Witness Statement Ref. No. | 130/1

NAME OF CHILD: ADAM STRAIN

Name: Peter Crean

Title: Dr.

Present position and institution:

Consultant Paediatric Anaesthetist, Royal Belfast Hospital for Sick Children

Previous position and institution:

[As at the time of the child’s death]

Consultant in Paediatric, Anaesthesia and Intensive Care- Royal Belfast Hospital for Sick
Children (“RBHSC").

Membership of Advisory Panels and Committees:
[Identify by date and title all of those between January 1995 - April 2012]

In N Ireland:
Chairman of the Paediatric Anaesthetic Group in N Ireland 1999-2004

Member of N Ireland Working Group on Hyponatraemia in Children
2001 - 2002

Member of the Human Organs Enquire Implementation Sub-group on the guidance to the
HPSS and consent 2002-2004.

Member of the Human Organs Enquiry Implementation Sub-group on Public Information
and Communication 2003.

Northern Ireland Regional Paediatric Fluid Therapy Working Group 2006.

Member of ‘Paediatric Surgery Working Group Phase 1’, Department of Health, N Ireland.
2008

Member of the Paediatric ENT Surgery Group, Department of Health, N Ireland, 2008-9

Guideline and Audit Implementation Network (GAIN). Member of Guideline Development
Group on Hyponatraemia in Adults. 2008-9

National:

Member of the Paediatric Group
National Confidential Enquiry into Perioperative Deaths
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1998 - 1999

Member of Working Group on Paediatric Anaesthesia and Emergency Care in District
General Hospitals 2004-6.

“Care of the acutely ill or injured child: a team response” published 2006

Member of External Reference Group, Children’s Hospital Service Pilot Improvement
Review, Healthcare Commission. 2004-2005

Member of the Children’s Surgical Forum, Royal College of Surgeons, England 2005-07
President of the Association of Paediatric Anaesthetists of Great Britain and Ireland 2005-7
‘Joint statement on the provision of general paediatric surgery provision in the District
General Hospital’, 2006. Member of the working group and co-signatory as President of the
APA.

Member of working group revising ‘Children’s Surgery: a first class service’. 2006-07.
‘Surgery for children - delivering a first class service’ published July 2007

NICE Guideline Development Group on Sedation in Children 2008 - 2010

NCEPOD Advisor 2009 - 2011 on deaths following surgery in children. ‘Are We There Yet?’
Published October 2011.

Previous Statements, Depositions and Reports:
[Identify by date and title all those made in relation to the child’s death]

OFFICIAL USE:
List of previous statements, depositions and reports:

Ref: Date:
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IMPORTANT INSTRUCTIONS FOR ANSWERING:

Please attach additional sheets if more space is required. Please identify clearly any document to which you refer
or rely upon for your answer. If the document has an Inquiry reference number, e.g. Ref: 049-001-001 which is
‘Chart No.1 Old Notes’, then please provide that number.

If the document does not have an Inquiry reference number, then please provide a copy of the document attached
to your statement,

I QUERIES IN RELATION TO YOUR MEDICAL QUALIFICATIONS, EXPERIENCE,
TRAINING AND RESPONSIBILITIES

Please provide‘the following information:

(a)

(d)

State your medical qualifications as of 1995;
MB, BCh, BAO, FFARCS

State the date you qualified as a medical doctor;
July 1976

Describe your career history before you were appointed Consultant in Paediatric,
Anaesthesia and Intensive Care - Royal Belfast Hospital for Sick children (RBHSC);

I undertook my anaesthetic training in the Northern Ireland under the supervision of
the N Ireland Council for Postgraduate Medical Education (1977 - 1982). I then spent
two Fellowship years in the Hospital for Sick Children, Toronto, gaining further
experience in Paediatric Anaesthesia, Paediatric Intensive Care and Neonatal Intensive
Care.

Describe your work commitments at the RBHSC from the date of your appointment to
November 1995;

I think at that time I worked seven clinical sessions each week, covering both theatre
and the Paediatric Intensive Care Unit. I was also on call for both these areas.

Was there a written job description for your post in 1995? If so please provide copy of
the same. If not, what were the functions and responsibilities of the post?

I do not have a job description from 1995.

My post was that of a paediatric anaesthetist delivering the clinical commitment as
outlined in 1(d).

Describe the accountability of a Consultant in Paediatric, Anaesthesia and Intensive
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Care - RBHSC at that time.

Such an individual was accountable to his or her employer through the management
team.

(g)  What was your experience of renal paediatric transplant surgery in 19957
I had been involved in renal transplantation while in Toronto.

[ anaesthetised two children in 1995 for their renal transplant surgery.

II. INTERNAL CONTROL

Were professional Codes of Conduct incorporated into the contracts of those healthcare
professionals involved in the care and treatment of Adam Strain in 1995?

I do not know.

III. HEALTH AND SAFETY

From a 1995 risk management perspective, what should have been expected in respect of:
The composition of a paediatric operating theatre team;
(h)  The minimum staffing requirements thereof;
I have no recollection of this.
(@) The experience of anaesthetist and surgeon in paediatrics;

Both anaesthetist and surgeon should be adequately trained with the requisite skills and
competencies to deliver care to children.

() The appraisal of anaesthetic staff after an unexpected death;
I have no recollection of this.
(k)  The monitoring of anaesthetic set up and drug administration;

The anaesthetic machine should have been checked daily and appropriate doses of
drugs administered.

1)) The documentation and record keeping in respect of anaesthetic equipment;
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I have no recollection of this.
(m)  The content of operation notes.

A full record of the anaesthetic should have been completed .

IV.  KINGS FUND ORGANISATIONAL AUDIT
What knowledge did you have of the King’s Fund accreditation process?
I remember about its existence but have no further recollection.

If you participated in that process, specify in what way;

V. CLINICAL/MEDICAL AUDITS

In 1995, what arrangements did the RBHSC have in place for ensuring that regular and
systematic medical and/or clinical audits took place?

Mortality meetings were held at that time.

If the RBHSC did have a system in place for conducting medical and/ or clinical audits, please
address the following:-

(n)  Was there a Clinical Audit Committee? If so, what was its remit?

(0)  What were the rules that regulated the operation of the Clinical Audit Committee?

(p)  Who formed the Clinical Audit Committee?

(@9  Did you play a role in connection with the Clinical Audit Committee, and if so what?
(r) Who was responsible for ensuring that medical and/ or clinical audits were carried out?
(s) Who was responsible for carrying out medical and/ or clinical audits?

(t) Under what procedures were medical and/ or clinical audits carried out?

(uy  To whom were the results of medical and/or clinical audits sent?

(v)  What kinds of action could be taken on foot of the results of medical and/or clinical
audits?

Please particularise all steps taken by the RBHSC to investigate the unexpected death of Adam
Strain.
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I have no recollection of this.

Was there any procedure or system in place in 1995 to audit the quality, clarity and
completeness of clinical case notes?

I have no recollection of this.

If there was no system in place for conducting medical audits in 1995, please clarify whether
there was any other system in place for quality assuring the safe provision of clinical care?

I have no recollection of this.

Was there a system of independent external scrutiny in place to review patterns of performance
in the RBHSC, and if so please provide details of the same?

I have no recollection of this.

V1. CONSENT

(2) In1995did the RBHSC have guidance, policy or procedures in place which governed the issue
of patient ‘consent’?

I have no recollection of this.
If so,
(a) Provide a copy of the guidance, policy or procedure;

(by  Was the guidance, policy or procedures adopted by the RBHSC, modeled on or
informed by any published guidance, and if so, identify this guidance;

() Describe its main features;
(d)  State how the guidance, policy or procedures was distributed to clinical staff;
(e) State how the guidance, policy or procedures was monitored for compliance.

(3) With respect to the recommendations deriving from:

(a) Guide HC (90) 22, a Guide to Consent for Examination or Treatment;
(by  Circular HSS (GHS) 2/95.

Please state what steps the Trust took to:
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(i)  Disseminate this guidance and to whomy;

(i)  Monitor and record compliance with the same;
(iii) Enforce compliance.

I do not know.

What arrangements were in place in order to notify the Trust that Circular HSS (GHS) 2/95
had been disseminated, and that there was a system in place to monitor compliance with the
Circular?

I do not know.
If it is correct that the RBHSC did not commence using the new model consent forms
recommended in HSS (GHS) 2/95 until early in 2000, please state the reasons for this delay. If

not, please advise date of introduction of new consent forms.

I have no recollection of this.

RECORD KEEPING

In 1995 did the RBHSC have guidance, policy or procedures in place which governed the issue
of clinical record keeping?

I have no recollection of this.

If so,

() Provide a copy of the guidance, policy or procedures;
(d) Describe its main features;

(e) Was the guidance, policy or procedures adopted by the RBHSC, modeled on or
informed by any published guidance, and if so, identify this guidance;

® State how the guidance, policy or procedures were distributed to clinical staff;

(g)  State how the Trust satisfied itself that the guidance, policy or procedures was being
complied with by members of clinical teams;

(h)  State whether there was/ is any protocol or procedure governing the destruction of any
clinical records created in 1995, and if so please identify the same;

6)) Whether there is/ was any protocol or procedure governing the identity of those
individuals permitted to sign for and signify safe receipt of transplant organs;
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G In respect of the composition and documentation of clinical and surgical teams engaged
in specific operations.

What guidance was provided to medical/ nursing staff in respect of:
(k)  The monitoring and recording of intra-operative fluid balance?

Fluid intake and loss (blood loss and urine output) would be recorded on the
anaesthetic record.

@ Recording weights in children?

Children should be weighed, if possible, when admitted to hospital. Renal patients
were weighed frequently, depending on their medical condition and treatment.

(m)  Monitoring effectiveness of peritoneal dialysis?
I have no recollection of this.

(n)  The completion of patient records?
I have no recollection of this.

What procedures or protocols were in place in 1995 for monitoring compliance with
professional standards for record keeping?

I have no recollection of this.

COMMUNICATION

In 1995 did the RBHSC have guidance, policy or procedures in place which governed the issue
of communications with next of kin and the provision of information during, before and after
surgery; and after an unexpected death?

I have no recollection of this.

If so please provide:

(0) A copy of the guidance, policy or procedures;
(p)  Describe its main features;

(@@  Was the guidance, policy or procedures adopted by the RBHSC, modeled on or
informed by any published guidance, and if so please identify this guidance;
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IX.

(4)

(¥) State how the guidance, policy or procedures were distributed to clinical staff;

(s) State how the Trust satisfied itself that the guidance, policy or procedures was being
complied with by members of clinical teams.

Were there any procedures in place in 1995 for communication with next of kin when aspects of
care had not gone to plan and had resulted in harm to the patient?

I have no recollection of this.

BLOOD GAS MACHINES

In 1995 did the RBHSC have guidance, policy or procedures in place which governed the use of
blood gas machines?

I have no recollection of this.
If s0, please address the following:
(t) Provide a copy of the relevant guidance, policy or procedures.

()  Was the guidance, policy or procedures adopted by the RBHSC, modeled on or
informed by any published guidance, and if so, identify this guidance;

(v)  State how the RBHSC's guidance, policy or procedures were distributed to clinical staff;

(w)  State how the Trust satisfied itself that the guidance, policy, or procedures was being
complied with by members of clinical teams.

In 1995 what did the guidance, policy or procedures associated with the use of blood gas
machine say about the following matters:

I have no recollection of this.
(a) Maintenance;

(b)  Inspection;

(©) Risk assessment;

(d)  Quality control checks;

(e) The personnel entitled to use the machines;
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4] Documenting and recording keeping in respect of same.

In 1995 was there established within the RBHSC a committee, group or team to oversee the safe
use of blood gas machines?

I have no recollection of this.

If so, please address the following:

(g)  Who formed the membership of this committee, group or team?

(h)  Did you play a role in connection with the committee, group or team?

(i) What rules regulated the operation of this committee, group or team?

G What was its purpose?

(k)  Was its operation governed by any policy/ procedure?

With respect to the recommendations deriving from:

@0 DHSS NI (Hazard Notice 24/89/76);

(m)  Joint Working Group Guidance on Quality Assurance (1993);

(n) HEI 98- Management of Medical Equipment And Devices (revised 1991);

(o) Guidelines for implementation of Near-Patient Testing (September 1993), Joint
Working Party of the Association of Clinical Biochemists and the Royal College of
Pathologists, ACB, London;

(p)  Management Executive Circular of 27t July 1994 Ref: PEL (93)36 Annex B.
Please state what steps the Trust took to:
(i)  Disseminate this guidance and to whom;
(i)  Monitor and record compliance with the same;
(iii)  Enforce compliance.

I have no recollection of this.

X LABORATORY TESTING

10
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(5) In 1995 did the RBHSC have guidance, policy or procedures in place which governed the
conduct of biochemical laboratory testing during major surgery?

I have no recollection of this.
If so, please address the following:
(@) Provide a copy of the relevant guidance, policy or procedures;

(b)  Was the guidance, policy or procedures adopted by the RBHSC, modeled on or
informed by any published guidance, and if so, identify this guidance;

(o) State how the RBHSC's guidance, policy or procedures were distributed to clinical staff;

(d)  State how the Trust satisfied itself that the guidance, policy, or procedures was being
complied with by members of clinical teams;

(e) Did the RBHSC seek to apply a response time in respect of biochemical laboratory
testing during major surgery, and if so, what was this response time?

® If so, what guidance, policy or procedure informed such attempts?

XI.  THEATRE EQUIPMENT
In 1995 did the RBHSC have guidance, policy or procedure in relation to,
(g)  The purchase;
(h)  Maintenance; and
(i) Replacement of theatre equipment, and if so,
(i)  Provide a copy of the relevant guidance, policy or procedure;

(i) Was the guidance, policy or procedure adopted by the RBHSC, modeled on or
informed by any published guidance, and if so, identify this guidance;

(iii) State how the RBHSC's guidance, policy or procedures was distributed to clinical
staff;

(iv)  State how the Trust satisfied itself that the guidance, policy, or procedures was
being complied with by members of clinical teams.

I have no recollection of this.

11
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(?)

)

In 1995 did the RBHSC have guidance, policy or procedure in relation to equipment which had
been used in theatre when a patient had died?

I have no recollecton of this.
If so, please address the following:
G Provide a copy of the relevant guidance, policy or procedure;

(k)  Was the guidance, policy or procedure adopted by the RBHSC, modeled on or informed
by any published guidance, and if so, identify this guidance;

@ State how the RBHSC's guidance, policy or procedures was distributed to clinical staff;

(m)  State how the Trust satisfied itself that the guidance, policy, or procedures was being
complied with by members of clinical teams.

If, in 1995, the RBHSC did have guidance, policy or procedures in relation to equipment which
had been used in theatre when a patient had died, please also address the following:

I have no recollection of this.

(@) How was that guidance, policy or procedures applied in relation to the theatre
equipment used during Adam’s surgery;

(b)  In Adam’s case, what steps were taken in relation to the guidance, policy or procedures;
(©) Who took those steps;
(d)  What conclusions were reached?

Professional Estate Letter (93)36 (27t July 1994) provided the HSS Trusts with a hazard
reporting procedure. Was this procedure applied in Adam’s case?

I have no recollection of this.
If so,
(a) Explain fully how it was applied;
(b)  Who applied it?
(c) What steps were taken by reference to this procedure?

Did the RBHSC comply with the guidance contained in HEI 98- Management of Medical
Equipment and Devices (revised January 1991) and referenced in ‘Amnaesthetic related
equipment, purchase, maintenance and replacement, the Association of Anaesthetists of Great
Britain and Ireland in November 1994 (PEL (93) 36)’, and if so what steps did it take to
comply?

12
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I have no recollection of this.

XII.  DISSEMINATION AND INSTITUTIONAL LINKS
(9 In 1995 did the RBHSC have guidance, policy or procedures in place governing issues arising
out of a serious untoward incident or an adverse incident such as the death of a patient
following surgery?
I 'have no recollection of this.
If so, please address the following:

(a) Provide a copy of the relevant guidance, policy or procedures.

(b)  Was the guidance, policy or procedures adopted by the RBHSC, modeled on or
informed by any published guidance, and if so, identify this guidance;

(©) State how the RBHSC’s guidance, policy or procedures were distributed to clinical staff;

(d)  State how the Trust satisfied itself that the guidance, policy, or procedures was being
complied with by members of clinical teams;

(e) How was the guidance, policy or procedures applied in Adam’s case?

(10) Did the RBHSC take any steps, whether by way of an internal investigation or otherwise, to
establish whether lessons could be learned from the death of Adam Strain?

If no such steps were taken, please explain why not?
If steps were taken, please address the following;

() What steps were taken to learn lessons from the death of Adam?
A statement was prepared for Adam’s Inquest.

(b)  Under what policy or procedures were these steps taken?
I have no recollection of this.

(0) Identify the person(s) who took steps to establish whether lessons could be learned from
Adam’s death?

Dr Joe Gaston had prepared a draft statement and requested that [ sign it.

(d)  When were those steps taken?

13
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At the time of Adam’s Inquest.

What lessons were learned from the death of Adam?

An inappropriate amount of hypotonic fluid was administered to Adam.,
What lessons were learned from the Inquest into the death of Adam?

I have no recollection of this.

What measures were taken to review matters arising from the Inquest?

I have no recollection of this.

What steps, if any, were taken to disseminate outcomes and lessons internally (within
the RBHSC/ Trust)?

I have no recollection of this.

What steps, if any, were taken to disseminate outcomes and lessons externally (outside
the RBHSC/ Trust)?

I have no recollection of this.

What steps, if any, were taken to assess and develop the competence of staff involved in
the treatment that led to Adam’s death?

I have no recollection of this.

(11) Dr. Taylor indicated his disagreement with the cause of death indicated on Adam’s death
certificate. State whether any steps were taken by the RBHSC/ Trust to address Dr. Taylor’s
views?

I have no recollection of this.

If so, please address the following:

(a) What steps were taken to address Dr. Taylor’s views?
(b) When were those steps taken?

(©) Who took those steps?

(d)  What conclusions emerged from this process?

(12) Please state your view on whether it would have been easier to use Adam Strain’s case history
as a vehicle for learning had there been agreement as to the role dilutional hyponatraemia
played in Adam’s death?

14
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Yes it would have been easier.

(13) Please confirm whether or not you received a report in writing of or into the death of Adam
Strain in 1995?

No I did not.
(14) Please state whether there existed a formal approach to:

(a) Assessing and developing the competence of the staff involved in the treatment that led
to Adam’s death;

(b)  Disseminating outcomes and lessons learned internally both before and after the
Inquest;

() Disseminating outcomes and lessons learned externally both before and after the
Inquest?

I have no recollection of this.
In respect of Dr. Murnaghan’s fax of 19t June 1996 (Ref: 060-014-025):

(d)  Did you approve the draft statement and if so is it document Ref: 060-018-036 (if not
please identify the document you approved)?

Yes and it is document 060-018-036.
(e) On what basis and for what purpose did you approve this statement?
I was asked to approve the statement by Dr Joe Gaston for Adam’s Inquest.
(£ Did you suggest any amendments to this statement?
No
(g)  Was this document ever finalized?
[ have no recollection of this.
(h)  Wasitdistributed?
I have no recollection of this.
() If so to whom was it distributed, how and when?

G) If it was not distributed why not?

15
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(k) What were the relevant considerations in respect of dissemination of these
recommendations?

@0 Was any consideration given to the potential relevance of this document to other
hospitals and the wider medical community given the lessons learned in the light of the
Adam Strain case and the Arieff et al paper?
The Arieff paper highlights children who developed hyponatraemia, caused by
extensive extrarenal loss of electrolyte containing fluids and replacement with
intravenous hypotonic fluids, in the presence of increased antidiuretic hormone activity.
Adam’s case was extremely complex.
[ believe it differed from the Arieff cases in that Adam had end stage renal failure and
his calculated renal losses were replaced with a large volume of hypotonic fluid. Also

his kidneys would not have responded to anti-diuretic hormone.

At the time we believed that surgery such as Adam’s would only have taken place in
RBHSC.

(m)  Did this draft document become a policy? If so was it substantive? If not why not?
I have no recollection of this.

(n)  Had you read the Arieff et al paper (BMJ 1992) at the time you approved this
document?

Yes

(0)  Please state why, given the content of the Arieff et al paper and its relevance to
hyponatraemia in healthy children, the recommendations were confined to children
undergoing major surgery?

See my response in (i).

(p)  Please state whether consideration was given to drafting guidance for managing
hyponatraemia in healthy children?

I have no recollection of this.
(@  What was the primary purpose of drafting this document?
It was to be produced for Adam’s Inquest.

(r) Did you consult with others in drafting this document? If so please identify those
individuals and state their areas of expertise?

16
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XIII. INTERNAL REVIEW

(15) Did the RBHSC conduct an internal review in respect of any of the following matters after
Adam’s death:

(@)  The procedures governing consent, and whether they were complied with in Adam’s
case;

I have no recollection of this.

(b)  The records kept/made relating to the pre, intra and post operative care of Adam;
I have no recollection of this.

(©) The records kept/ made of communications with Adam’s parents;
I have no recollection of this.

(d)  The use of equipment before and during Adam’s surgery;
I have no recollection of this, however, I now know that this took place as [ have seen
the assessment of the anaesthetic equipment by Dr Fiona Gibson and others on the
Inquiry website.

(e) Lessons to be learned from the treatment which led to his death;
I have no recollection of this.

49 The competence and training needs of those who cared for Adam.

I have no recollection of this.

If so, please address the following:
(i)  What steps were taken in respect of each matter?
(i)  When were those steps taken?
(iiiy Who took those steps?

(iv) What policies or procedures were used when taking those steps?

17
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(v)  What conclusions emerged in respect of any of these matters?

(16) Did the RBHSC have a policy for investigating adverse incidents in 1995?

I have no recollection of this.

XIV. OTHER

(17) Were any child patients transferred from the RBHSC to any other hospital in the UK for
surgery before Adam’s death, and if so please state:

I have no recollection of this.

(a) Date of transfer;

(b) Hospital to which child was transferred;

(c) Age of child when transferred;

(d)  Identity of Consultant in charge of child prior to transfer;

(e) Reason for the transfer;

) Whether there existed any policy, protocol, procedure or guidelines in relation to the

transfer of children to hospitals outside of Northern Ireland for surgery.

(18) Please identify those procedures and protocols governing the reporting and dissemination of
information to the DHSSPS and the wider medical community in 1995 and now relating to:
I have no recollection of these.
(a) Unexpected/ unexplained deaths in RBHSC;
(b) Outcomes of Coroner’s Inquests
and further please address the following;

(i)  Identify those individuals responsible for the implementation of the same;

(ii)  Was the procedure/ protocol as adopted by the RBHSC, modeled on or informed
by any published guidance, and if so, identify this guidance;

(iii) ~State how the Trust satisfied itself that the procedures and protocols where
complied with;

18

AS-INQ WS-130/1 Page18




(iv) To what extent were the procedures and protocols followed in Adam’s case?
(v)  Whatinformation was supplied in Adam’s case?

(vi) Whether the procedures and protocols were consistent with guidance in both
Northern Ireland and the UK in 1995.

(19) Please indicate what teaching and/ or training was provided to nursing and/ or medical
teams in and before 1995 in respect of:

(@) Fluid management (with particular reference to hyponatraemia);
(by  Record keeping.
I have no recollection of this.

(20) DPlease state what steps had been taken by November 1995 to implement the recommendations
of the NCPOD report in respect of out of hours paediatric surgery.

I think that one or possibly two theatre sessions each week were available in-hours to carry out
emergency surgery.

(21) Please state what action you took following the Inquest into Adam’s death. If you took no
action please explain why.

I ensured that I continued to adequately monitor and assess children undergoing major
surgery.

A new blood gas analyser was purchased for near patient testing. Quality control measures
were implemented to ensure accuracy of this device.

(22) Explain why no contact was made by the RBHSC with other hospitals to inform them of the
amendment of the renal transplant guidelines by the anaesthetic, theatre and intensive care

directorate.

I am unable to recollect the amended guideline.

XV. EDUCATION, TRAINING AND EXPERIENCE.
(23) Describe in detail the education and training you received in fluid management (with
particular reference to hyponatraemia) and record keeping through the following, providing

dates and names of institutions/ bodies:

(a) Undergraduate level;

(b)  Postgraduate level;

19
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() Hospital induction programs;
(d)  Continuous Professional Development;

I have no recollection of this.

Prior to 26% November 1995, describe in detail your experience of dealing with children with
hyponatraemia, including:

(e) The estimated total of such cases, together with the dates and where they took place;
6] The number of children who were aged under 6 years;

(g)  The nature of your involvement;

(h)  The outcome for the children.

I have no recollection of this.

GENERAL

Please provide any further comments you may wish to make.

I have in my possession two document that I would like to bring to your attention.

The firstis ‘A guide to consent for examination or treatment’. This is dated October 1995 and
printed in N Ireland for HMSO (Dd8445096). However I have no recollection when I received
this.

The second is a document ‘Good Medical Practice’, produced by the General Medical Council,

that states clearly the duties of a doctor. This is dated October 1995, however, I have no
recollection when I received this.

20
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THIS STATEMENT IS TRUE TO THE BEST OF MY KNOWLEDGE AND BELIEF

[EAN

Signed: %}Mk/f&;w&m i Dated: /S S -7,

22
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CHAPTER 1
A patient’s rights
in accepting treatment

1. A patient has the right under common law to give or withhold consent prior to examination or treatment
(except in the circumstances outlined in Chapter 2 paragraph 17, Chapter 3 paragraph 2 and Chapter 4
paragraph 3). This is one of the basic principles of health care. Subject to certain exceptions, the doctor or
other health professional and/or Health and Social Services Board/HSS Trust may face an action for
damages if a patient is examined or treated without consent.

2. The patient is entitled to receive sufficient information about his or her medical condition, the proposed
treatments, the possible alternatives and any substantial risks, in a way he or she can understand, so that he
or she can make a balanced judgement. The patient must be allowed to decide whether he or she will agree
to the treatment, and may refuse treatment or withdraw consent to treatment at any time. A patient who
consents to treatment on the basis of inadequate information may allege that the treatment was negligently
given and bring an action for damages alleging failure of duty or care.

3. Care should be taken to respect the patient’s wishes. This is particularly important when the patient may be
participating in the training of students and professionals in various disciplines. An explanation should be
given of the need for the trainees to gain practical experience and the patient’s agreement must be obtained
before proceeding. It should be made clear to the patient that he or she may decline to be observed,

" examined or attended by those in training without this affecting in any way the care he or she receives.

4. When the patient gives information to doctors or other health professionals he or she is entitled to assume
that the information will be kept confidential and will not be disclosed to anyone without the patient’s
consent other than for the provision of his or her health care. The only exceptions to this general rule are
where disclosure is ordered by a Court; required by statute; or considered to be in the public health interest
- for example, for some forms of specifically approved research. Where disclosure is made in the public
health interest appropriate safeguards must be applied. Departmental guidance on the confidentiality, use,
security, and disclosure of Health and Personal Social Services information and on Research Ethics
Committees will be issued separately.
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CHAPTER 2
Doctor or other health professional’s

role in advising the patient and
obtaining consent to treatment

Advising the patient

1. Where a choice of treatment might reasonably be offered, the doctor or other health professional should
always advise the patient of his or her recommendations together with reasons for selecting a particular
course of action. Enough information must normally be given to ensure that the patient understands the
nature, consequences and any substantial risks of the treatment proposed so that he or she is able to take a
decision based on that information. Though it should be assumed that most patients will wish to be well
informed, account should be taken of those who may find this distressing.

2. The patient’s ability to appreciate the significance of the information should be assessed. For example with
patients who:

i. may be shocked, distressed or in pain;
ii. have difficulty in understanding English;
iii. have impaired sight, hearing, speech or understanding;

+iv. are suffering from mental disorder but who nevertheless have the capacity to give consent to the
proposed procedure (see also Chapter 4 - Consent by patients suffering from mental disorder);

v. are under the influence of alcohol or analgesics or other drugs.

3. Subject to the agreement of the patient, it may help if a close family member or a friend can be present at
the discussion when consent is sought, or a member of staff may be able to assist the patient in
understanding. Where there are language problems or hearing difficulties, it is important that the services
of an interpreter should be provided. Agreement to treatment by anyone accompanying the patient is not a
valid substitute for the competent patient’s conscious informed consent.

4, A doctor will have to exercise his or her professional skill and judgement in deciding what risks the patient
should be warned of and the terms in which the warning should be given. However, a doctor has a duty to
warn the patient of substantial or unusual risk inherent in any proposed treatment. This is especially so with
surgery but may apply to other procedures including drug therapy and radiation treatment. Guidance on the
amount of information and warnings of risk to be given to a patient can be found in the judgement of the
House of Lords in the case of Sidaway V Gov of Bethlem Royal Hospital [1985] AC 871 described below.

The Sidaway Case
5. In this case, Lord Bridge indicated that a decision on what degree of disclosure of risks is best calculated to

assist a particular patient to make a rational choice as to whether or not to undergo a particular treatment
must primarily be a matter of clinical judgement. He was of the further opinion that a judge might in certain
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10.

4

circumstances come to the conclusion that the disclosure of a particular risk was so obviously necessary to
an informed choice that no reasonably prudent medical man would fail to make it. The kind of case which
Lord Bridge had in mind would be an operation involving a substantial risk of grave adverse consequences.
Lord Templeman stated that there was no doubt that a doctor ought to draw the attention of a patient to a
danger which may be special in kind or magnitude or special to the patient. He further stated that it was the
obligation of the doctor to have regard to the best interests of the patient but at the same time to make
available to the patient sufficient information to enable the patient to reach a balanced judgement if he
. chooses to do so.

Obtaining consent

Consent to treatment may be implied or express. In many cases a patient does not give express consent but
his or her agreement may be implied by compliant actions, such as offering an arm for the taking of a blood
sample. Express consent is given when the patient confirms his or her agreement to a procedure or treatment
in clear and explicit terms, whether orally or in writing.

Oral consent will be sufficient for the vast majority of contacts with patients especially in general practice.
Written consent should be obtained for any procedure or treatment carrying any substantial risk or risk of
substantial side effect. If the patient is capable, written consent should always be obtained for general
anaesthesia, surgery, certain forms of drug therapy, eg cytotoxic therapy and therapy involving the use of
ionising radiation. Oral or written consent should be recorded in the patient’s notes with relevant details of
the doctor or other health professional’s explanation. Where written consent is obtained it should be
incorporated into the notes.

Standard consent form. The main purpose of written consent is to provide documentary evidence that an
explanation of the proposed procedure or treatment was given and that consent was sought and obtained.
The model consent forms (see Appendices) set out the requirements for obtaining valid consent to treatment
in terms which will be readily understood by the patient. In the majority of cases these forms will be used
by doctors or dentists but there may be occasions when other health professionals such as nurses,
physiotherapists, or chiropodists will wish to record formally that consent has been obtained for a particular
procedure. A separate form is available for their use.

It should be noted that the purpose of obtaining a signature on the consent form is not an end in itself. The
most important element of a consent procedure is the duty to ensure that the patient understands the nature
and purpose of the proposed treatment. Where a patient has not been given appropriate information then full
consent may not always have been obtained despite the signature on the form.

Consent given for one procedure or episode of treatment does not give any automatic right to repeat that
procedure or to undertake any other procedure. A doctor or other health professional may, however,
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11.

12.

undertake further treatment if the circumstances are such that a patient’s consent cannot reasonably be
requested and provided the treatment is immediately necessary and the patient has not previously indicated
that the further treatment would be unacceptable.

SPECIAL CIRCUMSTANCES
Treatment of Children and Young People

Children under the age of 16 years. Where a child under the age of 16 has a sufficient understanding of
what is proposed, that child may consent to a doctor or other health professional making an examination and
giving treatment. The doctor or other health professional must be satisfied that any such child has sufficient
understanding of what is involved in the treatment which is proposed. A full note should be made of the
factors taken into account by the doctor or other health professional in making his or her assessment of the
child’s capacity to give a valid consent. In the majority of cases children will be accompanied by their
parents during consultations. Where, exceptionally, a child is seen alone, efforts should be made to persuade
the child that his or her parents should be informed except in circumstances where it is clearly not in the
child’s best interests to do so. Parental consent should be obtained and will take precedence where a child
does not have sufficient understanding and is under age 16 except in an emergency where there is not time
to obtain it. ‘

Young people over the age of 16 years. Section 4 of the Age of Majority Act (Northern Ireland) 1969
relates to “Consent by persons over 16 to surgical, medical, and dental treatment” and states that:-

“4.-(1) The consent of a minor who has attained the age of sixteen years to any surgical, medical or dental
treatment which, in the absence of consent, would constitute a trespass to his person, shall be as
effective as it would be if he were of full age; and where a minor has by virtue of this section given
an effective consent to any treatment it shall not be necessary to obtain any consent for it from his
parent or guardian.

(2) In this section “surgical, medical or dental treatment” includes any procedure undertaken for the
purposes of diagnosis, and this section applies to any procedure (including, in particular, the
administration of an anaesthetic) which is ancillary to any treatment as it applies to that treatment.

(3) Nothing in this section shall be construed as making ineffective any consent which would have
been effective if this section had not been enacted”.

This means that the consent of the young person who has attained 16 years to any surgical, medical, or dental
treatment is sufficient in itself and it is not necessary to obtain a separate consent from the parent or
guardian. In cases where a child is over age 16 but is not competent to give a valid consent, then the consent
of the parent or guardian must be sought. However, such power only extends until that child is 18.
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13.

14.

15.

16.

6

Children in Care. When parental consent is necessary for a child who is in care as a consequence of a Court
Order (ie Fit Person Order or Parental Rights Order) irrespective of whether he or she is under or over the
age of 16 years, account should be taken of the fact that the parental rights in respect of the child will have
been transferred from the parents to the appropriate Health and Social Services Board or to a HSS trust
acting on behalf of a Board. In the majority of cases, parents will have agreed to the Board or trust giving
consent for the child to receive any necessary treatment. Nevertheless, consent should be sought from the
parents as well as from the child’s social worker. In the event of the parents refusing consent, legal advice
should be sought. It should be noted that where a child is a ward of court, authority to give consent rests
with the Court itself. '

Refusal of parental consent to urgent or life-saving treatment. Where time permits, court action may be
taken so that consent may be obtained from a judge. Otherwise hospital authorities should rely on the clinical
judgement of the doctors concerned, normally the consultants, after a full discussion between the doctor and
the parents. In such a case the doctor should obtain a written supporting opinion from a medical colleague
that the patient’s life is in danger if the treatment is withheld and should discuss the need to treat with the
parents or guardian in the presence of a witness. The doctor should record the discussion in the clinical notes
and ask the witness to countersign the record. In these circumstances and where practicable the doctor may
wish to consult his or her defence organisation. If he or she has followed the procedure set out above and
has then acted in the best interests of the patient and with due professional competence and according to his
or her own professional conscience, he or she is unlikely to be criticised by a court or by his or her
professional body.

Adult or competent young person refusing treatment

Some adult patients may wish to refuse some or all parts of their treatment. This may include those whose
religious beliefs prevent them accepting a blood transfusion. Whatever the reason for the refusal such a
patient should receive a detailed explanation of the nature of his or her illness and the need for the treatment
or transfusion proposed. He or she should also be warned in clear terms that the doctor or other health
professional may properly decline to modify the procedure and of the possible consequences if the procedure
is not carried out. If the patient then refuses to agree, and he or she is competent, the refusal must be
respected. The doctor or other health professional should record this in the clinical notes and where possible
have it witnessed. '

Teaching

Detailed guidance about medical students in hospital is given in circular HSS(TC8) 13/91 ‘Medical Students
in Hospitals’. It should not be assumed, even in a teaching hospital, that a patient has consented to be
available for teaching purposes.
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17.

Examination or Treatment without the patient’s consent

The following are examples of occasions when examination or treatment may proceed without obtaining the
patient’s consent:

i

il.

iii.

iv.

For life-saving procedures where the patient is unconscious and cannot indicate his or her wishes.
Exceptions to this may be:

a. Where the patient has previously indicated that he/she does not wish to have the particular
treatment; or

b. This can be reliably deduced from the patient’s immediate family.

Where there is a statutory power requiring the examination of a patient, for example, under the Public
Health Act (Northern Ireland) 1967. However an explanation should be offered and the patient’s
co-operation should nevertheless be sought.

In certain cases where a minor is a ward of court and the court decides that a specific treatment is in
the child’s best interests.

Treatment for mental disorder of a patient liable to be detained in hospital in circumstances permitted
under the Mental Health (Northern Ireland) Order 1986 (see Chapter 4 below, and Chapter 5 of the
Code of Practice, Mental Health (Northern Ireland) Order 1986).

Treatment for physical disorder where the patient is incapable of giving consent by reason of mental
disorder, and the treatment is in the patient’s best interests (see Chapter 4).
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CHAPTER 3

Examples of treatments
which have raised concern

Maternity Services

1. Principles of consent are the same in maternity services as in other areas of medicine. It is important that the
proposed care is discussed with the woman, preferably in the early antenatal period, when any special wishes
she expresses should be recorded in.the notes, but of course the woman has a right to change her mind about
these issues at any stage, including during labour.

2. Decisions may have to be taken swiftly at a time when the woman’s ability to give consent is impaired, eg
as a result of medication, including analgesics. If the safety of the woman or child is at stake the obstetrician
or midwife should take any reasonable action that is necessary. If, in the judgement of the relevant doctor
or other health professional, the woman is temporarily unable to make a decision, it may be advisable for
the position to be explained to her husband or partner if available, but his consent (or withholding of
consent) cannot legally over-ride the clinical judgement of the doctor or other health professional, as guided
by the previously expressed wishes of the woman herself.

Breast Cancer

3. The usual principles of explaining proposed treatment and obtaining the patient’s consent should be
followed in treating cases of breast cancer. Breast cancer does not normally require emergency treatment.
The patient needs reassurance that a mastectomy will not be performed without her consent, and that unless
she has indicated otherwise the need for any further surgery will be fully discussed with her in the light of
the biopsy and other results. This is a particular case of the principle, set out in para 10 of Chapter 2, that
consent to an initial treatment or investigation does not imply consent to further treatment.

Tissue and Organ Donation: Risk of Transmitted Infection
4. Where tissues or organs are to be transplanted, the recipient should be informed, prior to consent to the

operation being obtained, of the small but unavoidable risk of the transplant being infected. Further
guidance is available in a CMO letter, “HIV Infection, tissue banks and organ donation” (HSS(MD)8/90).
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CHAPTER 4
Consent by patients suffering

from mental disorder

NOTES:
(i) Mental disorder is defined in Article 3 of the Mental Health (Northern Ireland) Order 1986

(ii) Consent to treatment by patients suffering from mental disorder is discussed in more detail in Chapter
5 of the “Code of Practice Mental Health (Northern Ireland) Order 1986”.

1. The principles of common law apply to treatment for mental disorder (except in the circumstances permitted
by the Mental Health (Northern Ireland) Order 1986) as well as to medical or surgical treatment which may
be required by mentally disordered patients. Consent to treatment must be given freely and without coercion
and be based on information about the nature, purpose and likely effects of treatment presented in a way that
is understandable by the patient. The capacity of the person to understand the information given will depend
on his or her intellectual state, the nature of his or her mental disorder, and any variability over time of his
or her mental state. The ability of a mentally disordered person to make and communicate decisions may
similarly vary from time to time.

2. The presence of mental disorder does not by itself imply incapacity, nor does detention under the Mental
Health (Northern Ireland) Order 1986. Each patient’s capability for giving consent has to be judged
individually in the light of the nature of the decision required and the mental state of the patient at the time.

Mental Health Legislation - treatment for mental disorders

3. The Mental Health (Northern Ireland) Order 1986 makes specific provisions for giving medical treatment
for a mental disorder without the patient’s consent. These are contained in Part IV of the Order and are
discussed fully in Chapter 5 of the Mental Health (Northern Ireland) Order 1986 Code of Practice published
by the Department in 1992.

Mental Incapacity and treatment for physical conditions

4, The Mental Health (Northern Ireland) Order 1986 does not contain provisions to enable treatment of
physical disorders without consent either for detained patients or those people who may be suffering from
mental disorder but who are not detained under the Order. The administration of treatment for physical
conditions to people incapable of giving consent and making their own treatment decisions is a matter of
concern to all involved in the care of such people, whether they are detained in hospital; or in hospital on a
voluntary basis; in residential care; or in the community.
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The House of Lords.decision in Re F [1989] 2 WLR 1025; [1989] 2 All ER 545

This decision helped to clarify the common law in relation to general medical and surgical treatment of
people who lack the capacity to give consent. No-one may give consent on behalf of an adult but the
substantive law is that a proposed opération or treatment is lawful if it is in the best interests of the patient
and unlawful if it is not. Guidance given in that case is set out below.

i. Inconsidering the lawfulness of medical and surgical treatment given to a patient who for any reason,
temporary or permanent, lacks the capacity to give or to communicate consent to treatment, it was
stated to be axiomatic that treatment which is necessary to preserve the life, health or well-being of
the patient may lawfully be given without consent.

ii. The standard of care required of the doctor concerned in all cases is laid down in Bolam v Friern
Hospital Management Committee [1957] 1 WLR 582, namely, that he or she must act in accordance
with a responsible body of relevant professional opinion.

iii. In many cases it will not only be lawful for doctors, on the ground of necessity, to operate or give
other medical treatment to adult patients disabled from giving their consent, but it will also be their
common law duty to do so.

iv. Inthe case of the mentally disordered, when the state is permanent or semi-permanent, action properly
taken may well transcend such matters as surgical operation or substantial medical treatment and may
extend to include such (mundane) matters as routine medical and dental treatment and even simple
care such as dressing and undressing and putting to bed. '

v. In practice, a decision may involve others besides the doctor. It must surely be good practice to
consult relatives and others who are concerned with the care of the patient. Sometimes, of course,
consultation with a specialist or specialists will be required; on other occasions, especially where the
decision involves an opinion with wider issues than medical ones, an inter-disciplinary team will in
practice participate in the decision.

Documentation

Proposals for treatment should, as a matter of good practice, be discussed with the multidisciplinary team

and where necessary other doctors and, given the consent of the patient where this is possible, with their

nearest relative or friend. The decisions taken should be documented in the clinical case notes. In cases"
involving anaesthesia and surgery, or where the treatment carries substantial or unusual risk it would also be

advisable for documentation to record that the patient is incapable of giving consent to treatment and that

the doctor in charge of the patient’s treatment is of the opinion that the treatment proposed should be given

and that it is in the patient’s best interests. A model form is suggested to register medical opinion - where a

patient is incapable of giving consent (Appendix B).
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Sterilisation

In Re F, referred to in para 5 above, it was said that special features applied in the case of an operation for
sterilisation. Having regard to those matters, it was stated to be highly desirable as a matter of good practice
to involve the court in the decision to operate. In practice an application should be made to a court whenever
it is proposed to perform such an operation. The procedure to be used is to apply for a declaration that the
proposed operation for sterilisation is lawful, and the following guidance was given as to the form to be
followed in such proceedings:

ii.

iii.

iv.

applications for a declaration that a proposed operation on, or medical treatment for, a patient can
lawfully be carried out despite the inability of such a patient to consent thereto should be by way of
originating summons issuing out of the Family Division of the High Court;

the application should normally be made by those responsible for the care of the patient or those
intending to carry out the proposed operation or other treatment, if it is declared to be lawful;

the patient must always be a party and should normally be a respondent. In cases in which the patient
is a respondent the patient’s guardian ad litem should normally be the Official Solicitor. In any cases
in which the Official Solicitor is not either the next friend or the guardian ad litem of the patient or an
applicant he/she will be a respondent;

with a view to protecting the patient’s privacy, but subject always to the judge’s discretion, the
hearing will be in chambers, but the decision and the reasons for that decision will be given
in open court.
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Appendices

Specimen consent forms

A1)
AQ2)
AQ3)

B

For medical or dental investigations, treatment or operation
For sterilisation or vasectomy
For treatment by a health professional other than doctors or dentists

Medical or dental treatment of a patient who is unable to consent because of mental
disorder

The wording of these forms has been agreed with professional associations and medical defence

organisations.

However, these forms are models only and alternatives may be agreed locally. The responsibility for the
form used rests with the health professional concerned. -

12 AS-INQ
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CONSENT FORM APPENDIX A(1)

Board/HSS TIUSE.....covermminicnie it niisesssnsmiesssisssrersens v Patient’s SUNAmE ...

HOSPIAL. c.cvieiivineciicncsninniesnieserereirseessseniansessesiasersssresssssassasssens Other NamES......coovimiiiniiniimiii s

Unit NUMDBETL oot TR Date of Bifth...ccoviinimmiiiiiinienisnsnn,
‘ Sex: (please tick) Male [} Female ]

DOCTORS OR DENTISTS (This part to be completed by doctor or dentist. See notes on the reverse).

Type of operation, investigation or treatment for which written evidence of consent is considered appropriate

I confirm that I have explained the operation, investigafion or treatment, and such appropriate options as are available and the type of
anaesthetic, if any (general/local/sedation) proposed, to the patient in terms which in my judgement are suited to the understanding of the
patient and/or to one of the parents or guardians of the patient.

SHENALUTE ...ttt sa s tssa s s b sae s Date ....ccovvrinvenennn Loiiiviininirinen Y ST,

Name of doctor or dentist........viiiieiniiiniaiinsonn

PATIENT/PARENT/GUARDIAN

1. Please read this form and the notes overleaf very carefully.

2. If there is anything that you don’t understand about the explanation, or if you want more information, you should ask the doctor or
dentist.

3. Please check that all the information on the form is correct. If it is, and you understand the expianation, then sign the form.

I am the patient/parent/guardian (delete as necessary)

I agree | to what is proposed which has been explained to me by the doctor/dentist named on this form.
n to the use of the type of anaesthetic that I have been told about.
I understand | that the procedure may not be done by the doctor/dentist who has been treating me so far,
| that any procedure in addition to the investigation or treatment described on this form will only be carried out
if it is necessary and in my best interests and can be justified for medical reasons.
I have told | the doctor or dentist about the procedures listed below I would not wish to be carried out without my having
the opportunity to consider them first.
SIENALUIE e oSSR SR E SR TR0 RS e R S SRS e T RO R RSSO LRSS SRS S bSO b s a bRt h st es
NAIME et e e SRS STES e E e SRR RO RS SE SR RS E SRS SRS C TS E OB S R E SRS RS eSS e R4 a0
AAIESS e e e bR eSS4 OR T A S LA SRR RS RO RO SR S4B SR BRSO FE SRR R b 0R
(if not the patient) eeeeetaesaeeesesee s ee s e S Re e At e e £ee AR Rre e b e AR AR SRR AR AR AR AR AR R R R0

..................................................................................................................................................................................
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NOTES TO:

Doctors, Dentists

A patient has a legal right to grant or withhold consent prior to examination or
treatment. Patients should be given sufficient information, in a way they can
understand, about the proposed treatment and the possible alternatives. Patients
must be allowed to decide whether they will agree to the treatment and they may
refuse or withdraw consent to treatment at any time. The patient’s consent to
treatment should be recorded on this form (further guidance is given in
HSS(GHS)2/95: A Guide to Consent for Examination or Treatment).

Patients

B  The doctor or dentist is here to help you. He or she will explain the proposed
treatment and what the alternatives are. You can ask any questions and seek
further information. You can refuse the treatment.

m  You may ask for a relative, or friend, or a nurse to be present.

' E Training doctors and dentists and other health professionals is essential to the
continuation of the health service and improving the quality of care. Your
treatment may provide an important opportunity for such training where
necessary under the careful supervision of a senior doctor or dentist.

E You may, however, decline to be involved in the formal training of medical,
dental and other students without this adversely affecting your care and
treatment, :
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CONSENT FORM APPENDIX A(2)

For sterilisation or vasectomy

Board/HSS TUSL...ceivienirisinnineisisnninessneisss i ssssseseses Patient’s SUMAME.......coo.iveimictnisiscniinssesnis s ssssssssssisrsses

HOSPIAL. ..covireiireinre it ses e seseserasnessstessseseessesnessnatasens Other NAIMES....c.cveriiererrireirininnneesersesessrmraeressesssesararensosssssssesasssssaresnes

UDit NUMDBEL c..covvorervrneesersennissieseesinssesssnsesssnsssesossesssssssins e Date Of Bilth.....cvvuervimriennrnmsimsiensinssmssssmsenssssssssnsssisssesssssesssssssssisssens
Sex: (please tick) Male [} Female [}

DOCTORS (This part to be completed by doctor. See notes on the reverse).

Type of operation: Sterilisation or VaSectomy

Complete this part of the form.

I confirm that I have explained the procedure and any anaesthetic (general/local) required, to the patient in terms which in my judgement are
suited to his/her understanding.

SIENALUTE ...ceevrererirereeiireseresesseensrtsesietrsesres e rerssesbesssserentosabosassssensanes Date ..cocvvevenririonens Lovevereneriareenne Joorernvinrerenirenns

NamE Of dOCIOT ..ttt s ssesssesssnse s ssesenens

PATIENT

1. Please read this form very carefully.

2. If there is anything that you don’t understand about the explanation, or if you want more information, you should ask the doctor.
3. Please check that all the information on the form is correct. If it is, and you understand the explanation, then sign the form.

I am the patient

I agree to have this operation, which has béen explained to me by the doctor named on this form,

to the have the type of anaesthetic that I have been told about.

I understand that the operation may not be done by the doctor who has been treating me.

that the aim of the operation is to stop me having any children and it might not be possible to reverse the effects
of the operation.

| that sterilisation/vasectomy can sometimes fail, and that there is a very small chance that I may become fertile
again after some time,

| that any procedure in addition to the investigation or treatment described on this form will only be carried out
if it is necessary and in my best interests and can be justified for medical reasons.

I have told | the doctor about the procedures listed below I would not wish to be carried out straightaway without my having
the opportunity to consider them first.

.................................................................................................................................................................................
..................................................................................................................................................................................

For vasectomy
I understand B that I may remain fertile or become fertile again after some time.

that I will have to use some other contraceptive method until 2 tests in a row show that I am not producing
sperm, if I do not want to father any children.
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NOTES TO:

Doctors

A patient has a legal right to grant or withhold consent prior to examination or
treatment. Patients should be given sufficient information, in a way they can
understand, about the proposed treatment and the possible alternatives. Patients
must be allowed to decide whether they will agree to the treatment and they may
refuse or withdraw consent to treatment at any time. The patient’s consent to
treatment should be recorded on this form (further guidance is given in
HSS(GHS)2/95: A Guide to Consent for Examination or Treatment).

Patients

B The doctor is here to help you. He or she will explain the proposed procedure,
which you are entitled to refuse. You can ask any questions and seek further
information.

B You may ask for a relative, or friend, or a nurse to be present.

B Training doctors and other health professionals is essential to the continuation
of the health service and improving the quality of care. Your treatment may
provide an important opportunity for such training, where necessary under the

careful supervision of a senior doctor..

B You may, however, decline to be involved in the formal training of medical and
other students without this adversely affecting your care and treatment.
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CONSENT FORM APPENDIX A(3)

For treatment by a health professional

other than doctors or dentists

Board/HSS TIUSE.......covveviiiienineccneseinie s renerensesensssnes Patient’s SUMEIMNE .........covviiiieccrieenniriissnnscscsnessrnnseessressesersstesens

Hospital........cc..ccorunne . ............... OLher NAMES. c...cuiriceririrerniireiir e nesreesserorosese e besseasssonssereressrestsas

Unit NUMDEE ...ttt snesses s sersas s e sssorans Date 0f Birth....o.coiiiiiiiiriiicnine e ssessenns
Sex: (please tick) Male [} Female []

HEALTH P ROF ESSION AL (This part to be completed by health professionals. See notes on the reverse).

Type of treatment proposed for which written evidence of consent is considered appropriate

Complete this part of the form

I confirm that I have explained the treatment proposed and such appropriate options as are available to the patient in terms which in my
judgement are suited to the understanding of the patient and/or to one of the parents or guardians of the patient.

SHIENALUTE .o.voircriieriienierinnreersisienrseersssasesesssssssassossssssossssesstssnsassenses Date ....ooonnicrenenn foeerrrenerinrennes Y ST
Name of doctor OF dentist........ccvrvveereveninrinsierinrenineeresesensessoreseensrens

Job Title of health professional ..........eceveninrimmeecerinsnerersn:

PATIENT/PARENT/GUARDIAN

1. Please read this form and the notes overleaf very carefully.

1

2. If there is anything that you don’t understand about the explanation, or if you want more information, you should ask the health
Y
professional who has explained the treatment proposed.

3. Please check that all the information on the form is correct. Ifit is, and you understand the treatment proposed, then sign the form.

I am the patient/parent/guardian (delete as necessary)

I agree | to what is proposed which has been explained to me by the health professional named on this form.

SIZNAIIE e b sr st b 4ot RS b e eSS4 bb a8 L8R beeem e s e et e sttt et et e s e s uesesarasestensesesa s e e s testeseeneeaes
NAME bRk bbb R e bR bRt ER S et Rt s te st s saenee st e enen
AdAIess e e e TSSO ORIV UUEOUIOPOUPI
(if not the patient) eekerer b AL R R e LRSS b e Rt R AR R Rt e RA AR AR LR sS4 R AR A€t S e ne et R RSt et ate S s te s e et st st e s s et eee s e seeen

..................................................................................................................................................................................
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AS-INQ

NOTES TO:

Health Professionals, other than doctors or dentists

A patient has a legal right to grant or withhold consent prior to examination or
treatment. . Patients should be given sufficient information, in a way they can
understand, about the proposed treatment and the possible alternatives. Patients
must be allowed to decide whether they will agree to the treatment and they may
refuse or withdraw consent to treatment at any time. The patient’s consent to
treatment should be recorded on this form (further guidance is given in
HSS(GHS)2/95: A Guide to Consent for Examination or Treatment,

Patients

B The health professional named on this form is here to help you. He or she will
explain the proposed treatment and what the alternatives are. You can ask any
questions and seek further information. You can refuse the treatment.

B You may ask for a relative, or friend, or another member of staff to be present.

B Training doctors, and dentists and other health professionals is essential to the
continuation of the health service and improving the quality of care. Your
treatment may provide an important opportunity for such training, where
necessary under the careful supervision of a fully qualified health professional.

B You may however decline to be involved in the formal training of medical,

dental and other students without this adversely affecting your care and
treatment, :

WS-130/1 Page50




CONSENT FORM | APPENDIX B

Medical or dental treatment of a patient who is unable:

to consent because of mental disorder

BOoard/HSS TIUSE....ccvivieiceristiniceseserisinrssnsssssssssinssssssesssssssesesssssessaes Patient’s SUMAME ......covvieinieciinierreeseie e sessssssssesseeseserns
Hospital........ccccrvnenen e et bt eSS bbb e e ren e ar e nnen Other NamES......occcoiiiininriniiiisiesesssmmerssssieresonssssmssssnes

UNIE NUIDET c.c.vcviireirirninnrsssiereresisrieessesesesssesssressssssseresssssnsssersssssessaes Date Of Bifth...c.iiicreerninneicrirenrcrinrensineiiessnereseeessoresosssssesessessores

Sex: (please tick) Male [} Female [}

NOTE:

It is the personal responsibility of any doctor or dentist proposing to treat a patient to determine whether the patient has capacity to
give a valid consent,

It is good practice to consult relatives and others who are concerned with the care of the patient. Sometimes consultation with a
specialist or specialists will be required.

The form should be signed by the doctor or dentist who carries out the treatment.

DOCTORS/DENTISTS

Describe investigation, operation or treatment proposed,

¥

Complete this part of the form

In my opinion ......ocverreririene v 18 N0 capable of gi\"ing consent to treatment. In my opinion the treatment proposed is in his/her
best interests and should be given,

The patient’s next of kin have/have not been so informed. (delete as necessary)
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Belfast Health and
Social Care Trust

Litigation Management Office
Royal Victoria Hospital

Our Ref: A.49/04/33/Inquiry
Your Ref: NSC B04/1

15" May 2012

Ms Joanna Bolton
Directorate of Legal Services
2 Franklin Street

BELFAST

BT2 8DQ

Dear Joanna

Re: Inquiry into Hyponatraemia-related Deaths

| refer to previous correspondence regarding the above and now enclose original signed
statement from Dr Peter Crean (130/1).

Yours sincerely

Amanda Lennon DIRECTORATE 10F |
Litigation Officer LEGAL SERVICES ‘ |
Enc. 16 MAY 2012 :
inspby | B0 ”

b

Actby

pc
Ref. No. ﬁ\ﬂf' f_(‘ o -

Litigation Management Office, 4" Floor, Bostock House, Royal Victoria Hospital, Belfast, BT12 6BA
Tel: 028 9063 3526 Fax: 028 9023 6122 E-mail: amanda.lennon@belfasttrust.hscni.net
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