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TRA-01154

THE INQUIRY RESUMED ON WEDNESDAY, 30TH DAY OF
NOVEMBER, 2022 AS FOLLOWS:

CHAIR: Morning, everybody, welcome back, gentlemen.

Mr. wolfe. 10:02
MR. WOLFE KC: Good morning. Good morning, Mr. Gilbert

and Dr. Hughes. Wwe left off yesterday part way through

the document relating to your meeting, Dr. Hughes, with
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the multidisciplinary team on 18th February 2021.

I suppose a point I should make clear from the outset,

as appears from all of these notes of the various
meetings that they are not in the form of formal
minutes; is that fair to say?

DR. HUGHES: They are not, yes, that would be fair.
They are a note of the themes and discussions. They
are not a word-for-word transcription.

Yes. I think that's probably obvious. Could we go,
please, to WIT-8350, just to finish this meeting off.
Sorry, I should have said wIT-84350. That's it, yes.
DR. HUGHES: I should add that the notes were shared

with the people we had the meetings with for amendments

and corrections. I think there are probably one or two

went through that process but they all were shared.
Yes. I think I have seen that. I think the versions

we are using are the final versions, I stand to be

corrected on that, but I think that's the case. At the

bottom of this page, just dealing with the nursing

issue. Let's start with Jenny McMahon, she was a Nurse

Specialist, you said:
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"The role of the nurses was central and provides a fail
safe process that is benchmarked with other Trusts.™
She asked if other Trusts have the same issues as the

Southern Trust.

I assume that you agree with the first part of that,
that the nurses are a fail-safe, or maybe a better
description perhaps, is a safety net within the system.
DR. HUGHES: Yeah. Wwe use the word fail-safe in the
reports. That's not their primary role and I think
people, I think they felt they were here to check on
the work of others, and that's not the case. Their
role is defined as holistic assessment, but also taking
people through their investigations, scans, informing
them, and as part of that role they would know then of
the dates and times. They are a fail-safe if there are
slips or misses or trips, or patients miss
appointments, and that's part of the supportive role.
You go on to comment that your understanding was that
nurses meet patients with consultants, or, in the
alternative, contact details are made available.

I understand it's a point that has come through some of
the documentation, that the CNSs wouldn't be directly
available, for example, when Mr. 0'Brien, or any of the
other Consultants for that matter, were at the clinic
in the South-western Area hospital?

DR. HUGHES: I believe that to be true, yes.

That's where you make the point "or contact details can
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be made available"?

DR. HUGHES: Yes. I probably should use the word
"should be made available". 1It's pretty standard
practice that best practice that the nurses are there
at the time of breaking bad news, so they can hear what
is being said and what the baseline understanding is.
Then after that, the nurses would usually offer other
opportunities for the patients to discuss further with
them, and then obviously give them their name and
telephone contact for other subsequent conversations.
Usually this type of conversation takes place over many
instances and a period of time. There clearly wasn't
the ability to have nurses everywhere, but there should
have been a process to have their contact details
available everywhere.

Yes.

DR. HUGHES: That's pretty standard practice across all
of Northern Ireland.

Just going over the page, the nursing theme continues.
Jenny McMahon, 1it's a point she takes up again when you
meet the nurses specifically at your next meeting, we
will come to that in a moment. Jenny McMahon, she
makes the point she doesn't think this is unique to one
Consultant and suggests that it was a resource 1issue.
Should I understand her as saying through this note
that she didn't think it was just Mr. O'Brien who was
not utilising the Nursing Specialists, but it was

a broader 1issue, and it may be related to resources?
DR. HUGHES: Yeah. I explored that with the
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Consultants, was it a geographic area, was it

a resource issue? I was given assurance that every
other Consultant used Clinical Nurse Specialists and
all other practice had it embedded into their practice,
and that then evolved into one of the assurance
requirements in the action plan, but I did seek
assurance because, obviously, we were very concerned
about the effect on patients of having care that was
unsupported and care in the community that they didn't
join up with the many other needs within the community.
Yes. Moving down to the middle of the page, please.
Mr. Glackin makes the point that -- and maybe you will
try to help us with the context for this. Mr. Glackin
believes it is a criticism of the other Consultants or
other consultants as it says here. 1Is that an
intervention in the round dealing with your concerns
about the MDM and how it functioned, or is that

a specific remark in relation to the nursing issue?

DR. HUGHES: I think it's about the overall issues, and
I think that the document we started with yesterday
morning about the GMC, about other professionals'
responsibilities when working in multidisciplinary
teams was not really understood. When you work in

a multidisciplinary team you share the care, but you
also share the responsibility for the care to a degree,
and if you are the MDM lead, you have additional
responsibilities. I think at this stage the process
had moved from what had happened to why it had

happened, and a lot of professionals were reflecting on
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their role on why things had happened and --

Just pause there, because I think you touch upon this
and I want to explore this a little with you. 1In your
withess statement, if we go to WIT-84172, and if we

Took at the second bullet point, please. You say here:

"I believe the Professionals In the Trust found the SAl
Review process concerning as the process involved
review of patient pathways in a multidisciplinary
setting. This moved governance questions from the
actions of a single professional to the
responsibilities of the wider team. 1 believe some
felt this unfair, but the SAl report was based on
expected care and on standards of care evidenced by the

Trust team to Cancer Peer Review of their service".

Is that germane to --

Yeah. 1It's my experience and my interpretation of how
people responded to me. I think everybody understood
there were care deficits. I don't think they fully
understood the deficits in the governance that, sort
of, was responsible for the deficits being not exactly
fully understood, not actioned, and some completely
unknown. I think that moved possibly the spotlight of
questioning from what happened with the care in the
immediate vicinity of Mr. O'Brien to what was the
responsibility of the greater team overseeing the care
that was delivered, because as a multidisciplinary

team, when you are doing your Peer Review, it's not
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a Consultant-specific response; it's what the team
deliver. The team have to have ownership of the
governance and have to have ownership of the deficits,
and I think that was a bit of a hard journey.

Yes. One of the things you reflect upon in your
statement, was that the members -- I think at Teast two
members of this multidisciplinary team had practised in
Great Britain?

DR. HUGHES: Yes.

Mr. Glackin and certainly Mr. Haynes. They had been
exposed in the MDTs in their former practice which were
better resourced for Governance purposes and better
supported. I think your reflection was that they knew
they could be done better. I think the point that you
are making, and you've just made to us, is, but whoever
it was, and we are not individualising this, amongst
the group on that MDT, they didn't become proactive in
chasing what could be done better?

DR. HUGHES: Yeah. 1I think there's a few things.
There's experience of how it could be done better and
there's additional resource. The third unspoken thing
is culture. There clearly was not a culture of
openness and the ability to discuss difficult things.
we have heard from Mr. Haynes, when we raised the issue
of Bicalutamide, there were very, very difficult
conversations. I think we have heard from other people
that there were very difficult conversations. I don't
think resource is the only issue here; I think -- and

it's a very hard thing to define -- I think the culture

10:12

10:12

10:13

10:13

10:13



O 00 N O v h W N B

N N N NN NNNNDNRRRRRRBRRPR R R
© 00 N O U & W N R O ©W 0 N O U1 A WN R O

11

TRA-01160

was not one that would allow people to raise issues and
success -- or feel comfortable in discussing difficult
things in that environment. That's where I probably
was critical of the senior cancer management, they
seemed to know particularly little about the team. You
know, that's where you need the senior management to
step in to check the culture. Now there's ways of
doing this and there's ways of ensuring, you know,
functional MDT working, but that should have been on
their radar and that should have been on their horizon,
not simply we can't get a second radiologist and we
can't meet all our 31/62 day targets, because it didn't
take a lot of exploring to see that it was quite
stressed MDT and not totally functional. I don't think
it was a particularly happy Service and I think they
would have required support. You could have started
with the addressing the additionally. I mean, at times
the MDT quorate levels were in 5%, and that clearly
shows that the people could not be making fully
informed decisions. I think they should have focused,
if they had benchmarked all their MDTs across the Trust
they probably would have seen this was the one in most
difficulty and it needed the most support, and I don't
think that support was being given.

Let me move to the next meeting that you had. You had
a meeting with Cancer Nurse Specialists on 22nd
February 2021, and if we go to WIT-84357. The Nurse
Specialists all attended. 1It's fair to say that during

this meeting, a variety of views were expressed?
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DR. HUGHES: Yes.

If we go to the bottom of the next page, page 58,
please, we can see that Kate O'Neill seemed to suggest
that resources were an issue, but your response to that
was that patients weren't even being given phone
numbers?

DR. HUGHES: Yes.

You had been assured elsewhere that adequate resources
had been made available, and that's what the Peer
Review seemed to suggest?

DR. HUGHES: Yeah. There was an increase from three
nurses, which is a very poor level of nursing, to five.
I'm not saying that was ideal but it was an increase
and the response to Peer Review was a very positive
one, and that they clearly said that Clinical Nurse
Specialists would be available to all patients. The
experience from these nine patients, and it's my belief
all other cancer patients who were cared for by

Mr. O'Brien, did not get access to this, and that was
confirmed by the Urology Manager of eleven years.

At the top of the next page then you get a different
perspective. Leanne McCourt claimed that he, that is
Mr. O'Brien -- taking up the sentence in the previous
page -- she felt that he didn't value the Nurse
Specialists. She recalled him asking her in the
kitchen what the role of a Nurse Specialist was. He
didn't understand the role of a Nurse Specialist, was
her perception, whether that's fair or not.

DR. HUGHES: Yeah. I think that may be true. I think
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there's a difference between somebody understanding

a nurse who does urological procedures, but it was very
clear in the Urology guidelines what their roles are
and they step it out; holistic baseline, assessment of
need, and assessment of need as that changes in the
patient's pathway. Helping people to understand their
investigative and diagnostic process, and critically,
helping patients understand the MDT and their treatment
options. I look at the cohort of patients, they are,
by and Targe, elderly men who have gone through their
first cancer pathway, you know, from a variety of
backgrounds, but this is all new to them. A cancer
pathway for the first time is incredibly complex and
incredibly hard to understand, and the work that
Clinical Nurse Specialists, and I have to say the work
the Clinical Nurse Specialists do in the Southern Trust
is exemplary. There's a cancer patient experience
survey from 2018 I think, and it really shows high
quality work. To have that resource and not made
available to patients, I really can't understand it.

To listen to patients describe a cancer journey that
sounded completely bizarre and traumatic, unnecessarily
traumatic is a difficult thing. These were people who
were left, and I probably mentioned it yesterday,
trying to access care through GPs. GPs were no longer
used to providing this type of care because there was

a network to do it, and then ending up in ED at the
time of Covid trying to access care, and that's just

not an appropriate place and not necessarily a place
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with the appropriate skills.

Another perspective, more complementary or warmer to
Mr. O'Brien perhaps is Jenny McMahon's, just down the
page a little, she had a different experience. She
wasn't sure why Mr. 0'Brien didn't invite the CNS into
the room, and that's a question for Mr. 0'Brien, but
she says that Mr. 0'Brien spoke very highly of the CNS.
She recalls Mr. O0'Brien having Review Oncology on
Friday, but she wasn't asked to attend. Her position
seems to be, Mr. O'Brien did appreciate the role of the
CNS, it was just on occasions he didn't invite them to
participate. 1Is that the core of it for you?

DR. HUGHES: 1It's not a statement that makes sense to
me. I think if you value somebody's skills and
expertise, you ensure that your patients can access
those skills and expertise. To say one thing but not
actually put it into action 1is just pointless. I just
don't understand it. It doesn't make sense. If you
value their skills, experience and knowledge, then you
make sure your patients have those, or indeed the
Southern Trust makes sure their patients have access to
those skills.

Yes. At the bottom of the page -- I forget his name --
Jason, another CNS at the meeting. He advised he had
worked with Mr. O0'Brien, and his experience was again
different from Kate's. He said he may not have been in
the room, but would have been introduced after.

I think he means with other Consultants, but with

Mr. O'Brien he would not have had as much input. He
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said Mr. O'Brien may have given contact details in the
room, he doesn't know. Nevertheless, he said

Mr. O'Brien was supportive in other ways and he made
him aware of other patients. I'm not sure if you can
help us with what that means, but, again, it appears to
be a perspective that Mr. 0'Brien didn't have him in
the room and there wasn't an opportunity or there
wasn't a situation where you'd be introduced to the
patient after Mr. 0'Brien had finished with the
patient.

DR. HUGHES: Yeah. I mean, I think there's clear
knowledge of at least potential patients weren't being
seen, and I think that should have been escalated.

I think Martina Corrigan did escalate it and
appropriate action wasn't taken. I mean, again, the
simple way around this is to have an Assurance Audit.
There were audits of patient experience but they were
only obviously the patients who had seen a Clinical
Nurse Specialist, and a baseline part of that audit
should have been how many patients are getting the
opportunity talk to a Clinical Nurse Specialist.

I think it's again a question about the Service that
patients are receiving, despite the Service being
present in that environment, and that's obviously

a governance issue. I think it may be very difficult
for nurses to deal with this in isolation, and I don't
think that's appropriate; but I think that should have
been part of the bi-yearly business meeting and

addressed through normal business.
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Yes. I'm not going to open it just in the interests of

some time, but you met with Heather Trouton on

23rd February. The reference for the Inquiry's note 1is

WIT-84344. She, at that point, was the Director of
Nursing, as I understand it?

DR. HUGHES: Mm-hmm.

Having been, up to March 2016, Assistant Director for
Surgery and Elective Care. One point she did make to

you was that information, including Teaflets and

contact numbers, were visible in every consulting room

for the Clinicians, for the Consultants, but she

accepted, and this goes back to the point you have just

made, that there was no checking mechanism in place.

This Inquiry's interest or main interest, I suppose, 1isS

that governance focus, the super intendance of what was

going on with patient care?

DR. HUGHES: Yes. I mean leaflets and booklets,
classically when a patient is diagnosed with cancer,
they are often overloaded with booklets. I was very
conscious when I was Medical Director in the network
that 27% -- and we are not talking about these
patients, but a lot -- 20% of Northern Ireland has a
Titerary age of 12 so they needed supported

information. When you are going through -- some of the

MDT options for these patients would have been, for
example, curative intent treatment or surveillance.

a layperson they are totally different ends of the

spectrum. That is a conversation that needs supported.

That's a conversation that needs to be done in language
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that they can understand. That's a conversation that

probably needs to be taken over in an iterative way.

while Teaflets are available, these Teaflets are

normally given by a CNS and explained by a CNS, with

the opportunity to go and read that and come back to me

and a telephone number. That's a human dimension of

the Service that these people did not get.
we shouldn't lose sight of the fact that the MDT

operational policy, which I opened to you yesterday,

put an onus on the MDT Clinical Lead, and the core

Nurse Practitioner, on at least on that piece of paper

as I kept pointing out, to allocate the CNS. 1Is that

a point that, for example, you raise with Mrs. Trouton

or where did that point take you?
DR. HUGHES: I took that point to make sure that nurses

were available, but my personal belief is that the

Consultant responsible for the care is the person

responsible for referring a patient to a CNS, in the

same way they'd refer them to an AHP if they needed

that Service, or a social worker if that was needed.

I think that -- my discussion with Ms. Trouton was,

there's a high focus on availability of nursing in

various areas of enhanced care where there's nursing

ratios, and this 1is part of the Service where we found

there was a nursing resource available but not used.

To my mind, that's a professional nursing issue. I was

seeking to see if it had been raised at the governance

issues to her and it clearly hadn't, and then she was

unaware of it.

There was an issue known locally, which
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was attempted to be addressed through the urology
Service manager but it had gone nowhere, and then we
were left with -- and the problem -- what we don't know
is how Tong this problem existed. They have done
Tookback exercise on the basis of Bicalutamide
prescribing, but I believe absence of CNS nurses has

a significant issue as well, and it's specifically

a significant issue when there is variation from mMDT

recommendations and about informed consent.

I think also that the other issues we have picked up is
that MDT recommendations where onward referral was
asked to happen.

Sorry, I missed that?

MDT recommendations, when there should have been onward
referral to oncology and it didn't happen. And if
there's also a missing CNS in that process, I think
that's an issue that needs to be addressed.

Yes. Mr. Gilbert, I have been ignoring you for the
past half day. Back to you. Are there circumstances
in which the Consultant meeting the patient after the
MDT can properly decide that, really, the patient seems
content, is understanding of the advice I have given,
and is exhibiting no worries or concerns, perhaps; I
don't really need to trouble them with a CNS or perhaps
mentioning the CNS the patient can say, no, thanks.

How does a Consultant --

MR. GILBERT: Clearly it's the right of any patient to

decline treatment of any sort, but, in this
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circumstance, we must understand that the Cancer Nurse
Specialist's role is complementary to, not the same as
the Medical Clinician's. A number of models for
interacting with patients along the pathway for the CNS
and for the Clinicians can be described. My experience
in Gloucestershire would be that all the CNSs would be
at the MDT, the cases would be discussed. The
Consultant would usually see the patient to describe
the options available for treatment, but they would
also have an appointment subsequently with a Cancer
Nurse Specialist in order to fulfil their particular
role, which has already been described by Dr. Hughes.
In addition, they could make sure that they understood
what the doctor was saying, and put it in terms that

might be more accessible to them.

In some models, the Clinical Nurse Specialist will sit
in with the Consultant when the bad news is being
given. That is a model that is perfectly reasonable.
I'm Tess keen on it because it implies that the
Clinical Nurse Specialist is somehow the Consultant's
assistant, and I would Tike to make sure the patients
understand that the roles are quite different. The
purpose of the Cancer Nurse Specialist isn't

a fail-safe or a safety net; it is continuity. When
the patient presents from that moment, or from the time
of diagnosis, the Cancer Nurse Specialist is there by
the side of the patient, conducting them through their

pathway, irrespective of who is delivering the
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treatment, whether that's the original diagnostic
Clinician or whether it's a Urologist or whether it's
an oncologist. As such, they are a point of access,
and so the idea of fail-safe or safety net is simply
because you've got somebody there for the patient, and
every patient has a right to that sort of professional
by their side.

It is, however, a fail-safe or a safety net 1in
circumstances where the nurse is fully aware of

a recommendation, or an expected course of treatment,
and exceptionally perhaps that isn't being delivered
and it would be, in those circumstances, the nurse's
role to highlight that?

Absolutely, by return to the MDT and to a receptive MDT
that would understand, because, remember, all the
resources that we have available for the management of
patients come to the MDT. The Clinician, they should
be there. The Clinicians, the Radiologists, the
Pathologists, Cancer Nurse Specialists, some
administrative staff who are key to the tracking
practice, and the MDT becomes the focus for business.
why this patient not being referred? why 1is the
patient not being seen? why has it become necessary to
change treatment? All these questions can be resolved
in this weekly meeting, and instead of having
half-conversations in corridors we now have a formal
process in which we can safely manage patients, and the
key individual in that is the key worker and that, by

and large, is the Cancer Nurse Specialist.
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Thank you. I am going to leave nursing for a moment.
We might see it on the way back when we Took at some of
the specific cases. We can see through these meetings,
Dr. Hughes, that you have explored managerial issues
with their connection with governance, particularly the
Clinical Lead for the MDT, Mr. Glackin, and the cancer
management team, if I can put it in those terms. You
have focused on nursing through the meeting with the
MDT and with the nurses themselves and Ms. Trouton.

You next, it appears, take up conversations
specifically in relation to the issue of Bicalutamide.
Obviously, that had arisen through Mr. Gilbert's work.
You touched on it with Mr. Glackin and the MDT team and
with Mr. Haynes as well. what brought you to meeting
with Mr. O0'Sullivan and Mr. Mitchell, who both practice
outside of the Southern Trust? First of all, who
directed you to them or what brought you to them?

DR. HUGHES: Professor Joe O'Sullivan at that time
would have been the Clinical Lead for the Northern
Ireland Cancer Centre, who supplied the Oncology
Service to the Southern Trust. So while they are not
part of the Southern Trust, they would have been part
of the MDT, and part of that issue was about, actually,
getting access to clinical Oncology and even more
rarer, Medical Oncology. He was the Clinical Director
for the Cancer Services which were part of that MDT, so
while being separate, they did have particular
responsibilities. The issue about Bicalutamide was

a lot of these patients should have been going onward
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to the Cancer Centre for treatment, and it was Tikely
that the Cancer Centre would have a greater oversight
of the issue around Bicalutamide because there wasn't
a lot of clarity within the local MDT. The
investigations were on the basis of the Bicalutamide
issue and the really quite poor availability of staff.
Yes. Just to be clear, was it your decision to direct
your investigation, if that's the right word --

DR. HUGHES: Yes.

-- towards these two practitioners? Let me just look
then at your meeting. I was wrong to suggest, perhaps
in my opening of this, that chronologically it came
after the nurses. It was the first meeting, the
meeting with Mr. 0'sullivan was 4th January. If we can
open up that, please? 1It's wIT-84362. That was via
zoom, and you explained the process of your SAI review.
You asked Mr. O'Sullivan was he aware of any issues
regarding the practice of Mr. 0'Brien. He told you
that when he came into the post initially, about 17
years ago, he had concerns in relation to the use of
Bicalutamide and he had frequently challenged

Mr. O'Brien about, he made recommendations in clinic
lTetters questioning the use of Bicalutamide instead of
what he called the standard 150 milligrams LHRH agonist
therapy. 1In the cases he had seen, the dose of
Bicalutamide would not have resulted in a major
detriment to the patient's therapy or outcome and,
therefore, wasn't escalated further. He said he was

aware that his colleague, and that's Darren Mitchell,
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is that right?

DR. HUGHES: Yes.

As MDT Chair had raised "our concerns'™, is that the
Belfast MDM's concerns?

DR. HUGHES: Yes.

About AOB, Mr. 0'Brien's Bicalutamide prescribing with
the then Clinical Director from Pathology. 1Is that

Mr. McAleer?

It's Seamus McAleer, yes.

Probably in 2011. This conversation seemed to confirm,
to some extent, Mr. Gilbert's analysis that there was

a reason to be concerned about Bicalutamide
prescribing?

DR. HUGHES: I think we had a small number of cases and
a variable degree of awareness within the local MDT, so
the rationale for asking the Northern Ireland Cancer
Network Leads was to actually get their input, and it
was very clear there had been concerns for a very long
period of time where there was Tocal attempts at
resolution through clinic letters and one episode of
escalations but not 100% successful. The other
discussions, I'm not sure if it's captured here, was
around the quorate nature or lack of quorate or lack of
staff locally.

Just look at one particular issue. You can see there,
Mr. Gilbert, in the middle of that large paragraph,
that the concern or the questioning was in respect of
the use of 50mgs of Bicalutamide as opposed to what has

been described here as standard 150mgs or LHRH. Does
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that recall our conversation yesterday where you say in
certain circumstances, 150mgs of Bicalutamide may be an
appropriate treatment?

MR. GILBERT: Yes. As I said yesterday, it can, under
certain circumstances, be an alternative to an LHRH
analogue. I think, in this case, Professor 0'Sullivan
would have seen patients who had been started off on
hormone therapy as a prelude to Radiotherapy.

A patient with localised prostate cancer disease
confined to the prostate or its immediate vicinity
would have been started on hormone therapy from the
Southern MDM, with a referral up for Radiotherapy and,
of course, that gives the opportunity to the Oncologist
to amend the hormone therapy from what might have been
an inappropriate dose of 50 milligrams up to a full
dose. Whether that's an LHRH analogue or 150
milligrams of Bicalutamide is an individual decision.
It just happens to be my practice, and most of the
oncologists I worked with would have preferred the LHRH
analogue, but I maintain that 150 milligrams of
Bicalutamide is an alternative. Okay? The patients
that Professor 0'Sullivan will have seen, he will have
been able to change their treatment to an appropriate
hormone regime prior to their Radiotherapy. Patients
he won't have seen are those that were started off on
hormone therapy, whatever that is, and then not
referred on for an opinion from an Oncologist. It is
those patients that I think form part of this cohort,

and it's those patients who the Oncologists would not
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have been aware of, because of the lack of referral on
the suggestion of the MDT, or of the recommendation of
the MDT that they go and have an opinion from

a Radiation oncologist. That didn't happen.

Yes. Just going back to your choice of word on the
150, that is an individual decision, I think you said?
MR. GILBERT: Yes.

But within parameters?

MR. GILBERT: The reasons I would recommend an LHRH
analogue is that the trials that establish the current
practice within giving external beam Radiotherapy for
lTocalised prostate cancer involved LHRH analogue, so
why change? we know you get good results with that,
stick with that. The other second reason is that the
LHRH analogue is clearly licensed for locally advanced
disease, which is a particular staging of prostate
cancer. Staging, in its medical terms means how far
has the cancer got? where has it got to? Locally
advanced means that the disease has spread just outside
the capsule of the prostate and is clearly involving
the surrounding tissues, but there is no evidence of
any spread, either to lymph nodes or to bone, which are
the two preferred sites for metastatic spread. It's
that group of patients for which this drug is Tlicensed.
In essence, you could say that if somebody has
generalised localised prostate cancer that is confined
to the prostate itself, you shouldn't really be giving
the 150 milligrams of Bicalutamide because it's outside

the licence. Having said that, I think it's reasonably
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common practice for people to substitute one for the
other.

Yes. I just want to touch, Dr. Hughes, on the mode of
communication here. Dr. 0'Sullivan is saying that he
has concerns about what he had come across, 50
milligrams being used when he didn't think that was
appropriate. His approach is to write to Mr. O'Brien,
it seems, repeatedly, with alternative therapeutic or
prescribing recommendations, but not to escalate it on
the basis that it doesn't appear to be causing
significant harm. But if he is still seeing the cases
coming back to him with Mr. O'Brien not listening,
perhaps, is one inference from that, or taking

a different view, to put it more neutrally; 1is that

a satisfactory approach?

DR. HUGHES: No. I think part of the conversation was
reflection on Professor 0'sullivan's part and

Dr. Mitchell's part that perhaps they should have
escalated it through normal practices. I think some of
the issues, and this is obviously an issue for this
Inquiry, is how governance is managed between
institutions and between a Cancer Network and
institutions, where there is knowledge and information.
The normal pathway is to escalate that up through your
own governance structures. It can be, you know,
Medical Director to the Medical Director discussion.
The understanding that they were the Cancer Network, or
the Cancer Centre providing care for the patient in the

Southern Trust, while they weren't directly related to
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the governance in the Southern Trust, they actually had
a governance responsibility for those patients.

I think they know that and I think that they reflect on
that as part of the discussions that we had.

I hopefully reflected that in my statement, because

I think they felt they should have done more.

Yes. Indeed that is, I think, reflected in your
statement. Just scroll down. I think Mr. O'Sullivan
-- you also raised with him the issue of Oncology
attendances, as you remembered. Part of the difficulty
was that the MDM on lung cancers and the MDM on Urology
clashed, it was the same day?

DR. HUGHES: It was actually more than that.

A single-handed Oncologist was expected to staff the
Urology clinics, the lung clinics, and two very high
volume, complex MDMs. The jobs weren't attractive and
the roles were very difficult to deliver. I slightly
had more information than that because when I was the
Medical Director we were sending professionals down to
support on a locum basis, but it was actually a role
that was not deliverable, and they needed to be picked
apart and more resource put 1in.

Mr. O'Sullivan did recognise, nevertheless, that there
was a lot of good work going on at the MDT, and he
wanted you to reflect that in your report?

DR. HUGHES: Yes.

You next met with Dr. Mitchell. was that at

Mr. O'Sullivan's suggestion?

DR. HUGHES: Yes, he had mentioned that he had more
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detailed information about that.

Yes. Let's look at the record of that meeting.

WIT-84363. Just scroll up, please. You explain to him

that one of your concerns was nonadherence to MDT
recommendations, including non-referral to Oncology
Services. Dr. Mitchell apprised you of his concern
about hormone therapy prescribing that had gone back
a decade. He said that he took over as Chair of
Regional Urology MDM in 2015 and had challenged

Mr. O'Brien on his use of Bicalutamide as part of the
development of clinical guidelines whilst Mr. O'Brien
was Chair of NICaN. Dr. Mitchell said that his
response was to write prescribing guidelines for
hormone therapy. Wwe touched on this yesterday. You
explained that it was your understanding that the
guidelines were as a direct response specifically to
Mr. O'Brien's approach to prescribing?

DR. HUGHES: Yes. That was one of the major triggers
because of the repeated variance from expected
practice, and I think that's confirmed by the
Bicalutamide Audit.

He shared the guidelines with you. The penultimate
paragraph there on 64. Dr. Mitchell advised that he
had e-mailed the Consultant Mr. O'Brien in '16/'17,
about his prescribing outside recommended guidelines,
highlighting that it was his GMC duty to inform
patients they were treated outside the recommended
guidelines and the patients were misled -- presumably

misled in the sense that they weren't informed their
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treatment was outside of guideline. Did you ask for
sight of that e-mail?

DR. HUGHES: He said he would try and find it. He
didn't forward it to me so I'm not sure if he has found
it. As part of the discussion, Dr. Mitchell clearly
reflected that he should have escalated the issues.
Despite the many actions that he had taken, he was
still concerned about the persistent prescribing
outside guidelines and felt that he should have done
more.

Yes. The note of your meeting with Dr. 0'sullivan is
specific that the concern was prescribing at 50
milligrams, when the standard was 150 for the reasons
explained by Mr. Gilbert, or, in the alternative, LHRH.
I am not sure I have seen a specific diagnosis of the
problem in what Mr. Mitchell was saying?

DR. HUGHES: we didn't delve into the details of the
issue. The discussion was really about, did you know
that this was a problem? How long did you know it was
a problem? Wwhat actions did you take? Did you
escalate? He obviously clearly did take actions in
writing a regional hormone therapy guidelines, which
was signed off at the NICaN Regional Clinical Reference
Group, and he did take action on a personal basis by
e-mailing and writing, but he didn't escalate it. That
was the understanding at that meeting, so, again, we
had knowledge of a problem in part of the wider system
in Northern Ireland, not appropriate escalation of the

governance, and a problem not being necessarily passed
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back to the Southern Trust and the right actions not

being taken, and both professionals did reflect on

that.

Yes. Wwas Dr.

Mitchell still involved in the role as

Chair of MDT or in Oncological Services at the point

when you were speaking to him?

DR. HUGHES:

I don't think so.

names sound the name.

That's the cChair -- the
The Regional MDT is the MDT that

all the Southern Trusts and the Northwest Trust would

feed into on a regular basis, so it's a regular

regional meeting.

The NICaN Regional Reference Group

is a very separate group that oversees production of

guidelines and consistent delivery of guidelines,

interfaces with the Commissioners, and does that type

of work. Dr.

Mitchell was the chair of the Regional

Urology MDT for specialist cases, and cases that would

be passed on from the three cancer unit MDTs.

Yes. Nevertheless, cases relating to Mr. O'Brien's

patients would make it to Cancer Services in Belfast,

presumably you were finding the problems in cases in

2019/20207?
DR. HUGHES:

Yes.

Some cases, as you point out, don't get the referral,

notwithstanding the MDM recommendation, but the 1issue

of prescribing outside of the guidelines, as you put it

in your report, must, nevertheless, have been known

outside of the Southern Trust, not just in the time of

O0'sullivan and Mitchell, but beyond that?

DR. HUGHES:

I think it was known outside of the
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Southern Trust, and obviously it was known in the
Northern Ireland Cancer Network. I mean, it wasn't
something I had to -- it was very clear as soon as we
had the discussion, they were well-apprised of the
issue.

I think, as you have said a moment or two ago, that it
does raise across institution, across site governance
issues that need to be addressed by the Inquiry,
perhaps?

DR. HUGHES: Yes.

You have explained that you met with families on three
occasions?

DR. HUGHES: Yeah.

Not all together as a group, but individual meetings.
You have reflected in your statement that you were met
with, on many occasions, upset and anger, and my words,
not yours, presumably a sense of bewilderment as to how
these things had happened?

DR. HUGHES: Yeah. The family were very stoic.

I think the first three people in Patient 1's family,
Patient 9's family and I think, yeah, probably maybe
patient -- I want to get these numbers right, I don't
want to -- Patient 2.

Just repeat that?

Patient 1, Patient 9 and Patient 2. The first two
patients had prostate cancer. Patient 1 had, sadly,
deceased. They had found the process very troubling
and a Tot of that was about having a coherent care plan

about understanding what was happening about accessing
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basic services, difficulties with catheters, and it

seemed -- this 1is evolving as we discussed, it seemed

that the point of contact was the Consultant's

secretary for care. I literally

couldn't understand

that because that was not my understanding how any

Cancer Services work because, in essence, we would be

seeking access through Services,

probably through

a very business secretary who had no clinical

background. I was immediately asking what about your

Clinical Nurse Specialists? They didn't have access to

that and didn't really know about that. Patient 9 was

somebody who had delayed diagnosi

s of cancer and

eventually presented with GI symptoms and presented to

the GI MDT with presumed rectal cancer but had actually

had Tocally advanced prostate cancer. Even at that

stage he was referred back out but he wasn't given

a Clinical Nurse Specialist at that stage. Obviously

because of the Tocally advanced cancer, he had specific

needs and specific nursing needs.

I think the

conversations, to tell somebody things did not need to

be this way, it was quite difficult for them, and

depending on the amount of insight, it probably took

a while for that to sink in. 1Ini

tially we met with

families and patients with support, usually of

a spouse. That's always a very difficult conversation,

to say you've come to harm, and possibly come to harm

because of Services that you haven't received or

Services that you haven't received in a timely way. Wwe

did that with all the patients.
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because of the time of Covid, which was not ideal,
because these conversations are always better in the
room. We then met at a midpoint, after we stepped
through a Tot of the information, and then we met
finally before issue of final report. I think when we
met the second time, the families had time to digest
what happened, and the conversations had moved from the
specific professional that was delivering the care to
the, how did this happen? I mean, they all knew about
the MDT and multidisciplinary input, they had different
ways of describing, but they all expected that cancer
care was delivered to a higher standard with greater
oversight and greater governance. A lot of them
thought the reason they didn't have Specialist Nursing
was because of Covid or because services were stressed,
and I think it was really, really difficult for them to
understand that other patients -- and they did ask
about the standard of the Service for everybody else
and the support they got. It was very difficult to
find that people were somewhat unique in not having

a basic standard Service, and I think the focus did
move from their care to how that care was delivered,
seemingly in a multidisciplinary governance supported
environment, that their care would have been different.
This question would probably be better targeted at the
patients and families themselves. From your
perspective, taking into account your experience
working through these nine SAIs, and indeed your wider

experience, how does, and how did in this case, the SAI
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process work for the patients? Do you believe that, in

general terms, patients and families get a degree of

understanding and perhaps satisfaction from the

process, or are there other shortfalls in the process

that might be improved upon? I suppose finally to

reflect in your answer, sorry, a long question, is

there anything that you would suggest by way of

recommendation in this area?
DR. HUGHES: I think, I'm careful, I don't really want

to be presumptive and speak on the part of the

families. My reflections from this, when I benchmark

it to other work I have done, I have done work where

people had concerns about their care and maybe had to

Tobby for quite a while until that care was

appropriately reviewed.

If they go through that

process and they are vindicated that's a very positive

thing, and then people can take something of that.

This cohort of families, and four of the patients have

sadly died. They just thought their parent or relative

had really bad disease, and to be told, actually, you

should have been referred to Oncologists at an earlier

stage on many occasions, or you should have a different

type of therapy and your care should have been

supported in a different way, was a very difficult

story to tell. No matter what we found, we are not

going to be able to fix that. I think the process,

I know you met the daughter of family 1. She shared

many of the things that impacted on her Tife, and we

can never redress that.
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process is meant to be patient and family focused in an

attempt to show redress and improve the services. It

may help for some, but I think it was quite traumatic

for many.

Is there anything you could suggest that might improve

the process or is it a case, 1in your view, maybe it's

not always done in SAIs, but to they involve the

families as much as possible, and you have pointed out

I am not sure if you can improve upon three meetings,

it's specific stages?

DR. HUGHES: Yeah, I thought what had happened to these

families was that they had a very poor understanding of

their care, very poor information, simply because one

of the major tenets of how you inform patients and how

you support patients was not made available to them,

and their care package was very complex and very

difficult. I was as honest and forthright as I could

be, but I think Patient 1 obviously found that quite

bTunt and I'11 need to reflect on that. I think these

patients would require a wider piece of work done.

I think they would be very concerned if they weren't

referred to Oncologists, they would want to know how

many people did that also happen to? There needs to be

an audit to review non-action on MDT specifically

around referral. I know there's a lookback in terms of
Bicalutamide, which is something that may be easier to
do, but an MDT recommendation that says please refer on

to Oncologist, not actioned, is a significant deficit

and they would be very concerned about that.
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easily find out how many people weren't supported by
Clinical Nurse Specialists. I think when you know the
breadth and depth of the problem you can make an honest
statement about fixing it, but unless you know those
details, I think the families -- I am speaking on
behalf of the families and I shouldn't do that --

I think they would want to know the depth and breadth
of the problem and the extent of the remedy. One
family and it's Patient 9, the last meeting was with
their extended family and they had Tots of insight and
they were clearly saying, we want to know why, we want
to know how. I think that's the role of this Inquiry.
Yes. One point you make in your statement at
WIT-84173, the first bullet point. If I can skip to

the second sentence:

"The major issue throughout the reviews was the finding
of care deficits that were professional-specific but
happened within a multidisciplinary setting. An SAl is
ultimately a learning and improvement tool - the
weakness of this process was that those responsible for
managing care and service did not have the opportunity
to meet the patients and families and contextualize the
deficits. The families had offered to be part of the
assurance process which considering the trauma suffered

was brave and constructive".

You ensured this was included in the recommendations,

and I understand that that is being taken forward.
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engage with the treating Clinicians or the MDT

on the

other, and vice versa, I'm not sure you are suggesting

that that is something that could be put into

a process. Is that reflection contained in your

statement, does that derive from a concern on your part

that those responsible for managing care didn't seem to

get the Patient Safety issues that arose from the work

that they were supposed to be doing?

DR. HUGHES: No, I think they understood the Patient

Safety issues, I think they heard the deficits.

I don't think they understood the experience of the

families and patients. I think part of the problem

was, these deficits were parked with a named

individual, and the wider ownership and the wider

responsibility was not fully understood because it's

easier to park it with an individual. The families had

moved past that, several of the families said,

not about Mr. O0'Brien, this is about the Southern Trust

and indeed the wider network. The families clearly had

this 1is

insight because it's not what happened, it's why it

happened and how it happened.
one person who you didn't hear from as part of

process, and who you wished to hear from, was

the

Mr. O'Brien. I want to explore that in the next 10 or

15 minutes or so before our break. Can I bring you to

your witness statement, please, at WIT-84154:
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in the Tast couple of lines of that paragraph:

"The review team considered the clinical care and
pathways for all 9 patients. The i1nvestigation team
wrote to Mr. O"Brien with specific questions for
clarification. These gquestions were not responded to

despite extension of deadlines.”

Can we just look at another aspect of your statement 1in

similar context? If we go to WIT-84172. You say:

"The major deficit within the review was the i1nability
to engage with the professional who was the named
consultant for all the patients. This would have
allowed some insight into variations from expected
practice, as defined by the regional and national
guidelines. Despite repeated communications and
extended timelines responses to the questions regarding

patient care were not received."
Paragraph 19, and you are asked:

"Having regard to any difficulty identified above" --
the difficulty being Mr. O0'Brien's non-response, as you
put it -- "are you of the opinion that it undermined or

impacted upon the quality of the SAl Review process?"

You say: "I do not believe that non-engagement by the

named Consultant hindered the "finding of fact®™ aspect
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of the SAIl process - this was a process of benchmarking
patient timelines, patient stories and patient outcomes
against regional and national guidelines common to all
urology cancer care. It i1s not unusual for an SAl
process to be carried out independent of the
professional delivering the care. We were however
unable to ascertain why therapeutic choices were made,
often at variance with regional guidelines and

recommendations of the Urology Cancer MDM.'

I want to ask you, Dr. Hughes, the purpose in making
contact with Mr. O'Brien was, as I understand it from
your answer here, to understand why the therapeutic
choices were reached outside of the guidelines?

DR. HUGHES: Yeah. Wwe wrote in December to meet and to
explain the process. It was a Level 3 SAI where an
independent component and the clinical --

Let's just have that on the screen. You wrote in
December. It was 1llth December. TRU-162602. A short
Tetter:

"As part of the normal SAl process we have been
carrying out interviews with all relevant members of
staff who have been involved in these patients® care.
These interviews are based on the patients®™ journey and
are aimed at identifying learning and making
recommendations. We are seeking to complete the staff
interviews before Christmas in order to keep the time

frames of the review. We would be keen to have your
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input into this process.”

By this stage you had met patients. By this stage

Mr. Gilbert had delivered his first draft. was there
any thought given to engaging with Mr. O'Brien at an
earlier stage before Mr. Gilbert had finalised his
first draft, which I suppose, by definition, had come
to specific conclusions about shortcomings?

DR. HUGHES: Yeah. 1It's a Level 3 SAI with an
independent component, and part of the independent
component is an independent external clinical opinion,
and that's the structure of how I chose to do the Level
3 SATI. 1It's similar to a similar process I did for
another Trust involving nine thoracic cancers where the
Royal College of Surgeons provided an independent
clinical opinion of the work done by professionals.
Then you have seen the learning from that and our
qguestions from that. There are questions for a range
of professionals, and we would have had the same
process for Mr. O'Brien. 1It's not litigation where you
have one professional counter-arguing against another
clinical opinion. Wwe took a road to get an independent
external appointed clinical adviser, Mr. Gilbert, and
it was his role to give an external independent
opinion. The variance from accepted best practice
would be the themes, then we would that variance, be it
Clinical Nurse Specialist, be it Oncology or be it the
work of Mr. O0'Brien, so while the input on was on that

basis it was not necessary to argue the clinical
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opinion with Mr. 0'Brien as part of the process. That
is how I have done other Level 3 SAIs where the
clinical opinion is given separate to the people who
would have been involved in care, because we are
Tooking for, has harm or potential harm occurred?
There's an obvious conflict of interest if you are
involved in delivering that care. I think that may not
be fully understood, so that was one part of the reason
for our initial meeting. We themed the questions that
we would T1iked answered and bring forward for
discussion through Mr. O'Brien's legal team. I should
say this is what we explained to the families, that the
clinical opinion given would be independent of Northern
Ireland and of the Southern Trust, and that was part of
the engagement process. Wwithout that I don't think we
would have got truly proper engagement.

Implicit in your answer, Dr. Hughes -- sorry to cut
across you -- is that Mr. Gilbert's opinion 1is not
something that is open to debate within the process, as
you imagine it, but is it not, nevertheless, important
in matters which occasionally can give rise to clinical
judgment, where two practitioners might have room for
lTegitimate debate, where the clinician has access to
the patient, whereas Mr. Gilbert doesn't; given those
kinds of factors, is it not, nevertheless, appropriate,
even within an SAI process, to want to hear the
clinician's views so that Mr. Gilbert, he may not
change his mind, but would have a more rounded

understanding of what was going on in any individual
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patient's case?

DR. HUGHES: Yeah, I think that's reasonable. we
formed our questions on the basis of not general themes
but on the basis of individual patients, and we asked
about the Bicalutamide, we asked about non-inclusion of
nurses, non-referral, so we did ask and gave him the
opportunity respond to questions on each individual
patient.

Let me just work through some of the stages in this.
That Tetter that you wrote, which is up in front of us
on the screen, was met with a response from

Mr. O'Brien's legal representatives on 23rd December.
Just to pull that up, please. It is at AOB-03095.
They, I think, apologise for the delay in responding.
Mr. O'Brien has been unwell. They, as a legal firm,
were tied up with the medical practitioners tribunal on
related issues. It's not mentioned here, I don't
think. I think there had been a bereavement in

Mr. O0'Brien's family and there was to be a subsequent
illness and bereavement in early January. That's the
context in which they are responding. I think, as it
appears from that, they are anxious to get across the
point that Mr. O0'Brien has received your correspondence
and wishes to assist.

DR. HUGHES: Yeah.

They ask for some information, if you scroll down to
the bottom of the page. 1In the context where you, in
your earlier correspondence, haven't been entirely

specific about why you wished to meet Mr. O'Brien, they
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are trying to tease that out, and they ask for

materials relevant to the cases. The Terms of

Reference, the review methodology, a description of the

incident case, the timeline drafted by the SAI group,

the threshold criteria for each SAI engaged, the

specific issues which you are inviting Mr. O0'Brien to

address, and complete copies of patient records and

complete data available from the NICaN system. You had

no difficulty in agreeing to provide that?
DR. HUGHES: No, no.

we know 1in your response, if we look at AOB-03112, you

have attached the various documents. You emphasise

that:

"As we are facing time constraints from the HSCB', you

would ask that answers to the questions posed would be

received within two weeks, by 29th January.

If we just Took at the specific questions that you were

raising. The questions were identified following

a meeting or at a meeting of the team; is that right?
DR. HUGHES: Yes.

of the Review Team. You ask three or four questions on

each case, which were primarily focused on -- well,

they cover the broad range of concerns, but fairly

narrow questions. Was that deliberate?

DR. HUGHES: Yes. 1It's the same process that we would

have had for everybody else who had contributed to the

team.

we had the core team and then we took advice and
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information and input from all the other professionals

in the care. We had an independent note review already

in place, and we were asking clarification of items

that we could not form an opinion on. 1Incidentally,

the involvement of clinical specialists is the MDT, and

it's an independent process with access from those

delivering care.

Yes. Throughout this period there's a flurry of

correspondence. On 19th January, in answer to this

correspondence. Mr. O'Brien's solicitors are advising

that there's been a bereavement in the family, they

were unable to take instructions until the following

week. Then on 22nd January -- if we can just put up on

the screen, please, TRU-162611.

This is a request for

further information coming your way. The solicitors on

Mr. O'Brien's behalf wish to see the Datix forms. Ask

guestions about whether the draft Terms of Reference

are finalised. Asking questions about family

engagement. Asking questions about the review

methodology. I'm not going to go through this in any

greater detail. But scrolling down we can see that in

relation to the questions document that you had sent

the week before, they ask a series of questions in

relation to that. Again, Mr. O0'Brien's facing into

a GMC process?

DR. HUGHES: Yes.

The Inquiry has been announced,
gquestions, quite appropriately,

that, about the nine patients.
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that a cautiously cooperative approach is being adopted
here?

DR. HUGHES: Yeah, I can understand that. An SAI is
not a legal process. 1It's a family and patient-centred
process. I can understand how we ended up going
through documents and iteration of documents, but we
did get involvement from everybody else we asked, and
at times those people were in equally difficult
circumstances, who will probably be giving evidence
here, and questioning their roles. Wwe tried to make
the burden as little as possible because the
independent clinical opinion had been given by

Mr. Gilbert and we needed input from the professionals
delivering care. It was the same ask of the Specialist
Nurses. I can understand the legal process but

I think, I know there's a timeline from the Department
of Health to have this done and to get a greater
understanding of the depth and breadth of the problems,
but there was a human dimension to this that two family
members had already died and two further members had
died earlier that year, I think not quite at that stage
but by the time the document was submitted four members
had -- four patients had died.

Yes. If we jump ahead a month to mid-February, if we
can go to AOB-3225. By this stage, this is

Mr. Anthony, who is Mr. 0'Brien's legal representative.
He's writing to Mrs. Kingsnorth and he is telling,

I suppose, your review process that Mr. 0'Brien 1is

working through the voluminous documentation provided.
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Incidentally, he had only received some of the last
documents requested as recently as 16th February?

DR. HUGHES: Yeah, I was not aware of that fact.

Yes. I needn't open up the document to you, but it's
recorded that he received the Datix material he had
requested on 8th February and the full NICAR records on
16th February. Do you understand it took some seven
weeks, I suppose, if you take the timeline from the
23rd December when he first started making requests for
material, through to mid-February?

DR. HUGHES: I do understand. I should say the Datix
reports were not part of our review. We received post
triage, so we were not retrospectively reviewing how it
came to be in our review process, so I am not quite
sure why -- I can understand why some people would want
to know that, but we certainly weren't asking questions
about how a case was triaged into the process so

I don't think that should have delayed the issue.

It's recorded here:

"We are progressing well with comments iIn Service users
A and B. Mr. Anthony is on leave next week and hopes
to have comments to you on these two cases by the end

of next week or the following week.™

It's clear from this correspondence that Mr. O'Brien is
intending to cooperate with you and is cooperating with
you; is that fair?

DR. HUGHES: To that point, yeah.
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Yes. There then followed some correspondence between
the Tawyers, Tughans for Mr. O0'Brien and the
Directorate of Legal Service on behalf of the Trust.

If we can bring up on the screen, please, AOB-03349.
This is Business Service Organisation Directorate of
Legal Services on behalf of the Trust. This 1is 5th
March and the lawyers on behalf of the Trust say they
intend sending the draft patient report and draft
overarching report with recommendations to each patient
and family on 8th March. So three days later. That's,
I suppose, on the back of the correspondence of the
19th February saying Mr. 0'Brien is mindfully working
through these.

In that period of two weeks between those pieces of
correspondence, had you or anybody else on your team,
perhaps Mrs. Kingsnorth, chased to see what was
happening or are we going to have a response to the
guestions?

DR. HUGHES: I believe Mrs. Kingsnorth did.

Okay.

I did not.

Okay. 1In any event, somebody had made a decision that
these were going to be disseminated and published by
this date, even implicitly even if we don't have

a response from Mr. O'Brien?

DR. HUGHES: I think that's the case, yes.

Yes. Can you help us, what was the pressure for that?
DR. HUGHES: 1I think the pressure was three-fold. The
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Southern Trust were required to get clarity for the
overarching supervision, I can't remember the name of
the group, but the Department of Health. I think the
other pressure was the families wanted access to these,
especially those who had been recently bereaved.

Yes. I started this sequence by pointing out the
sections of your statement which, in terms, said

Mr. O'Brien had been asked questions and, despite
extended time 1limits or deadlines, he never responded.
The suggestion there is that Mr. O0'Brien wasn't
cooperating?

DR. HUGHES: Wwe didn't receive responses in the
timelines I would have expected to relatively simple
questions and perhaps that, on reflection, is wrong.
when I was writing my witness statement I probably
reflected part of that in that it would have been
better to wait, so I think you do have a point.

Just to be clear, in light of what we have seen from
the correspondence, Mr. 0'Brien was showing
cooperation. Quite plainly he didn't dismiss your
questions. It's been said on his behalf he is working
through them. You are facing the competing pressure,
threefold pressure of having to publish and, with the
benefit of some hindsight perhaps, it might have been
better to wait?

DR. HUGHES: Yes, I think that's fair.

It might have been better to wait because, if you had
received responses from Mr. 0'Brien, you would have

obtained an understanding and Mr. Gilbert would have
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obtained an understanding of his thinking around
treatments?

DR. HUGHES: Yes. I think some of the issues that are
clearly benchmarked against international standards
probably wouldn't have changed because we were
benchmarking against known best practice, and I don't
think those views would have changed. I think the
underlying question is why some of this happened? You
know, why referrals weren't made? why nurses weren't
involved? I think that would have been appropriate,
yeah.

MR. WOLFE KC: would this be a convenient time, Chair,
for a short break?

CHAIR: Five to 12.

MR. WOLFE KC: Thank you.

THE INQUIRY ADJOURNED BRIEFLY AND RESUMED AS FOLLOWS:

CHAIR: Mr. wolfe.

MR. WOLFE KC: As appears from Mr. O0'Brien's witness
statement to the Inquiry, he has had opportunity to
review three of the cases that were the subject of an
SAI Review, and he has provided comments, which, to
some extent, put a challenge up to some of the findings
contained within the reviews and I wish to go through
some of that now with you, primarily, Mr. Gilbert. The
Inquiry's Term of Reference C is primarily driven and
focused upon the governance aspects of these cases,

but, clearly, where there is a challenge being
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expressed to some of the clinical aspects of the cases,
it's important to take a look. The first case I wish
to explore with you, Mr. Gilbert, concerns Service User
A or Patient 1. Let me just start by looking at the
MDM recommendation in that case. If I could have up on
the screen, please, PAT-001481. You are familiar with
this case, Mr. Gilbert, I'm sure? It can be seen that
he was first discussed at an MDM on 29th August 2019.
It was recommended that various investigations would be
conducted, bone scans, CT chest, abdomen, pelvis and

for further discussion at a future MDM.

The primary issue in this case, Mr. Gilbert, in terms
of your review, was the prescribing of Bicalutamide
and, in addition, the failure, as you saw it, to refer
to oncology; is that right?

MR. GILBERT: Yes. I report the second before the
first.

Okay. 1I'l1l bear that in mind. Let's pick up on
something of the prescribing history here. we can see
it recorded that the patient had been prescribed
Bicalutamide 150 milligrams daily and Tamoxifen 10
milligrams daily while awaiting completion of imaging.
The medication however was accompanied by intolerable
adverse toxicity, and that was mainly in the form of
Tight-headedness, to the extent that the patient lost
the confidence to drive. He was asked, by Mr. O'Brien
assumedly, to discontinue taking both and to resume

taking Bicalutamide at only 50 milligrams daily from
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1st November. A bone scan, et cetera, was requested,

and he was for review on the November.

The CT scan reports here on 28th October, no evidence

of metastatic disease, and then into the MDM, I think

a couple of days Tater. Discussed at the MDM on 31st

Ooctober, where it was found that Patient 1 has

intermedi

ate risk of prostate cancer and he 1is to start

ADT and refer to ERBT. That's a form of Radiology, is

that right? Radiotherapy?
MR. GILBERT: External beam radiotherapy.

Yes. The next stage is for Mr. O'Brien to see the

patient.

He sees him in November. 1If we could just

have up on the screen, please, the note of that review.
PAT-001453. would you anticipate, Mr. Gilbert, that

this 1is the opportunity to discuss the recommendation

of the MDM, the next review between treating clinician

and patient?
MR. GILBERT: No, I would have thought the opportunity

had come

before then. The patient was referred -- I'm

sorry, the dates are not clear. The histology was

obtained.

He had had an MRI scan which showed he had

Tocalised prostate cancer, that is disease within the

gland itself. The MDM had recommended that he attend

a specialist MDT, that is the one based in Belfast that

can offer radical therapy, to discuss whether or not

this disease should be managed by so-called active

surveillance or by active treatment. That didn't

happen.

It was recommended also that he should have
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staging scans at that stage.

Just in terms of the dates, sorry. The MDT was at the
end of October, 31st October. This is the review on
11th November immediately following --

MR. GILBERT: Okay.

-- the MDT. Just so I understand the process. The
clinician, in this case Mr. 0'Brien, has the
recommendation of the MDM. He takes that with him to
meet the patient as soon as may be and, for whatever
reason, the review takes place eleven days --

MR. GILBERT: Sorry, yes. That was the opportunity for
him to request the staging scans, a CT scan and a bone
scan.

Sorry, no, just to be clear. They have been done --
MR. GILBERT: Yeah.

-- for the MDM on 31st October?

MR. GILBERT: Yes.

You have seen the recommendation?

MR. GILBERT: Yes.

This is the meeting between patient and clinician
immediately after that?

MR. GILBERT: oOkay, right. Sorry, I got the dates mixed
up.

Yes. The recommendation, as you know, is to start ADT
and to refer for EBRT?

MR. GILBERT: Yes.

what we see in this note is that there's a lower
urinary tract issue, it's unchanged, and the plan is

query EBRT and review.
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Let me take you to your SAI findings in this context.
If we start at PAT-001304. A1l the way down to the

next page. The Executive summary reminds us that he's

been discussed on 31st October at MDM and it says:

"A recommendation to commence LHRH analogue and refer

for an opinion was agreed."

The specific recommendation, Mr. Gilbert, was to start

ADT?

MR. GILBERT: Specifically as neoantigen treatment for

external beam radiotherapy. It wasn't started as the

definitive treatment.

This patient would normally have

been treated in most MDTs by being referred to the

specialist MDT, following the staging scans, for

consideration of external beam radiotherapy, and the

effects of external beam radiotherapy are improved if

they are proceeded by a four to six month period of

hormone therapy with ADT.

Yes.

MR. GILBERT: This ADT was specifically given as

a prelude to external beam radiotherapy. Under these

circumstances where you have localised prostate cancer,

ADT is specifically not included in the recommended

treatments. Okay?

Sorry, I need to go over that again. 3Just factually

and specifically, the recommendation --

MR. GILBERT: Yes.
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-- it doesn't say we recommend LHRH; it says we

recommend ADT. The specific question, I suppose, is:

Mr. O0'Brien had started this patient on 150 milligrams

per day seven months prior to the MDM. The patient ran

into difficulty with side effects and it was to be
reduced to 50 milligrams going forward. The MDM
intervenes and says, radiotherapy and start ADT.
MR. GILBERT: Okay.

Is it fair to say that Bicalutamide, at 150 milligrams,

would be a form of ADT?

MR. GILBERT: It is a form of ADT. Some people would
use it, yes.

Yes.

MR. GILBERT: It is as a prelude to external beam

radiotherapy. Think of that treatment as one treatment

modality; hormones for four months and then the
radiotherapy.

Yes.

MR. GILBERT: That is how you treat localised prostate
cancer with radiotherapy. oOkay?

Yes.

MR. GILBERT: To treat localised prostate cancer with
ADT is against guidelines. The treatment options for
the continuing treatment of localised prostate cancer
are either to maintain active surveillance, which 1is
essentially just monitoring the disease, not on any
hormones, or to seek external beam radiotherapy as an

alternative. Okay? For this patient, who had

lTocalised prostate cancer, what should have happened at
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the outset is that as soon as he was known not to have
metastasise he could start hormone therapy pending his
immediate referral to the specialist MDT which is
capable of delivering radiotherapy and they would make
the definitive decision about treatment, which, in my
mind, is pretty obvious that that is the path the
patient should have taken.

To summarise: 1In your view, this patient should have
immediately after the MDM, it should have been
recommended to him that he recommences on Bicalutamide
50 milligrams as an anti-flare moving to LHRH and
referral to Oncology?

MR. GILBERT: Yes. You could have started an anti-flare
treatment for a period of three weeks, is what they say
in NICaN. It could be anything between two and four
but there it is, three weeks. He would start his LHRH
analogue, he would have a month's dose initially to
make sure he tolerated it, and if he tolerated it, 19
out of 20 men do, then he would have a dose that would
Tast him for three months. During that period of time,
the sooner the better so the patient is informed about
what their best options are, he should have met or been
discussed within the specialist MDT to decide whether
it was reasonable to continue on active surveillance,
but because he had intermediate disease that would have
been not in his best interest, or whether he should
have active treatment. The option that had been
steered by the local MDT in the Southern Trust was that

he should have external beam radiotherapy.
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Yes.

MR. GILBERT: As opposed to radical surgery.

Just turning to the SAI report. Just scroll down to
the key findings at PAT-001309. The Review Team's
finding that initial assessment was satisfactory. You

go on to say:

“"The initial treatment should have been reversible ADT,
most commonly LHRH analogue, pending the results of the

scans."

As we know, Mr. Gilbert, the patient was started on 150
Bicalutamide. Mr. O0'Brien's rationale for that was
that this patient had a history of, I believe, cardio
MR. GILBERT: Miocardial infarction.

Yes, cardiovascular disease. We discussed this
earlier. 1In the circumstances where you've, I think,
acknowledged that 150 milligrams Bicalutamide is a call
that can be made by clinicians --

MR. GILBERT: Certainly a proportion of Urologists may
offer that as treatment, but the majority would offer
an LHRH analogue 1in the first instance.

Yes. Is there any great criticism to be made that he
elected to start with 1507?

MR. GILBERT: No.

You go on to say that the prescribing didn't conform
with the 2016 NICaN guidelines, or the hormone therapy
guidelines. 1Is that a reference to the 150 at the
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start, or is that a reference to the 50 milligrams
which the patient commenced after the MDM in November?
MR. GILBERT: Specifically the 50 milligram dose.

Just scrolling down. You say:

"The subsequent management'" -- again that's the 50
milligrams -- "with unlicensed anti-androgenic
treatment at best delayed definitive treatment. It"s

only currently indicated as a preliminary anti-flare."

The thinking of Mr. 0'Brien at that point is set out in
a letter which, no doubt, was available to you, to the
General Practitioner. I want to bring that up on the
screen. PAT-001487. This is the period after the MDT.
The patient hadn't tolerated well the 150, had come off
it for a short time before the MDT and was recommenced
on 50. This is a letter written after the 11th
November clinic, which I had just opened to you. It

says:

"It would be i1deal for the patient to have an optimal
biochemical response to the androgen blockade or
androgen deprivation prior to consideration of radical
radiotherapy. |If his PSA level has not decreased
further 1t may be necessary to take an incremental
approach to increased androgen blockade by iIncreasing
the dose of Bicalutamide to 50 milligrams twice daily
and hopefully subsequently to take the higher dose of

150 milligrams once again, as | suspect that the
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addition of LHRH agonist may be more intolerable.™

Therefore you have the thinking, the patient, his case
is considered at MDM, the Clinician knows that the
patient has a history of intolerance towards 150
Bicalutamide, and he wants to get an effective
biochemical response prior to referral to Radiotherapy.
That's a perfectly acceptable way of thinking, is it?
MR. GILBERT: I would question it. The aim of the
hormone therapy is to render the patient castrate.
Sorry to use that term but that's the term that is
used. Indeed, under certain circumstances, it's
possible to do so, it's not appropriate in this case
because you want a reversible situation, but you could
take the testicles off to achieve exactly the same
effect. 1In fact, that was the first treatment for
metastatic prostate cancer.

Yes.

MR. GILBERT: The fact that this gentleman had side
effects to 150 milligrams 1is peculiar and particular to
that agent. Reducing it may well have alleviated his
symptoms, but under normal practice I think most
clinicians would have said he wasn't suitable for
Bicalutamide. The 50 milligram dose would be
ineffective in achieving the castrate level, and,
therefore, he should go on to an LHRH analogue, and
that to me is the Togical sequence of decision-making.
You say ineffective. Are you saying that, on the face

of it, 50 milligrams was simply under-treating the
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patient if the desired objective is to reduce the size
of the prostate and the tumour with a view to
radiotherapy?

MR. GILBERT: Yes, 1in effect.

If we go to PAT-001311, just into the conclusions
section. What you say is, after explaining your view,
that this should have been handled with at least four
months' ADT, with a referral to Oncology, that:

"The opportunity to offer the patient radical treatment
with curative intent was recommended by the MDM but not
actioned by those responsible for his care. The local
progression of the disease should have been considered
in the light of both the symptomatic deterioration and
PSA changes."

That was your view essentially, accepted by the team?
MR. GILBERT: Yes.

You plainly thought that this was inadequate treatment,
and that allowed for disease progression?

MR. GILBERT: That was my conclusion, yes.

Yes. Can I ask you this -- let's just pull up
PAT-001310. That's the wrong reference. Allow me

a moment. If we could have WIT-82635, please. Sorry
about that.

This is Mr. O0'Brien's statement. He's picking up on
your conclusion, and sets out the reference there, that

he developed metastasis while being inadequately
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treated for high risk prostate cancer. Mr 0O'Brien
argues that risks the inference that to develop the
metastasis because he was inadequately treated. His
position is that what caused the difficulty here was
not inadequacy of treatment, but because the patient
suffered adverse side effects from adequate hormonal
treatment, which -- that was the obstacle that caused
the difficulty, that there was no other adequate
treatment, in his view. He was on the right treatment
path, but it was sTowed up because of the patient's
inability, at various stages, to cope with it. The
goal was always, inferring from this, the goal was
always to get him back on to 150 milligrams of
Bicalutamide, and that would have addressed the issue.
MR. GILBERT: There's quite a lot to comment on 1in that.
It feels slightly knotted. Wwe've discussed what I felt
the treatment should be. An impressive PSA response
would be 4 to 0.1 or less, that would be an impressive
response, and indeed expected response. For it to have
fallen down to 2 and 3 -- sorry I can't remember the
precise figures -- is not impressive, it is inadequate.
They need to be suppressed. The prostate and the
prostate cancer needs to start shrinking. oOkay? The
Bicalutamide is essentially a competitive antagonist.
what that means 1it's like a key that locks into a lock
and blocks the real key from going into cause its
damage. Okay? 1If that's reasonable way of describing
it.

Yes.
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MR. GILBERT: There are lots of these Tocks on the
cancer cell and so what you do is you give a dose of
these inactive keys to block up all the locks. If you
give insufficient keys to block up all the Tocks, you
Teave some of them open which allows the processes that
allow progression of prostate cancer to happen. I have
tried to explain something that even I find difficult
to understand, that's a terrible thing to say. Anyway,
he was clearly on inadequate treatment. Okay? That's
the first thing to say. Next thing to say is, okay, he
developed symptoms as a consequence of the treatment.
Those symptoms may be due to the effect of the
treatment, that is the reduction in testosterone, that
may be why he was having those, or they may be a direct
consequence of the drug itself. No one can tell you
what that is. Experience might give you a feel for it,
but no one will tell you which of those is applying,
and indeed they may both be applying. The answer is
not to move to an inadequate treatment, the answer is
to use a reasonable alternative. In this case, the
reasonable alternative is the more commonly used
treatment by Urologists across the spectrum, and that
would have been an LHRH analogue. My difficulty with
this 1is that that was not the step that was taken.

The second difficulty I have with this case
specifically around this, was that the diagnostic
clinician, Mr. O0'Brien, should have, at the time of the

MDM discussion, for referral, and knowing that there is
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no metastatic disease, have referred the patient

immediately to a specialist MDT, where his treatment

could be continued definitively. Because that didn't

happen, I think there was potential opportunity for the

disease to have progressed when it may not have needed

to. However, I would put a big caveat on that by

saying that's speculation. I don't know that even if

he had done what I think most Urologists would have

done that the same events would not have happened and

the disease would have progressed, for whatever reason.

All I'm saying is that he didn't take the steps, the

fair and reasonable steps to ensure that this gentleman

had the best chance of avoiding that happening.

The history of ischaemic heart disease would appear to

be prominent in Mr. 0'Brien's reasoning for placing

a reliance on Bicalutamide initially, and it seemed

a determination to get back up to 150 milligrams,

notwithstanding the earlier side effects. 1Is that

thinking or that rationale a justification, an adequate

justification for the approach adopted?

MR. GILBERT: The hormone treatment was going to be

given for four months. Any evidence for the

deleterious effect of low testosterone on men's health,

particularly their cardiac health, relates to men who

are on the drug for longer periods of time, essentially

men who are being treated for metastatic disease for

which hormone therapy is the definitive treatment.

Under these circumstances, I can see no reason to

consider that.

Most of the decisions about whether or
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not you treat somebody for prostate cancer are based on
their performance status, that's how active they are,
and there are a number of schemes, the most commonly
used is the WHO and if somebody is fit and active WHO
zero, even if they have had a myocardial infraction,
you are going to treat them the same way. This is the
difficulty I have in reviewing these notes is I don't
actually see the patient.

Yes.

MR. GILBERT: Okay? I would clearly admit that 1is

a substantial deficiency in being able to make

a judgment about individual patients, so I'd rather
stick to the principles here of treatment rather than
the specific events. To me, the theme that needs to be
explored is the non-referral or the Tack of referral
for specialist, advice regarding specialist treatment.
The non-referral to the support of a Cancer Nurse
Specialist, who would have been helpful under these
circumstances as things turned out, and a prescribing
practice which 1is readily questionable. Those are the
three themes.

Yes. Is there a fourth theme? 1If the recommendation
of the MDT 1is not capable of being implemented in the
eyes of the clinician, does that go back, in your view,
to the local MDM?

MR. GILBERT: It would certainly do so in my practice
and, I think, in the practice of most Urologists.

I opened the correspondence to the General Practitioner

written by Mr. 0'Brien 1in late January, eight weeks or
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so after the MDM, and he 1is explaining to the General
Practitioner that I want to see a sufficient
biochemical response prior to referral or prior to
possible referral. Bearing in mind that the MDM set
out its recommendation at the end of October, as

a matter of practice, is the Clinician to make that
referral after consultation with the patient
immediately or is he to deliver a satisfactory
biochemical response prior to putting it in the hands
of the specialists?

MR. GILBERT: The difficulty with answering these
questions 1is that you are asking me to take a journey

I wouldn't have taken and to comment how would I have
reversed my tracks if I had gone down them
inadvertently.

Put it in simpler terms. If the recommendation is to
start ADT and to refer for EBRT, or an opinion as to
whether EBRT is to be done, what is the sequencing for
that? Wwhen do you make the EBRT referral, assuming
your patient is amenable to that?

MR. GILBERT: As soon as you've fully staged the disease
and it's been discussed in the MDM, there should be an
action. Before other mechanisms were in place, I would
go and sit down in my office and write letters to

a specialist as matters of referral and make sure they
were sent off urgently.

we know in this case the referral on to Oncology
doesn't take place until June 2020, some seven or eight

months after the MDM recommendation. I think
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Mr. Haynes makes that referral when he, coincidentally,
sees the patient when Mr. 0'Brien was off duty, for
whatever reason. Just to be clear, the Clinician
waiting for an adequate biochemical response, that's
not the time to make the referral; you make it --

MR. GILBERT: No, you make the referral immediately. 19
out of 20 patients, probably more, are going to
respond. what's the point in delaying to see

a non-response in one patient? Anyway, if there's

a nhon-response in a patient, then a specialist MDT
should have been informed because they are going to
look at alternative treatments, which would not be
provided locally. All patients for consideration of
radical treatment, and this 1is plainly given in all the
guidelines, all patients for consideration of
specialist MDT must be referred to the specialist MDT
as soon as possible so that they can be considered for
the appropriate radical treatment.

Yes. Let me move on to a second case that Mr. O'Brien
helpfully deals with in his statement. It concerns
Service User B, who is Patient 9. If we can bring up
the SAI report at DOH-00026. On the next page we will

see the Executive summary.

This is a case, Mr. Gilbert, you will remember, where
the patient came into the emergency Department at the
Southern Trust with severe pain and urinary retention
on or about 1st mMay 2019. He saw Mr. O'Brien on

24th May 2019, and it was a suspicion of cancer of the
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prostate. Mr. O'Brien commenced on 50 milligrams of
Bicalutamide, arranged for a TURP on 12th June, and
that took place. He reviewed the patient on 2nd July
and advised the General Practitioner that he planned to
see the patient, there was some doubt as to whether it
was August or September but I think Mr. O'Brien says it
was to be August, when he planned for an ultrasound and

an MRI for diagnostic purposes.

within the Executive summary, you've set some of that
history out. What ultimately happened was that the
review, it says here, that was planned for September --
as I say, Mr. O'Brien thinks it was planned for August
and he made that clear in a letter to the General
Practitioner -- that didn't happen and the patient
wasn't seen again until a year Tlater, or a year from
his original presentation, May 2020, by which stage he

was found to have a large rectal mass and a fistula.

Let me address some of Mr. O'Brien's concerns about
your findings. He makes four broad points. If we
could open wWIT-82636. As I say, his first point,

Mr. Gilbert, is that he specifically deferred the
prostatic biopsy until a planned review in August.

That is a response, I suppose, to the concern expressed
in the SAI Review, presumably by you, that there was

a failure to get on with diagnostics quickly enough?
MR. GILBERT: Yes. There was a suspicion of prostate

cancer that was expressed at the time of his initial
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presentation. There was a wait until he had a TURP,

a short wait. That didn't prove the diagnosis, as

I try and recall.

Yes.

MR. GILBERT: That is a pit fall into which Urologists
can fall.

Yes. Another point you make in the report is that
there was no digital rectal examination, and that was

a concern you expressed. Just scrolling down to number
4, we will come on to 2 and 3 in a moment, Mr. O'Brien

says, just to be clear:

"The report found there was no record in the medical
notes of DRE. This is iIncorrect as a DRE was performed

and 1t"s written into his consultation note"

I am sorry, I don't have that consultation note to show
you. But those findings, T3, query T4?

MR. GILBERT: The first thing I would 1like to say is

I apologise for missing that. I put my hands up.
However, there are levels of suspicion for prostate
cancer. If the PSA had been marginally raised and the
prostate was a little bit hard on one side, then

I might accept that it would be reasonable to defer
things. 1If, however, the PSA was significantly raised
and the prostate felt obviously cancerous, which is
what is being alluded to here, T3/T4, the finger is
telling you the diagnosis, then I think that puts even

more urgency than I actually implied in my report.
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Yes.

MR GILBERT: The biopsy should have been done in May.
Yes. Sorry to jump a little bit about here, I just
want to put your conclusions in front of us so we have
them absolutely clear. 1It's DOH-00028, and second

paragraph down. Wwhat you say is:

"The patient was seen on 24th May. Dr. O"Brien noted
a history of lower urinary tract symptoms and a failed
trial r