any
of the women involved were not
notified of the situation and if
not, why not.

The intervention follows Mr
Harris’s failure to declare confi-
dence in the leadership of the
programme.

Speaking yesterday, the Min-
ister for Health and Taoiseach
Leo Varadkar said they were ful-
ly supportive of the programme
insistingit had savedlives and re-

duced the rate of cervical can-
cer.

However, asked if he had con-
fidence in the management of
the programme, the Minister
for Health replied: “Truthfully, I
can’t say I do currently and that
is why I have ordered a review.”

The statement followed the
inability of the clinical director
of CervicalCheck Gráinne Flan-
nelly to state if all of the women
who missed early treatment for
cervical cancer have been made
aware of the situation.

Ms Flannelly said it was “her
sense” that all had been told but
she “can’t tell you for sure that
the 206 patients are aware”.

Failuretoreassure
Speaking to The Irish Times, Mr
Harris said he was unable to
support the management of the
programme publicly due to
their failure to reassure wom-
en, their treatment of patients

“like processes” and their abili-
ty to let bureaucracy get in the
way of telling women their ba-
sic information.

A root-and-branch review of
CervicalCheck would be initiat-
ed next week with the assis-
tance of international experts,
he added. Final terms of refer-
ence would be agreed at the
Cabinet on Tuesday.

These matters came to light
due to the case of Vicky Phelan, a
mother of two from Co Limer-
ick.

Ms Phelan settled a High
Court action for ¤2.5 million
earlier this week against a US
laboratory over a 2011 smear
test, which wrongly gave a nega-
tive result for cancer.

She was diagnosed with can-
cer in 2014 and told of the false
negative in the smear test only
in September 2017.

The HSE has said that since
2008 the CervicalCheck pro-

gramme had been notified of
1,482 cases of women who devel-
oped cervical cancer. It said in
the majority of these cases
there had been no requirement
for further review.

However, in 442 cases – al-
most 30 per cent of the total – a
review was warranted, and in al-
most half of these cases, earlier
intervention was suggested.

Magnitudeofproblem
According to the HSE, of those
442 cases, 206 cytology reviews
suggested “a different result
that would have recommended
an investigation to occur at an
earlier stage”.

Mr Harris said he first be-
came aware of Ms Phelan’s case
on April 16th but was notified of
the magnitude of the problem
only yesterday. He held a meet-
ingwith seniorofficialsat the De-
partment of Health yesterday to
assess if there was any aware-

ness of the scale of the issue.
Meanwhile, the Taoiseach

said he would await the final re-
sults of that review before “con-
demning any individual” but in-
sisted the facts of this affair
would be established.

However, Mr Varadkar
urged people not to abandon
the programme insisting it had
saved numerous lives.

The leaders of Fianna Fáil
and Sinn Féin yesterday called
for accountability and insisted
women must be made aware of
these screening errors.

Micheál Martin said it was
amazing and disconcerting
that there were no straight an-
swers on how many women
were affected. He added:
“Women need to be told the
truth, and quickly.”

Mr Harris also launched a
helpline – 1800 45 45 55 – that
will be operational from 9 am to-
morrow.

BRIANHUTTON

A former master of the Rotun-
da Hospital has called for an ur-
gent review into the outsourc-
ing of smear tests to the US in

the wake of the cervical cancer
screening controversy.

Sam Coulter-Smith said he
warned the government a dec-
ade ago against testing being
moved to private companies

overseas, because he was wor-
ried that resulting problems
would mean cancer cases being
missed.

The leading obstetrician and
gynaecologist said screening
systems vary from country to
country with different medical
terminology used. The time dif-
ferences and the distance be-
tween medical staff and ana-
lysts also concern him and oth-
er doctors.

Issues
“There is an issue of Americans
using completely different no-
menclature – they use different
wording to describe smears
and abnormalities,” he said.

“There were always going to
be issues in relation to translat-
ing between the two services.

“Also there is a need for mul-
tidisciplinary team meetings to
discuss various degrees of ab-
normality.

“ If you are trying to organise
those multidisciplinary team

meetings across multiple time
zones, via video link, that cre-
ates its own technical difficul-
ties as well as the language.

Contract
“When you put all of that mix to-
gether it is not altogether sur-
prising that there were issues in
relation to quality assurance.”

In 2008, the National Cancer
Screening Service first award-
ed the contract to analyse

300,000 Irish smear tests a
year to US firm Quest Diagnos-
tics.

Two years later, Clinical Pa-
thology Laboratories, based in

Austin, Texas, won a bid to pro-
vide laboratory services for Cer-
vicalCheck, the national cervi-
cal cancer screening service.

Terminally-ill Vicky Phelan
(43), from Limerick, settled her
High Court action against
Clinical Pathology Laborato-
ries for ¤2.5 million earlier this
week, with no admission of lia-
bility.

It emerged from a 2014 audit
of smear tests that she had
wrongly received the all-clear
for a test she underwent in 2011,
but she was not told about it un-
til last September. She was diag-
nosed with cervical cancer in
2014

Smeartesting
In 2008, medics had fought to
keep smear testing in Ireland.
At the time, consultant patholo-
gists warned that up to 1,000
cases of cervical cancer a year
could be missed if the analysis
was outsourced to the US.

“Our cytology system in the

Rotunda Hospital, which was
well developed, fully accredited
and world class, with very good
quality assurance systems in
place and numerous people ana-
lysing smears – two looks rather
than one – the quality assur-
ance was at a much higher level
than the US,” said Dr Coul-
ter-Smith.

While he said he would not
pre-judge the outcome of an
overall review into Cervical-
Check ordered by Minister for
Health Simon Harris, he insist-
ed it must look at whether
screening services should be
moved back to Ireland.

“I think that would be prefer-
able to what we have now,” he
said.

ReviewurgedofsmeartestsoutsourcingtoUS

MARTINWALL

New legislation which would
make mandatory the open dis-
closure to patients of serious
incidents in the health service
is being prepared, the Depart-
ment of Health has said.

The department said yester-
day that the measure would
form part of a new Patient
Safety Bill on which it was cur-
rently working.

The Department of Health
also said yesterday that new
regulations that would pro-
vide for legal, voluntary open
disclosure of patient safety is-
sues would be signed into ef-
fect by Minister for Health Si-
mon Harris in the weeks
ahead, probably by the end of
June.

The department’s com-
ments come following the case
of Vicky Phelan and subse-
quent news that more than
200 women diagnosed with
cervical cancer should have re-
ceived notification that earlier
tests they were given should
have been followed up.

The regulations follow
from the Civil Liability
(Amendment) Act which was
passed by the Oireachtas and
signed into law by the Presi-
dent last November.

The Department of Health
said yersterday it was now fi-
nalising regulations on foot of
this legislation to provide for
these open disclosure meas-
ures.

They should be signed by
the Minister in the coming
weeks.

Correspondence seen by
The Irish Times shows that Mr

Harris, in a letter to the head
of the HSE, Tony O’Brien,
sent on January 22nd this
year, said that they both
shared the view that a commit-
ment to patient safety and
open disclosure were key to
the delivery of safe, quality
healthcare.

“Open disclosure is an im-
portant element of the range
of initiatives being progressed
to improve the management
of patient safety incidents and
to promote a comprehensive
patient-centred approach to
preventing, managing and
learning from incidents,” he
wrote.

Patientsafety
The Minster told Mr O’Brien
that the Government intend-
ed to commence in the spring
Part IV of the Civil Liability
(Amendment) Act 2017which
provided for open disclosure
of patient safety issues.

“The provisions in Part IV
of the Civil Liability (Amend-
ment) Act 2017 are designed
to give legal protection for the
information and apology
made to a patient when made
in line with the legislation.

“The apology cannot be in-
terpreted as an admission of li-
ability and cannot be used in
litigation against the provider.
This approach is intended to
create a positive voluntary cli-
mate for open disclosure and
will support the national poli-
cy on open disclosure which
was developed jointly with the
HSE and the State Claims
Agency in November 2013,”
the Minister said, in his letter
to Mr O’Brien.
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■Minister for Health Simon
Harris and Taoiseach Leo
Varadkar at Our Lady’s
Hospice in Harold’s Cross for
the opening of Palliative Care
Unit. PHOTOGRAPH: CYRIL BYRNE
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