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Executive Summary

Background

1. On 12 July 2002 I was commissioned by Sir Liam Donaldson, the Chief
Medical Officer, to investigate the circumstances surrounding four
adverse events that had occurred in the Reproductive Medicine Units
(‘centres’) at The Leeds Teaching Hospitals NHS Trust, West Yorkshire.
Two expert assessors were also appointed to assist me in the review. This
report sets out the conclusions that I have reached and my
recommendations as to how such events might be prevented in the
future.

2. Assisted conception treatment in the United Kingdom is regulated by
the Human Fertilisation and Embryology Act 1990 (HFE Act) and the
Human Fertilisation and Embryology Authority (HFEA) was set up
under the Act to licence such treatment. Our review of the four adverse
incidents therefore included the HFEA’s regulation and inspection
processes in place at the time of the adverse events as they related to the
centres in Leeds.

3. Itis therefore very important to bear in mind that the discussion in
this report about both the regulatory regime and the events at Leeds
relates to a period prior to July 2002. The analysis includes some
discussion of the HFEA’s early development solely to put in context the
later progress of the Authority’s culture, processes and procedures.

4. The starting point for the Review Panel, the HFEA and the Trust is that
patient safety is paramount. As a result, since July 2002 when we started
our work, the HFEA and the Trust have started to put in place the
necessary processes to support the recommendations made by the Review
Panel. We believe that both the HFEA and the Trust have since made
significant progress.

5. One issue of considerable importance to the Review Panel is the need to
ensure that details are not divulged in this report that might lead to the
identification of the patients concerned. This arises both from the
general requirement to keep all patient information confidential and the

iii
Independent review of the circumstances surrounding four adverse events that occurred in the Reproductive Medicine Units at The Leeds
Teaching Hospitals NHS Trust, West Yorkshire



particularly robust provisions in the HFE Act to do so for patients
receiving assisted conception treatment. However, so onerous are the
confidentiality provisions in the Act that we have made
recommendations about the need for change in appropriate
circumstances — see chapter 3. Another factor is that an injunction
remains in force in respect of one of the incidents, preventing
identification of the families involved.

The HFEA

6.  Since its inception in 1990 there has been a rapid expansion in the
number of centres inspected and licensed by the HFEA. However, the
Authority’s budget has, until recently, remained relatively unchanged.
The need for continued financial saving has affected the Authority’s
approach to its statutory duties, including a change in 1999 to what we
consider to be a less robust approach to inspections. This involved more
focused inspections on centres that were considered a greater risk. While
the modified inspection regime had the desired effect on the HFEAs
costs it has not been as effective as originally envisaged.

7. A number of additional issues concerning the HFEA are also discussed in
this report. We have concluded that the culture of the HFEA has
developed in a way that appears to make it difficult for some licence
committees to censure centres using the regulatory tools available. We
also found that the way in which the confidentiality provisions of the
HFE Act have been interpreted over the years has inadvertently led to
the development from a ‘culture of confidentiality’ to a ‘culture of
secrecy’ within the Authority. This has had a prejudicial effect on the
ability of the HFEA to execute its duties in an open and effective way.

8.  We have identified a number of potential vulnerabilities in the
arrangements used to select and train members of the Authority,
inspector co-ordinators and external specialist inspectors as well as in the
processes in place to assess the performance of inspector co-ordinators
and external specialist inspectors.

9.  We also found weaknesses in the HFEA’s risk management,
administrative, and document archiving systems and believe that the
practices and procedures used in the licensing and inspection of centres is
not as robust as it could be. For example, the guidance to centres
provided by the HFEA Code of Practice does not make a clear

distinction between legal compliance and advice on good practice.
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10. Communications between the HFEA, the public, assisted conception
treatment centres and the professional bodies, whose members provide
such treatments, also need to be improved.

11.  We found that the current arrangements for the Department of Health’s
oversight of the HFEA did not always detect the potential vulnerabilities
to which the HFEA is exposed.

12.  However, we do recognise that all these issues are part of the overall
development of the HFEA in an evolving area of risk management. The
Authority is already addressing the concerns that have been identified
and we believe that substantial progress has been made.

The Leeds Reproductive Medicine Units

13.  Although the two reproductive medicine centres at Leeds are on separate
sites, they both have common management arrangements. The
intention is to provide the services offered by these centres on one larger
site although at the time of writing this report this had not taken place.

14.  We heard evidence that while the facilities provided at the two sites were
not optimal, this was expected to be resolved with the merger of the
centres. This view was shared by the HFEA which, while recognising
that conditions were not ideal, did not judge the facilities to be unsafe.
As a result, formal conditions were not imposed on renewal licences
requiring improvements to the facilities, even though the person in
charge of one the centres had asked them to do so.

15. Additionally, while both centres contribute substantial income to the
Trust’s revenue we were concerned to find that neither centre had
representation on its management board.

Adverse events

16. The Review Panel investigated four adverse events at The Leeds Teaching
Hospitals NHS Trust: two involving the incorrect identification of sperm
samples; one involving the loss of embryos following a failure to check
liquid nitrogen in a cryogenic freezer; and one involving the disposal of
embryos following an administrative failure. We concluded that these
adverse events were caused through a mixture of inadvertent human
error and systems failure.
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17.  In the first incident involving the incorrect identification of sperm
samples, mixed race twins were born to a Caucasian couple. In this case
we concluded that it was impossible to say with certainty at what point
in the process the misidentification of sperm had occurred. However, a
number of weaknesses were found in the practices and protocols used in
the embryology laboratory and these are set out in detail in the report,
together with recommendations to avoid similar incidents in the future.

18. In the second incident involving the incorrect identification of sperm
samples, the error was identified and the embryos were not used. In this
case the embryologist concerned was at a loss to explain how the error
might have occurred. However, we were told that, due to a combination
of circumstances, there was a shortage of staff at the time and as a
consequence the embryologist concerned had a very heavy workload.

19. In addition, an informal double checking procedure that had been
brought into use had been temporarily suspended on this occasion due
to the pressure of work. The error was identified however when a
member of staff became available and a double check was carried out.
Again, detailed observations and recommendations have been made to
try to prevent further similar incidents.

20. In the adverse event that led to a patient’s eggs being compromised
following the failure of the cryopreservation process, the embryologist
stated that she had simply forgotten to check the level of the liquid
nitrogen before starting the freezing process. In this case a number of
potential vulnerabilities were identified in the centre’s induction training
process and these are the subject of a number of recommendations.

21.  The adverse event that led to the embryos of a couple being discarded
without their consent occurred because the letter they sent to the centre
authorising the continued cryostorage of their embryos had not been
filed with their medical notes. We found that this was the result of a
combination of scattered document storage facilities, an uncoordinated
archiving system for medical records plus staff shortages and pressure of
work at the centre and recommendations have been made accordingly.

Professor Brian Toft
BA (Hons) Dip Comp Sci (Cantab) PhD
MInstD FIRM FIOSH FIIRSM Hon FICDDS

Research Director
Marsh Risk Consulting Practice, London
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Introduction

1. The Leeds Teaching Hospitals NHS Trust (the Trust) in West Yorkshire
operates two separate assisted conception services centres (the centres)
under licences granted by the Human Fertilisation and Embryology
Authority (HFEA). One centre is located in the General Infirmary at
Leeds (LGI) and the other at St. James’s University Hospital (SJH).

2. Following successful assisted conception treatment (ACT) at LGI, twins
were born to a Caucasian couple Mr and Mrs A. Shortly after the birth,
the parents became concerned that the children possessed physical
features that did not match their own genetic background. Subsequent
genetic testing revealed that while Mrs A was the children’s biological
mother Mr A was not their biological father.

3. During preliminary investigations into the circumstances surrounding
the assisted conception treatment received by Mr and Mrs A, the
Department of Health (DH) learned that there had been three other
occasions when inadvertent adverse events had occurred at LGI. One
incident involved the wrong sperm being injected into the eggs of a
second woman patient at LGI. Another event took place at SJH when
six surplus frozen embryos, which were being stored for a couple were
accidentally discarded without the couple’s permission. Finally, there was
a failure of the cryopreservation freezing system at LGI that had
compromised the survival of seven embryos belonging to another couple.

4. As all centres in the United Kingdom are licensed and inspected by the
HFEA, questions were raised about the regulatory inspection regime’s
apparent failure to detect the lack of suitable protocols and procedures
that might have prevented these adverse incidents from occurring.
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Terms of reference

5. Asa result of the events noted above I was commissioned by Sir Liam
Donaldson, Chief Medical Officer for England, to hold an Independent

Review with a remit to:

‘Case A - Investigate the circumstances leading up to the fertilisation and
implantation of embryos fertilised during the intracyroplasmic sperm
injection procedure using sperm belonging to someone other than the

husband.’

‘Case B - Investigate the circumstances leading to the wrong sperm being
used to inseminate 11 eggs. ?

‘Case C - Identify the circumstances which led to the destruction of six
embryos contrary to the patients’ wishes.

‘Case D - Identify the circumstances that led to the failure of the
cryopreservation ﬁeezing process thus compromising seven embryos
undergoing that procedure.”

Advise on the areas of vulnerability identified in the ACT procedures on the
removal, storage, use and destruction of sperm, eggs and embryos and to
make recommendations as to the way these might be eliminated or reduced ro

As Low As Reasonably Practicable (ALARP).

Investigate the HFEA's process of regulation and inspection in relation to the
centres and to advise on any vulnerabilities and how they could be reduced.

‘Report to the CMO as soon as possible.”
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they were very useful and helped to increase our understanding of the
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questions put to them. From our first contact with the Trust the staff
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possible recommendations have been discussed so that they could be
addressed by the two centres as early as possible.
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relationship was established. As with the two centres, where issues have
been identified during the course of the Review, possible
recommendations have been discussed so that they could be addressed by
the HFEA at the earliest possible moment.

11. I would also like to thank the following for their assistance:

12. Veronica English, British Medical Association; Philip Gifford, Heath and
Safety Executive; Flora Goldhill, Department of Health and former
Chief Executive of the HFEA; Dr Michael Murphy, National Blood
Service; Geraldine Scruton and Martin Absolom, Dental Practice Board;
Daniel Greaves, Better Regulation Task Force; Professor Bridget Hutter
and Henry Rothstein, London School of Economics; Mr Ken Smarrt,
Civil Aviation Authority Accident Investigation Branch; Professor Robert
W. Shaw, Derby City General Hospital; Dr Robert Turner, HM
Treasury; lan Weston, Civil Aviation Authority; Chrys Hadjiantonis,
Civil Aviation Authority; Catherine Savage, Health Professions Council;
Dr Graham Groom, Association of Clinical Scientist, Dr Karen Turner,
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Association of Clinical Embryologists; Angela Barron, The Chartered
Institute of Personnel and Development; and Barbara Hassan, Samantha
Savage and Michael Evans, Department of Health.

Context

13. Itis important to recognise that our investigation and the findings of this
report relate solely to the situation that existed prior to the commencement
of this review in July 2002. The HFEA has during the course of the review
already started to put in place processes which support the
recommendations made by the Review Panel as set out in Chapter 8.

14.  An organisation’s culture, processes and procedures take time to develop.
Thus, an overview of some of the HFEA’ early development has been
included within this report solely in order to set the scene for what followed.

Witnesses

15.  Of the witnesses invited to give evidence to the Review Panel only two
replied that they were ‘not minded to attend ' in person. These were
Dame Ruth Deech (Chairman of the HFEA 1994-2002) and Ms
Suzanne McCarthy (Chief Executive of the HFEA 1996-2000). They
both referred the panel to the written information available from the
HFEA and offered to consider whether they could give a written reply to
any questions that the panel thought only they could answer. However
the panel concluded that under the circumstances such an approach was
not feasible.

Sources of information

16.  This report draws upon a number of sources of information, written and
oral statements of the witnesses who appeared before the Review Panel,
confidential clinical papers, confidential expert reports, confidential
internal letters, HFEA licence committee minutes, HFEA summary
inspection reports and other documents that are publicly available. The
sources are referenced at the end of each chapter.
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Chapter 1

Background

Human Fertilisation and Embryology Act 1990

1.1

1.2

1.3

1.4

It would be difficult to discuss our findings or recommendations without
first setting out some of the background to the relevant legislation. This
chapter provides a brief commentary on the Human Fertilisation and
Embryology Act 1990 and the Authority set up under the Act to
monitor and regulate assisted conception treatment and research in the
UK. It also discusses the development of some of the treatments
available in UK centres.

Following a period of extensive public consultation in November 1990,
Parliament passed the Human Fertilisation and Embryology Act (HFE
Act)! and in doing so put in place a legislative framework designed to
regulate the activities of all organisations in the United Kingdom that
wished to undertake 77 vitro (in glass) fertilisation techniques (IVF) or
other treatments involving the use of donor sperm, including research.
The legislation also provided for the creation of the world’s first statutory
body of its kind, the Human Fertilisation and Embryology Authority
(referred to as the HFEA). Thus for the first time an area in the field of
medicine would be controlled by an independent statutory authority as
opposed to self or voluntary regulation.

The duties of the HFEA include advising the Secretary of State for
Health on matters appertaining to human fertilisation when requested to
do so, the licensing and inspection of all centres in the UK and the
maintenance of a Code of Practice? (COP) that provides centres with
guidance on how they should carry out their licensed activities.

Under the provisions of section 25 of the HFE Act all centres are
expected to follow the standards set out in the COP. These include the
professional, legal and ethical standards which provide the basis for the
HFEA’s monitoring work. If a breach of the Code occurs it will be
referred to a Licence Committee (LC) where the circumstances
surrounding the breach will be considered. Section 25 effectively
requires a licence committee to take into account compliance with the
Code when deciding whether or not to vary, revoke or place conditions
on a centre’s licence.
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1.5 The development of the HFEA, its policies, operational activities and the
specific HFEA inspections that relate to the adverse incidents referred to
in our terms of reference will be discussed in later chapters.

Patient Confidentiality

1.6 The work of the HFEA and that of centres is subject to the
confidentiality provisions contained in section 33 of the HFE Act. In
addition, for Case A, an injunction remains in force protecting the
identity of the families involved. As a result, where the Review Panel
considered that revealing a particular item of information might possibly
lead to the identification of the patients concerned then that data has
either been left out of this report or anonymised so that those involved
cannot be identified.

1.7 However, while it is recognised that it is absolutely necessary to ensure
that patient confidentiality is maintained at all times the interpretation of
the provisions of section 33 of the HFE Act has on occasions impeded
the progress and transparency of this review. A number of these

difficulties will be discussed in Chapter 3.

Person Responsible

1.8 In order to ensure that each centre is appropriately administered, section
17 of the HFE Act makes provision for the nomination of an individual
at each centre whose function is to ensure compliance with the
conditions of the licence granted by the HFEA. This nominee is known
as the Person Responsible (PR).

Nominal Licensee

1.9  Typically, the individual nominated as the PR for a centre will also be the
person who is the Licensee. However, such an arrangement is not
compulsory and the HFE Act makes provision for an individual other
than the PR to be nominated as the Licensee. This latter arrangement
has a number of advantages and these will be discussed later.
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In Vitro Fertilisation

1.10 Louise Brown, born in 1978, was the first child born in the world as a
result of the use of IVF techniques. Her birth dramatically expanded the
options available to couples unable to conceive naturally and as a result a
number of centres in the UK started to offer this treatment.

1.11 The attractiveness of IVF treatments to patients can be observed by the
fact that in 1990 a total of 64 licenced centres treated almost 10,000
patients, resulting in the birth of 1,443 children. However, by 2000 the
number of centres had increased to 105. 29,698 patients were treated
and this resulted in the birth of 8,489 babies.

IVF treatments

1.12 The staff who provide IVF treatments for patients are doctors, nurses and
embryologists. Doctors and nurses are involved in all the procedures
where physical contact is made with the patients, such as in the collection
of eggs and their replacement following IVF treatment.

1.13 Embryologists on the other hand undertake the necessary scientific
techniques on the eggs and sperm once they have been obtained. A
point to note however is that while the doctor and nurse have to be state
registered before they are allowed to practise, embryologists working
solely in the private sector do not and this is an issue that will be

considered briefly in Chapter 7.

1.14 Not only has the number of people undergoing assisted conception
treatment increased but also the type of treatments available to them has
expanded. The use of routine IVF techniques to treat severe male factor
infertility (that is men who have extremely low numbers of spermatozoa or
whose spermatozoa do not function normally) was found to be less
successful than its use in the treatment of other forms of infertility. As a
result, microsurgical fertilisation techniques that utilise a mechanical system
of achieving fertilisation were developed in order to improve the chance of
success for couples where the male partner suffered severe subfertility.

1.15 Essentially three types of micromanipulation procedures have been used
in clinical assisted conception programmes (Figure 1). The first
procedure to be developed involved the creation of an artificial gap in the
zona pellucida (the shell of the egg), either by manually dissecting a hole
using needles or by using a chemical agent to burn a hole in the zona.
This type of procedure was described as Partial Zona Dissection (PZD)
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1.16

or Zona Drilling. Once the zona was breached, the eggs were then
inseminated as for routine IVF by mixing the eggs with sperm in a dish.
The second technique was a more invasive procedure that totally
bypassed the zona by depositing spermatozoa directly into the space
beneath the zona. This technique was termed Subzonal Insemination
(SUZI). The use of SUZI meant that the number of spermatozoa
required to achieve fertilisation was dramatically reduced with usually
between three and twenty spermatozoa being injected into each egg. The
third and final development involved the direct injection of a single
spermatozoon into the body of the egg. This technique,
intracytoplasmic sperm injection (ICSI), required only a single
spermatozoon per egg,.

In 1992, Palermo and his colleagues in Brussels reported the first human
pregnancies as a result of ICSI. This was rapidly followed by a
succession of reports indicating that ICSI was an appropriate and
successful technique for the treatment of male factor infertility and that
the results that could be obtained were comparable to routine IVF with
the use of normal spermatozoa and superior to the results that could be
achieved using SUZI. Thus, ICSI has become a routine form of
treatment for male factor infertility. It should be noted that in the UK
before embryologists are permitted to undertake ICSI procedures they
have to be approved by the HFEA. This will be discussed briefly in
Chapter 6.

Figure 1: Development of micromanipulation techniques for assisted
fertilisation
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ICSI procedures

1.17 In order to conceive a child using the ICSI method the female partner is
administered drugs that will stimulate her ovaries so as to encourage
more than one of the fluid-filled cysts that contain eggs, known as
follicles, to grow. Once the size and number of follicles are deemed to
be satisfactory a simple surgical procedure is used to aspirate their
contents. An embryologist then assesses the contents using a Dissecting
Microscope (Plate 1) and removes and washes any eggs found. When all
the follicles have been aspirated, the eggs are placed in a culture dish.
These dishes are labelled in such a way as to clearly identify the patient
(Plate 2). One or two hours later, in order to identify eggs suitable for
ICSI the two layers of cells surrounding the eggs are removed using an
enzymatic digestion technique.

1.18 On the day of his female partner’s egg retrieval the male partner is taken
to a Sperm Production Room where he produces a semen sample viz
masturbation. The sample is produced into a sterile non-toxic container
that is sealed with a lid and clearly labelled with the woman’s name. The
container is then placed and sealed in an envelope that displays details
identifying the man and his partner on the outside (Plate 3). The
envelope containing the semen sample is then taken to the Sperm
Treatment Laboratory so that the sample can be prepared for use in the
ICSI procedure. This process will be explained in more detail when
discussing the circumstances surrounding Cases A and B.

ICSI laboratory procedure

1.19 When a patient’s eggs are at the correct stage of development and her
partner’s sperm has been prepared, the eggs undergo the ICSI procedure,
typically four to six hours after they are collected.

1.20 The ICSI procedure is carried out on a high-powered microscope using
commercially available microtools (Plate 4). At the end of the procedure
the injected eggs are returned to an incubator and maintained in an
environment of 5% carbon dioxide in air at 37°C (Plate 5).

1.21 It is important that the eggs and sperm and the resulting embryos are
kept at 37°C in an appropriate culture environment at every point in the
procedure. Thus, much of the equipment used in the IVF laboratory is
warmed to ensure that there is little variation in temperature.
Furthermore, in order to identify material from different couples, every
container in which the eggs, sperm or resulting embryos are stored

9
Independent review of the circumstances surrounding four adverse events that occurred in the Reproductive Medicine Units at The Leeds
Teaching Hospitals NHS Trust, West Yorkshire



should be clearly labelled with identifying information related to a
particular couple. All centres that provide the ICSI service have to
provide information on itself and the proposed ICSI practitioner to the
HFEA. The practitioner as noted earlier also has to be approved by the
HFEA. A simple illustration of the creation of a human embryo using
the ICSI procedure can be observed in Figure 2 below.

Figure 2: Creation of a human embryo via ICSI

1 Egg collection

Ingecticn (4 — 6 howrs after collection)

A Assessment of {ertilisation (16 — 20 hours after njectonk

4 Embryd Transher (48 hours alter collechion) = embryo haa
unidergone two rounds of division

ao%o

Transfer of embryos

1.22 Providing there are viable embryos as a result of the ICSI procedure then
the embryos will be transferred to the patient two days after the ICSI
procedure.

Cryopreservation of embryos

1.23 If, after the embryo transfer procedure has been completed, there are any
viable embryos of adequate quality left then patients may give their
consent for their embryos to be frozen (Plate 6), in the first instance, for
up to five years. Once frozen the patient’s embryos may, under certain
circumstances, be held in a centre’s cryopreservation storage unit (Plate
7) for up to a statutory maximum of 5 years or longer providing certain
conditions are met.
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1.24 However, should the cryopreservation process become disrupted or fail
for some reason then the viability of the embryos undergoing the
procedure may be compromised. This will be discussed in Case D.

1.25 It should also be noted that a centre may not store embryos if the patient
and her partner have not provided written consent. Nor may embryos
be stored for longer than the period for which consent has been given or
after the maximum period laid down in the legislation. This is because
the HFE Act provides that storage may only be carried out with effective
consent (section 12 of and schedule 3 to the HFE Act) and in
accordance with the time periods set out in the legislation. Failure to
observe these conditions will always constitute a breach of licence
conditions.

1.26 Furthermore, the COP requires that an annual review be conducted by
all centres to ensure that their records are consistent with the actual
genetic material in storage. Another purpose of the review is to ascertain
the purpose and duration of storage and identify any action that might
be required with regard to any of the embryos that are held. Thus,
centres should be fully aware of their responsibility with regard to
consent forms and expiry dates as will be discussed in Case C.

Discarding of embryos

1.27 The HFE Act requires cryopreserved embryos to be discarded when the
period for which consent has been given has expired (paragraph 2(2)(a)
of schedule 3 to the HFE Act) or when they have been stored for the
maximum period permitted by the legislation (section 14(1)(c) of the
HFE Act). However, as discussed in respect of Case C, circumstances
can unintentionally lead to the destruction of embryos where the
necessary consent remains in force and the statutory storage period has
not been exceeded.

Background to the adverse incidents

1.28 Reason3, Turner and Pidgeon4, Toft and Reynolds® and others have
comprehensively argued that the precursor conditions required for the
creation of an adverse event may lay cloaked in the social and technical
fabric of an organisation for many years before an untoward incident
occurs. Similarly, an organisation’s culture, i.e. the commonly accepted
way of behaving within any given organisational settings, does not spring
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into existence overnight as an established phenomenon. It takes time for
the complex sets of individual and collective perceptions to develop and
coalesce into a system of commonly shared values (Johnson).®

1.29 Therefore the actions that individuals take within an organisation are
determined by the understanding that they have of any particular
situation. People try to make sense of their organisational settings and
then act in the belief that the assumptions that they have made are facts
(Weick):” Tt is therefore imperative to understand the organisational setting
in which the adverse incident[s] took place®’

1.30 The different organisational contexts in which the adverse events noted
above took place will be described in the following chapters.

Observations

1.31 Since the birth of Louise Brown in 1978 the number of techniques
available to treat couples who want children but are subject to infertility
problems have increased. Similarly, the number of patients wanting to
avail themselves of such services have also rapidly increased. To meet this
patient-led demand for assisted conception treatment both private
practice and the NHS responded by, in the first instance, increasing the
skills in the centres that already existed and second by providing
additional centres to deliver IVF services. This in turn increased the
advisory and regulatory workload of the HFEA.

1.32 IVF techniques have brought happiness for numerous couples over the
past 20 years or so. However, when an adverse event takes place it can
have a devastating effect upon all those involved. It is therefore crucial
that society learns from such incidents and so far as it is possible
attempts to make sure they do not recur. This report is a first step in
that process.
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Chapter 2
Voluntary Regulation of Human

in vitro Fertilisation

Warnock Committee

2.1 The ability of clinicians and scientists to assist women to conceive
children has raised and continues to raise many difficult questions,
including those concerning ethical, religious and practical issues. It was
for such reasons that in 1982 the British Government established a
Committee of Inquiry on Human Fertilisation and Embryology chaired by
Dame Mary, later Baroness, Warnock. The focus of the Warnock
Committee was to determine what policies should be adopted for
infertility treatment and embryo research.

2.2 The regulation of human activities by the State has a number of
functions one of which is to seek to control the behaviour of individuals
and groups of people in a particular sphere of endeavour."? Thus when
the Warnock Committee published its findings in 1984 it was perhaps
not surprising given the level of public concern regarding assisted
reproduction that one of its main recommendations was that a Statutory
Licensing Authority (SLA) should be established by the Government
with the power to control and monitor all work involving human in
vitro fertilisation. This was a revolutionary concept as the medical
profession in England, Scotland and Wales had been a self-regulated
body ever since Parliament passed the Medical Act 1858 and established
the General Medical Council (GMC).

Voluntary Licensing Authority for Human in vitro
Fertilisation and Embryology

2.3 Recognising the difficulty and time delay that would inevitably be
involved in the creation of a statutory body such as that envisaged by the
Warnock Committee, the Medical Research Council (MRC) and Royal
College of Obstetricians and Gynaecologists (RCOG) founded the
Voluntary Licensing Authority for Human in vitro Fertilisation and
Embryology (VLA) in March 1985 under the Chairmanship of Dame
Mary Donaldson. The newly created VLA consisted of people drawn
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from both the scientific and medical professions but was balanced by the
inclusion of lay people. Thus, for the first time a body other than the
GMC would seek to regulate research and the clinical treatment of
patients in a field of medicine.

2.4 It should however be borne in mind that the newly created VLA:

"..was housed within an office at the MRC Headguarters in
Park Crescent, which was already overcrowded: when the
chairman needed to work at the Authoritys office, it was on a
borrowed chair and at the corner of a desk. 3

2.5 The organisational structure of the VLA comprised of Members who
carried out the licence inspections and issued licences to centres as
appropriate and a secretariat who assisted Members with the
administration of the VLA.

2.6 Originally it had been assumed that the VLA would only be in existence
for eighteen months to two years and its funding had been agreed on
that basis. Therefore, when both the MRC and RCOG had resourcing
problems it fell to Parliament in December 1988 to vote the VLA the
sum of £45,000 as an additional contribution to its running costs.
Thus, while there were problems surrounding the adequate funding of
the VLA it nevertheless continued to carry out the task of regulating
centres.

2.7  Besides its licensing and inspection roles, the VLA was also concerned to
foster good relations and create two-way communication between itself
and the centres that it licensed. To that end the VLA held an annual
conference for centres where speakers would address topics of interest
and attendees could make informal contact with members of the VLA.

VLA Code of Practice

2.8 One of the first tasks of the VLA was to marshal the work that had
already been carried out by various expert committees concerned with
reproductive medicine and to draw up a COP. The implementation of
the Code was one of the conditions required of a centre before a licence
to carry out work in the field of reproductive medicine would be
granted.
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VLA licence application procedure

2.9 All potential centres had to make a written application to the VLA that
described the particulars of the treatment services or research that they
wished to undertake or were already providing. If a centre was already
engaged in providing assisted conception treatment or undertaking
research, then the details of all such treatments or research activities, the
associated patient documentation and all the protocols used in the
provision of those services had to be submitted for evaluation by the
VLA. The curricula vitae of all senior members of staff also had to be
forwarded to the VLA for scrutiny.

VLA inspection visits

2.10 Once the necessary documentation had been received and processed, the
VLA would then arrange a visit to the proposed candidate organisation.
If the candidate centre was applying to be licensed for the first time, then
typically the VLA inspection visit would take place three to six months
after the application for a licence. This delay was to give the candidate
organisation time to ensure that all its protocols, procedures and
operational practices were in place and working. The inspection team
would comprise of not less than three Members of the VLA and include
a clinician, scientist and one or more lay members. Typically, the
clinician would chair the meeting and a member of the VLA secretariat
would be present to take notes.

2.11 Each VLA inspection visit followed the same pattern. The visit would
commence with a private meeting of the VLA inspection team members
during which they would discuss the documentation provided by the
centre concerned and identify any issues that required a thorough
examination. It should be noted that VLA inspection teams at this time
were “...provided with a check list of routine issues which they needed to

cover.”

2.12 Following the preliminary meeting in private, the inspection team then
held discussions with the clinical director and senior staff of the centre.
After this the inspection team would make a tour of the clinical and
laboratory facilities before having a final meeting in private to discuss
their findings and recommendations. Prior to leaving the centre the
VLA inspection team would inform the clinical director of their
conclusions.
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VLA licence committee meetings

2.13 The VLA licence committee (LC) sat on a regular basis, usually meeting
once every two months. At these meetings the various inspection teams’
findings would be discussed, decisions made whether or not to approve
the granting of licences to the candidate organisations and other matters
raised of relevance to the VLA.

Interim Licensing Authority for Human in vitro Fertilisation
and Embryology

2.14 In April 1989 after the Government had committed itself to introduce
legislation that would bring into existence a statutory body, such as that
recommended by the Warnock Committee, the VLA decided to
emphasise the temporary nature of its existence by changing the name of
the organisation to that of the Interim Licensing Authority for Human in
vitro Fertilisation and Embryology (ILA). The ILA however was to
remain in existence for a further two years until on 31 July 1991 it
finally relinquished its responsibilities for regulating centres to the

HFEA.

2.15 However, it should be noted that the Lord Chancellor when introducing
the HFE Bill to the House of Lords in December 1989 stated:

‘Although the new authority will in no sense be a direct
descendant of the ILA, and will in its membership and
functions be a different organisation in that it will have
broader power and function, I am sure it will find it useful to
draw on that body’s experience when it assumes its full

powers...”>

2.16 Indeed, the ILA operated in parallel with the nascent HFEA for
approximately nine months prior to the change from voluntary to
statutory regulation so that relevant skills and experiences could be
transferred to the new body. However, while the majority of the
members appointed to the HFEA by the Secretary of State in 1991 were
new, six of those members had previously been members of the ILA. In
addition two members of the ILA secretariat were also transferred in to
the new SLA. Therefore, as envisaged by the Lord Chancellor, the new
HFEA was able to call upon their skills and experience to help them
clarify ILA policy and strategy issues and hence, in as far as it was
possible, smooth the transition from a voluntary to a statutory regulatory
framework.
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Self-regulation

2.17 Historically the state has sanctioned the self-regulation of professions,
such as medicine or the law, where a period of prolonged training is
required by a practitioner in order to obtain the high degree of
specialised knowledge and skills necessary to undertake such work.
Usually the application of such training will also require expert
judgement to be exercised when it is used in practice. Hence because of
the specialised nature of the knowledge to be applied and the degree of
expertise required by a practitioner to use it in differing contexts it is
argued:

“..that self-regulation is the only appropriate form of control
because only the experts themselves can regulate its

practice... Only those within the professional group understand
the unique nature of the problems and decision making in their
own area of work, and only they can apply effective remedies. 76

2.18 However, where it is suspected that a clinician’s performance may not be
meeting the required standard, in order for effective remedies to be put
in place the problems that are being experienced have to be publicly
articulated by his or her peers. There are difficulties with attempting to
engage in such behaviour as Rosenthal points out:

‘Until 1985, the official position on collegial criticisms was
straightforward. “The [GMC] also regards as capable of
amounting to serious professional misconduct... [the] deprecation
by a doctor of the professional skill, knowledge, qualifications or

services of another doctor or doctors. »7

2.19 Therefore, criticising a fellow doctor was actively discouraged by the
medical profession’s self-regulatory body, although in recent years the
(GMC) guidelines regarding a doctor criticising another has changed to
allow honest comment’ upon a colleague’s capabilities.® Nevertheless,
while there has been a change in the position of the GMC regarding
doctors criticising each other, such an edict may well have had little
effect on the behaviour of many doctors, including some of those still
practising. For example Allsop and Mulcahy argue, ‘7he culture of
colleague [doctors] relationships has tended to be protective and fraternal
rather than to safequard the quality of care of patients.”
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2.20 Likewise, Walshe observes:

All the evidence suggests that most clinicians are reluctant to
report matters to the GMC or UKCC (United Kingdom
Central Council for Nursing, Midwifery, and Health Visiting)
and as a result these regulatory bodies see only a fraction of the

true volume of clinical performance or behaviour problems. ’10

2.21 The evidence thus suggests that in general clinicians can be disinclined
to criticise their peers publicly and this will be discussed later in the

context of the HFEA.

Observations

2.22 As the purpose of the VLA was unique, there was no organisational or
regulatory model to be copied. Consequently the VLA was shaped by
the experience of those first distinguished pioneers who for the most part
came from medical and scientific backgrounds and possessed little or no
experience in the design and development of regulatory bodies.

2.23 Moreover, because the VLA had no powers of enforcement, in general
the VLA had to persuade centres to submit to its jurisdiction. Since it
had a limited ability to apply sanctions to centres that did not comply
with its guidelines, it relied to some extent upon the centres co-
operating. Consequently there would have been little or no urgency for
those who carried out the licensing and inspections of centres to become
skilled in regulatory issues or the law, and, in the event, training in such
matters does not appear to have been carried out.

2.24 Furthermore, the funding received by the VLA from its inception does not
seem to have been the optimum for the range of activities that they were
attempting to realize. As a result, it could be argued that all those
associated with the VLA/ILA developed the expectation that in carrying out
its functions they would have to manage its affairs with limited resources.

2.25 As noted earlier, it had been the intention of the Government that the
newly created SLA should not be a direct descendent of the ILA.
However, Hood ez al. in their research on regulatory regimes note that
many institutionalists maintain:

"..that policy and administrative routines tend to be heavily

influenced by their bistorical point of origin, with inertia

leading to persistence of original form..." 1
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2.26 Indeed, in the search to facilitate the transition from a voluntary to a
statutory organisation numerous administrative procedures and several of
the people who had been members of the VLA/ILA were transferred to

the new HFEA. Gunning and English observed that the new HFEA's

...inspection process, arrangements, papers and format are essentially the

same as the ILA system. .. )12

2.27 Thus, in summary, the evidence suggests that while the new HFEA had
been given a greater range of functions and powers, an essentially similar
operational approach and culture to that of the VLA/ILA was introduced
to the new Authority. There is also evidence to suggest that clinicians
may be disinclined to criticise their colleagues publicly. The effect
created by these two aspects will be discussed in Chapter 7.
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Chapter 3

Statutory Licensing Authority

The Human Fertilisation and Embryology Authority's role

3.1 The HFEA was established by Parliament as an independent body at arm’s
length from Government to consider issues relating to reproductive
medicine and regulate related treatment and research. Essentially, the
HFEA has two broad and potentially conflicting functions: one regulatory,
and one advisory. Its primary regulatory responsibilities include the
regulation, licensing and monitoring of centres, both NHS and private,
that undertake reproductive medicine treatments and/or research plus the
maintenance of a COP. The HFEA’s advisory function is to consider
sensitive ethical issues regarding human-assisted conception and to advise
the Secretary of State on such matters when requested.

HFEA structure

3.2 The corporate body of the HFEA consists of the Authority supported by
the Executive. The Authority is directly accountable to the Secretary of
State for ensuring that the provisions of the HFE Act are complied with.

3.3 The Authority consists of a chairman and deputy chairman who along
with a number of other individuals are appointed by the Secretary of
State for Health on a part-time basis. They meet as required. This
group of people includes laypersons, clinicians and individuals regarded
as being experts in the provision of assisted conception services, the law
and ethics. Schedule 1 to the HFE Act however expressly forbids the
Secretary of State from appointing as chairman or deputy chairman
individuals who have professional interests in the work that the HFEA
regulates. Put in simple terms, both the chairman and deputy chairman
must be lay Members of the Authority in that they may not be someone
who is medically qualified or have been involved in any of the activities
governed by schedule 1 to the HFE Act. Schedule 1 also requires that
while at least one third of the total membership must have a certain
professional interest in the work that the Authority oversees, the majority
of the Authority’s Members must be lay people.
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3.4 The HFE Act does not however specify the maximum number of
Members that can be appointed to the Authority, but apart from a short
period recently, it has not comprised of more than 21 people. In
practice this has meant that nine Members of the Authority have had a
professional interest in assisted conception and 12 Members, including
the chairman and deputy chairman, have been lay. The legislation also
directs that the views of the Authority and the discharge of its duties
shall be informed by both men and women.

3.5 Appointments to the Authority are made in the first instance for three
years — the maximum permitted by the HFE Act. Ministers also make
reappointments to the Authority but in accordance with guidelines
issued by the Commissioner for Public Appointments. The selection

and reappointment of Members of the Authority by the Department of
Health (DH) will be briefly discussed in Chapter 4.

3.6 The Executive comprises of mainly full-time employees who are led by a
Chief Executive appointed by the Authority. The role of the Executive is
to support the Authority in carrying out its statutory duties by providing
administrative and operational support, i.e. implement the policy
decisions of the Authority. Prior to the official establishment of the
HFEA as a statutory organisation, civil servants on secondment from the
DH were employed to create the new Executive body. As noted in
Chapter 2 two members of the VLA/ILA secretariat were also appointed
to serve in the ranks of the new Executive.

3.7  Similar to the way in which a member of the VLA/ILA secretariat went
out on each inspection to provide the inspection team with
administrative support, so the HFEA Executive provides each inspection
team with a person called an inspector co-ordinator. However, unlike
the members of the VLA/ILA secretariat who acted purely as
administrators at inspections, an inspector co-ordinator has a much
wider role to play. The inspector co-ordinator not only provides advice
to the centres to which they are allocated on how to comply with the
HFE Act but is also part of the inspection team that seeks to confirm
that those same centres are complying with the HFE Act. Thus
inspector co-ordinators, like the Members of the Authority, play a dual
role and this will be discussed later.
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Oversight of the HFEA

3.8 As noted earlier Parliament passed the HFE Act in November 1990 and,
on 1 August 1991, the HFEA began to carry out its statutory duties as
an executive Non-Departmental Public Body (NDPB). However, while
the HFEA is a corporate body created by an Act of Parliament it is still
subject to review under guidance issued by the Cabinet Office and
within such arrangements is accountable to the Secretary of State for

Health.

3.9 The HFEA is required to report annually to the Secretary of State for
Health on the performance of its functions. To that end the HFEA’s
Chairman attends an annual review meeting with the Minister. An
Annual Report and financial statement is produced by the Authority,
which, after approval by the Secretary of State, is laid before Parliament.
In addition, the HFEA’s Chief Executive and other members of the
executive staff hold annual accountability review meetings with senior
civil servants from the DH.

3.10 In practice, the Clinical Quality, Ethics and Genetics Division of the DH
acts as the HFEA’s sponsor. The function of the sponsoring department
is to agree the HFEA’s business and corporate plans which includes
accountability for the HFEA’s activities, the arrangements for agreeing
strategic plans, financial planning, personnel management and the
publishing of its annual report and accounts. In addition, the HFEA
invites a representative of the DH to attend its monthly meetings as an

observer and the HFEA Executive has informal daily contact with
officers at the DH.

3.11 The HFEA is also required to operate in accordance with a Management
Statement which is a document agreed between the DH as the
sponsoring department and the HFEA. The main purposes of the
Management Statement are to record the aims of the HFEA, its
objectives and relationship with the sponsoring department.

3.12 It is also Government policy that all NDPBs such as the HFEA should
be subject to a comprehensive review every five years. The purposes of a
Quinquennial Review (QQR) includes reconsidering the functions of the
HFEA, the extent to which it continues to meet its aims and objectives,
including the duties laid down in the HFE Act, evaluate the HFEAs
performance in terms of value for money and to report with
recommendations. To date two QQRs have been undertaken, the first
reporting in July 1996! and the second in October 2000.% In addition,

24
Independent review of the circumstances surrounding four adverse events that occurred in the Reproductive Medicine Units at The Leeds
Teaching Hospitals NHS Trust, West Yorkshire



an independent external study was commissioned by the DH to review
the HFEA’s organisational development in between the two QQRs.?
However, these arrangements appear to have missed some of the HFEA’s
potential vulnerabilities that are discussed in this report. Similarly, James
noted in his report to the HFEA on corporate governance that:

... the deficiencies which have come to light in...aspects of the
licensing process were not detected, either through the annual or

quinquennial review process.”*

3.13 Likewise, Chantrey Vellacott notes:

"...the problems experienced by the HFEA have not always been
transparent to the DH and the Secretary of State for Health.”>

3.14 While neither author articulates the reasons why deficiencies in the
inspection and licensing process were not identified by the QQRs, it
should be noted that it was senior civil servants from the DH that
conducted the two QQRs undertaken to date. And, although the 2000
QQR team did have a specialist in Quality Assurance (QA) systems as
part of the inspection team, that particular team member’s experience
was in providing QA systems to the medical devices industry - not to
centres engaged in reproductive medicine. Thus, there was no one
involved in either QQR inspection team with any significant current
practical experience or academic qualifications in the work carried out in
the field of assisted conception services. But in this context it should be
noted that QQRs are aimed at establishing in general terms whether the
body continues to provide an effective service and one that is still
required. Their remit does not usually include the detailed examination
of the body’s processes and this, perhaps, could be considered to be a gap
in the accountability process.

3.15 Furthermore, as will be discussed later, the HFEA does not provide an
explicit detailed model against which a centre can be evaluated for
compliance with the HFE Act and COP. Rather it is the judgement of
those tasked with inspecting centres to determine whether a centre is
compliant with the widely written provisions of the legislation and
Code. Hence the Review Teams would have had no explicit model
against which they could objectively assess the thoroughness of the
HFEA compliance process used during their inspection of centres.
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HFEA operational and accountability framework

3.16 The HFEA operational and accountability framework is illustrated in
Figure 3 below:

Figure 3: HFEA Operational and Accountability Framework Overview
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3.17 As can be observed in Figure 3 the Authority, through the Secretary of
State for Health, is accountable to Parliament which has the overarching
responsibility for ensuring that certain activities in the UK concerned
with reproductive medicine are subject to the most appropriate controls.
Operationally the HFEA provides input to Parliamentary committees
when requested. The Authority is also accountable to the Secretary of
State for Health (SofS) who, as mentioned above, is directly accountable
to Parliament for ensuring that the appropriate arrangements are in place
to give effect to the requirements of the HFE Act and subsequent
secondary legislation such as the HFEA (Licence Committee and Appeals)
Regulations 1991.° The operational role of the Authority is to provide
advice when the SofS requests it as well as to regulate and monitor
assisted conception services in accordance with the HFE Act and its
requirements as set out in the COP. Additionally, as noted above, the
HFEA is also subject to QQRs, which are arranged by the sponsor
department.

3.18 The HFEA Executive on the other hand is accountable to both the
Authority whom they serve and to a limited extent, such as in the role of
accounting officer, to their sponsor department at the DH. The HFEA
Executive accountability reviews are conducted through annual meetings
with the Head of the sponsoring division in the Department and formal
monthly meetings. There is also informal daily contact with officers of
the sponsor department. However, despite the level of contact provided
by the current accountability processes, weaknesses in the HFEA’s
operations were not identified until relatively recently (that is, to the date
of commencement of this review in July 2002).

Provision of information

3.19 Besides its operational advisory and regulatory roles, the HFEA, like the
centres themselves, provides information to the public on a range of
issues relating to the provision of assisted conception services (ACS) and
treatment. The HFEA does not have staff dedicated to the provision of
information. Rather, as inspector co-ordinator 3 (IC 3) reported:

"..anybody within the regulatory team or policy team would be
available to give people advice, if needed.””

3.20 This policy assumes that regardless of who responds to a particular
question the answer provided would be the same. However, as will be
discussed later the members of the Regulatory and Policy Teams within
the HFEA were not provided with any formal training in the law and
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thus their ability to respond consistently and authoritatively to questions
related to the HFE Act may have been compromised. Indeed, a member
of the Review Panel noted that there had been several occasions when
asking for advice on issues related to the HFE Act or COP where the
same question had been put to various people at the HFEA and different
answers had been given.

3.21 Centres providing assisted conception services are accountable to the
HFEA for their compliance with the HFE Act and Code. A centre’s
level of compliance is determined by a visual inspection of their facilities
and the documentation they produce to support their services.

However, because the HFEA does not possess the personnel necessary to
inspect centres they employ part-time external specialist inspectors (ESIs)
to carry out the clinical, scientific and social inspection work for them.
But because some of these Inspectors also work at assisted conception
centres, as do some of the Authority Members, they in turn are also
subject to the HFEA’s regulatory regime. This particular aspect of the
operational framework will be considered again in Chapter 6.

3.22 It should be noted however that the majority of the HFEA’s contact is
generally with the PR at each licensed centre. The HFEA appears to
have little or no contact with the senior management of either NHS
Trusts or private hospitals within which centres are located despite the
HFEA sending a letter to the PRs of centres in January 2001
encouraging such contact and outlining the advantages (see Chapter 7).
Thus, in general the senior management of NHS Trusts or private
hospitals only receive information regarding the management and
resourcing of centres from the centres themselves and perhaps little if any
about issues that may be of concern to the HFEA. This lack of
communication, which applied between the HFEA and the Management
Board of the Leeds Teaching Hospitals NHS Trust, will be reviewed later.

HFEA Code of Practice

3.23 In order to assist centres to comply with the legislation Section 25 (1) of
the HFE Act stipulates that:

The Authority shall maintain a Code of Practice giving
guidance about the proper conduct of activities carried on in
pursuance of a licence under this Act and the proper discharge
of the function of the Person Responsible...’
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3.24 Section 25 (3) goes on to state:

The code may also give guidance about the use of any
technique involving the placing of sperm and eggs in a woman.”

3.25 Thus, the content of the COP is the responsibility of the Authority and
it has wide-ranging powers over the nature of the guidance that it may
contain. A licence committee Member (LCM 1) stated that while it is
the Policy Team of the Executive that carries out the actual drafting of

the COP:

“The Code [of Practice] is based on decisions of policy made by
the full Authority and then is translated into what would be
practicable in guidance to the centres. When it has been drafted
we would usually get a legal opinion on the wording as well as
to make sure it complies with the Act and that it is an
appropriate way to expect compliance from clinics.”

3.26 However, typically the Codes that have been developed over the years
(the fifth edition was published in March 2001) appear for the most part
simply to restate the HFE Act. For example, in both the fourth and fifth
editions of the COP paragraph 2.1 states: The Person Responsible must
ensure that proper equipment and suitable practices are used’ (emphasis in
the original). The terms proper equipment’ and Suitable practices are
however taken straight from section 17(b) and (d) of the HFE Act but
there is no guidance in the Code as to how these particular requirements
of the HFE Act might be determined.

3.27 Annex F of the fifth edition of the Code does note that:

There are a number of professional guidelines from other
organisations that are particularly relevant to the provision of
licensable activities in licensed centres.”

3.28 However, the Code only provides an indicative list of the professional
bodies and the titles of the guidelines that are relevant and it is therefore
left to the PR at a centre to decide which guidelines to follow.

3.29 Furthermore the Code, following the HFE Act, has numerous references
to subjective evaluation criteria using phrases like Suitable practices),
proper equipment’ and good laboratory practices. Thus it is perhaps not
surprising that the Person Responsible at the Leeds General Infirmary
centre, when discussing the HFEA guidance on the production of good
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laboratory practices, remarked that:

‘I do not think that the Code of Practice is detailed enough to be
able to help people develop [suitable practices]. If you look at
the tissue banking Code of Practice. .. it states clearly what you
need to do, the need for protocols, the need for standard
operating procedures and the sorts of people who should be

involved in producing those. >9
3.30 LCM 2 when discussing Case A observed that:

“There is nothing, unfortunately, at this time, and still not,
either in ACE [Association of Clinical Embryologists]
guidelines, nor in our Code of Practice to suggest there was a
correlation between mistakes and the size of the facility. There

is no criterion as to what is a suitable size...” 10

3.31 While LCM 1 stated:

...there has never been any set criteria or parameters for what
laboratory facilities should be available, so we have never had
anything to judge appropriate facilities against. It has always
been a matter of the scientific inspector, because it is obviously
the inspector whose information we rely on in these cases,
making judgements of the facilities that are there, the
equipment that is there...’ !

3.32 Other evidence to support the assertion that there are weaknesses in the
Code is to be found in the views of the review team who undertook the
second QQR where they observed °..a lack of transparency in the Code
of Practice.’>  For example, there is no clear distinction within the Code
regarding °..the relationship between legal requirements, guidance on
compliance and advice on good practice.” '3

Difficulties created by section 33 of the HFE Act

3.33 Of all the problems experienced by the HFEA, centres and patients alike
during the first few years one of the more difficult was that caused by the
confidentiality provisions in section 33 of the HFE Act. Initially the
confidentiality provisions were drawn so tightly that even a patient could
not consent to information about their treatment being given to anyone,
including health professionals, if they were not directly involved in their
treatment, with a breach of this provision being a criminal offence
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punishable with up to two years in prison, a fine or both. Clearly such a
situation had never been intended when the HFE Act was drawn up and
in 1992 the Human Fertilisation and Embryology (Disclosure of
Information) Act was passed which removed the anomaly'.

3.34 However, even after the passing of the Disclosure of Information Act the
penalties described above can still be meted out for disclosing, even if
unintended, information that breaches the confidentiality provisions of
the HFE Act. Thus it is perhaps hardly surprising that Flora Goldhill,"
the first Chief Executive of HFEA, has remarked that the provisions of
section 33 of the HFE Act created within the HFEA organisation a
‘culture of confidentiality” with respect to safeguarding information
about individual patients and children born as the result of assisted
conception treatment.

3.35 That culture of confidentiality, which arose as a result of the HFE Act,
has continued to the time of this review and appears to have grown in its
intensity. Indeed, the draconian way in which the provisions of the HFE
Act are sometimes interpreted by the individuals to whom they apply
have, on occasions, hindered the progress of the Review Panel’s
deliberations. For example, the author of this report could not review
any document that contained patient identification data, for to have
done so, without being a licensed person or an employee of the
Authority, would have resulted in a breach of the HFE Act. Thus time
had to be spent making sure that documents containing patient
identification data had been anonymised before the author could read
them. However, it should be noted by the readers of this report that my
advisors Dr Gearon and Mr Artley have seen all the relevant confidential
medical documentation and this report is based upon our joint
deliberations.

3.36 Moreover, as noted below, the HFEA witnesses appeared to be anxious
when responding to the Review Panel’s questions in case they
inadvertently provided information that later might be interpreted as
having led to the identification of a patient, thereby laying them open to
a criminal prosecution. Indeed, the Executive were so concerned about
such a situation arising that they sought legal advice about the
confidentiality provisions of the HFE Act so as to provide some guidance
to their staff regarding what information they might reveal to the Review
Panel (see Appendix). This was because section 33(2)(b) of the HFE Act
forbids any person who has been a member or employee of the HFEA to
disclose any information obtained °..in circumstances requiring it to be

held in confidence.’
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3.37 The difficulty that can be created by the confidentiality provisions of the
HFE Act is demonstrated by an event that occurred during the taking of
evidence from witnesses employed in the Executive. The solicitor (S1)
engaged to provide legal advice to three of the four inspector co-
ordinator witnesses was adamant that members of the Review Panel must
not refer to the adverse incidents noted in Chapter 1 by their
alphabetical case letter when addressing the witnesses. S1 stating:

So if any of you [members of the Review Panel] say, this is
about case A, B or C, you could be putting them [HFEA
employees] in jeopardy...they cannot be seen to answer
questions even if it relates to Case A rather than the name of the
person for fear of identification.”1°

3.38 S1 was clearly correct in seeking to ensure that her clients were not
compromised by the actions of the Review Panel, but not being able to
refer to the incident concerned placed severe restrictions on what
questions the Review Panel could ask since the questions were context
dependent. Furthermore, legal advice subsequently sought by the
Review Panel in relation to this particular issue was contrary to the view
held by S1. However, both sources of advice to the Review Panel were
based upon their individual interpretation of section 33(2)(b) of the
HFE Act and which view of the law should prevail could only be decided
by being tested in a court of law. Given that there were other sources
from which the same information could be derived, albeit more time
consuming, seeking a view from the court was felt to be inappropriate.

3.39 In relation to the difficulties created by section 33, it should also be
noted that the HFEA Tenth Report and Accounts, 2001 were qualified by
the Comptroller and Auditor of the National Audit Office because the
confidentiality provisions of section 33 of the HFE Act prevented the
audit team from accessing information that they required.

3.40 Additionally, in the report produced by Chantrey Vellacott the legal
restrictions created by section 33 were identified as being responsible for
compelling the HFEA to dispense with the services of the organisation
that had been responsible for maintaining the VLA/ILA Database
Register and the need to bring all information technology services in-
house.

3.41 The Chantrey Vellacott report also conclude that as a result of the legal
limitations imposed on the HFEA under current legislation that:
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‘..the HFEA’s Data Register will...always have to be developed
and maintained in-house at whatever the cost, even if such a
development is more inefficient or costly than alternative

external solutions.”'”

3.42 While the second QQR team came to the view that:

“..where IT [Information Technology] systems could be
improved through the use of external experts and in cases where
relevant research in the field covered by the HFE Act is being
hampered, we believe that the DH and the HFEA, should
explore the possibility of reviewing the present law and/or its
interpretation without compromising patient confidentiality.’'8

Observations

3.43 The HFEA is supervised by the DH at two levels: ministerial and
executive. The former is carried out formally on an annual and five-
yearly review basis, the latter through informal daily contact, formal
monthly and annual meetings with the sponsor department. However,
these arrangements do not appear to have identified all the potential
vulnerabilities within the HFEA as discussed in this report.

3.44 The composition of the QQR inspection teams have not included any
members who have had any significant current academic and practical
experience in the field of ACS and this may have inadvertently led to
potential vulnerabilities in the HFEA inspection and licensing regime
being overlooked.

3.45 The provision of information by the HFEA in relation to the HFE Act
and Code of Practice may not always be consistent and this could lead to
confusion on the part of centres and the public.

3.46 The HFEA COP does not appear to have provided centres with
sufficiently detailed unambiguous guidance on how they should interpret
and implement the HFE Act.

3.47 It is clearly important that the identity of those seeking ACS, and their
children, should be safeguarded properly. However, the present
provisions in the HFE Act appear to go well beyond what is necessary to
achieve that aim. The confidentiality provisions of section 33 of the
HFE Act are onerous and act as a device to prevent those who have a
legitimate reason for accessing the data that the HFEA possesses from
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doing so. It is also a barrier that prevents the HFEA from being more
transparent about its working practices and prevents them, in the case of
information technology, from seeking the best value that is available.
This is in contravention of Government policy.'?
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Chapter 4
Human Fertilisation and Embryology

Authority recruitment, training
and development

Authority Member recruitment

4.1 Initially, because reproductive medicine and its regulation was in its
infancy, the first potential Members of the Authority were identified by
the DH informally approaching professional bodies such as the Royal
College of Obstetricians and Gynaecologists and soliciting
recommendations. Subsequently, those who had been nominated were
approached and invited to become Members of the Authority. However,
over the years the number of people interested in obtaining assisted
conception treatments has increased, as has the number of those
practising reproductive medicine. The work of the Authority has grown
considerably and consequently so has the burden on its Members.
Expectations have also changed about the transparency of appointments
to public bodies, leading in the 1990s to the establishment of a
Commissioner for Public Appointments. For these reasons the
requirements on Members and the recruitment procedures have changed.

4.2 Vacancies for a seat on the Authority are advertised widely in the press
and elsewhere. All appointments are made in accordance with the
guidance issued by the Commissioner for Public Appointments and
advice is sought from the Chairman and the Chief Executive of HFEA
about the particular skills needed on the Authority prior to each
appointment exercise.

4.3 As discussed in Chapter 3 appointments to the Authority are made in
the first instance for three years. However, there are no explicit limits in
the legislation as to the number of times a Member may be reappointed.
Thus, there have been occasions when Members have been reappointed
to the Authority several times. And, while continuity of personnel in an
organisation is often advantageous, there will be occasions when this is
not the case. This will be discussed in Chapter 7.

4.4 The Chairman assesses the performance of the Authority’s Members on
an annual basis and a Member may only be reappointed if, during their
term of office, they have performed their duties satisfactorily.
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Authority Member role

4.5 While a nominal job description is used by the DH for the purposes of
advertising for potential Members of the Authority, there are no job
descriptions that define the specific skills and experience required by a
particular vacancy. Thus, new Members to the Authority are often
selected for a vacant seat on the basis of the Authority’s current need to
respond to forthcoming medical, scientific or ethical issues rather than
with trying to ensure that the Authority consists of the individuals
necessary to form a balanced and effective regulatory body. This will be

discussed in Chapter 5.

Authority Member induction training

4.6  Once appointed, more recent practice has been that a new Authority
Member is sent an induction pack by the HFEA. The pack contains
papers that include information on how the Authority is structured, its
committees, history, strategy and business plan. Information regarding
inspection, licensing and other relevant issues such as the HFE Act is
provided at a one-day induction meeting.

4.7 However, while initial enquiries by the Review Panel suggested that new
Members of the Authority did not receive any training in the law,
solicitor S2 brought to the Panel’s attention a document entitled
Licensing: The Legal Framework Operational Handbook that was produced
for the use of Members by the HFEA’s legal advisors in March 2000.
This document is not listed on the induction pack letter and how widely
it has been distributed is not known at this time. It is therefore possible
that some Members of the Authority may not have received a copy.

4.8 The Review Panel’s understanding is however that Authority Members
appointed more recently up to the time of writing this report have not
received any induction training on the principles of regulation and the
inspection of centres.

Authority Member continuing professional development

4.9 From 1998 onwards Members of the Authority have organised an
informal one-day retreat where the Members brief each other on current
and impending topics within their field of expertise. Members have also
received ad hoc training on issues such as the Human Rights Act 1998
and legal aspects of the work that the HFEA carries out. There has,
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however, never been any formal programme of continuing professional
development (CPD) for Authority Members on any aspect of their work
for the Authority.

Recruitment of inspector co-ordinators

4.10 As noted earlier, initially the HFEA Executive was formed from
individuals seconded from the civil service along with two members of
the VLA/ILA secretariat who were transferred in to the new HFEA.
However, within a short period of time vacancies were, as they are at the
time of writing this report, advertised in the press and elsewhere.
Applicants come from a wide range of backgrounds including
secondment from the civil service.

4.11 However, the Review Panel have been informed that recruiting and
retaining of inspector co-ordinators (ICs) has become a perennial

problem for the HFEA.

Inspector co-ordinators’ role

4.12 The job description of an inspector co-ordinator provided by the HFEA
senior management and relevant at the time of the adverse events noted
in Chapter 1 was as follows:

“To act as the Authoritys prime contact with a portfolio of
licensed treatment and research centres falling within the [HFE]
Act with special emphasis on maintenance of standards in
accordance with the [HFE] Act and Code of Practice, the
inspection of centres, the consideration of and granting of
licences and the investigation of complaints against licensed
centres.’

4.13 Thus, it can be argued, for an inspector co-ordinator completely to fulfil
their role as described above it is clear that they must be able to recognise
all the appropriate scientific, clinical and social standards applicable to
the HFE Act and the COP for each of the activities concerned with the
provision of ACS. An inspector co-ordinator must also be physically
present when each of the external specialist inspectors carries out their
inspection in order to ascertain if both the centre and the inspectors are
maintaining the required standard for that particular area of expertise.
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4.14 However, when asked what they perceived their role to be none of the
inspector co-ordinators interviewed appeared to recognise that they were
supposed to have responsibility for the maintenance of standards implied
in the job description quoted above.

4.15 Each inspector co-ordinator appeared to believe that their role in terms
of inspections was limited to chairing or co-ordinating the inspection,
producing a report and presenting it to a licence committee rather than
having responsibility for ensuring the accuracy of its technical content.
For example, IC 1 stated that:

“The [external specialist] inspectors were there to provide the
expert input to the inspection team. As an inspector co-
ordinator I was there to take that information and put that in
the report... !

4,16 While IC 2 said,

T would believe what the [external specialist] inspectors

found.”?
4.17 1C 4 reported that:

If I did not understand it [the technical details of an area of
specialist expertise], which in fairness was quite often. . .1
would ask the [external specialist] inspector would they please
write me a section for the report...I need your knowledge of this

particular area.’?

4.18 Similarly, with regard to the maintenance of licensing standards all the
inspector co-ordinators interviewed stated that it was only the members
of a licence committee’s view that counted when the granting, renewal,
variation or revocation of a Licence was being discussed. Indeed, the
HFE Act only permits Members of the Authority to sit on licence
committees. As IC 4 put it, if there was a difference of opinion between
the inspection team that had visited a particular centre and the licence
committee considering the licence application and the committee
decided not to take their advice then: The inspection team had no
grounds for appeal.”*
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4.19 ESI 1 noted that there had been occasions:

“..when I felt very strongly that it was unwise of them [the
licence committee] zo have ignored recommendations
[criticisms made in a centre’s inspection report by the

external specialist inspectors].” >

4.20 The views expressed above by the inspector co-ordinators, while not

consistent with their job description, are entirely in agreement with the
guidance provided by the HFEA for external specialist inspectors in the
Manual for Inspectors where it is stated that:

If no HFEA Member is present at an inspection, the inspector
co-ordinator will chair the inspection. Helshe is responsible for
ensuring the inspection report is properly prepared and may ask
an inspector to write a particular section. The inspector co-
ordinator will present the report to the licence committee.”®

4.21 ESI 1 however was of the opinion:

T would have said it would have been undesirable for an
inspector co-ordinator...to chair a full inspection.””

4.22 The characteristics of a full inspection will be discussed in Chapter 6.

4.23 The written guidance for external specialist inspectors regarding the role

of inspector co-ordinators also states that:

‘He/she [the inspector co-ordinator] will also follow up any
specific condition and recommendations agreed by the licence
committee. These are attached to the centre’s licence when it is
issued.”8

4.24 However, the job description for inspector co-ordinators given above

makes no mention of this requirement to follow up actions. While
LCM 1 was of the opinion that the Executive had a diarised system for
undertaking this task’ IC 4 stated that the HFEA did not have a formal
system for tracking the implementation of recommendations or
conditions and that inspector co-ordinators “..would pick them up in the
paper work,”1° i.e. at the time the documentation for a centre’s inspection
was being prepared by the inspector co-ordinator concerned.
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Inspector co-ordinator induction training

4.25 The inspector co-ordinators who gave evidence to the Review Panel
regarding the inspections that had taken place before and after the
adverse events noted in Chapter 1 stated that prior to being employed by
HFEA they had no practical experience of working in a centre
undertaking ACS. Furthermore, while all the inspector co-ordinators
interviewed had some related experience, for example, having worked for
another regulatory body or possessed a doctorate in a scientific discipline
associated with assisted conception, none had any comprehensive
knowledge or qualifications relating to the clinical, scientific, social or
regulatory aspects of the work undertaken in centres carrying out assisted
conception or related research. Nor did they have any prior knowledge
or experience in the principles of regulation or inspection techniques to
be used in centres.

4.26 However, all the inspector co-ordinators interviewed reported that upon
commencing their employment with the HFEA they did not receive any
formal induction training into any aspect of their work. Nor were they
provided with a work placement in a centre providing ACS so that they
could gain first-hand experience of how centres actually operate in
practice.

4.27 Generally a new inspector co-ordinator would ‘shadow’ an inspector co-
ordinator already in post, attend the inspection of a number of centres
with them, read the HFE Act, COP and other documents relating to the
work they were about to undertake, i.e. engage in on the job learning.
Furthermore, there was no formal test of their ability to undertake the
work of an inspector co-ordinator but, providing there were no
complaints about their work, they were deemed to be competent and left
to get on with the job. IC 4, who had some previous experience in
another field of health regulation, also informed the Review Panel that:

As you know from your inquiries the Authority always had
quite a massive turnover of staff [inspector co-ordinators]. Az
the time I arrived they were in particularly bad straits. .. I went
on a couple [of inspections] — two before I actually joined
them [HFEA] — as an observer; I did another couple [of
inspections] and then I was on my own, the first one I did I
chaired.” 1!
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4.28 In addition, although the inspector co-ordinators interviewed said they
could readily seek advice from colleagues or other senior staff if required,
no formal management arrangements were put in place to supervise
them or have the quality of their work assessed on a regular basis.

Inspector co-ordinator continuing professional development

4.29 With regard to continuing professional development the inspector co-
ordinators interviewed appear to have different experiences. IC 1 stated:

1 did not go on a course at the very beginning, there were a

number of courses that were carried out during my time
there.” 12

4.30 IC 2, when asked if she had received any continuing professional
development, replied!? that she could not recall any particular courses
that she had attended. IC 3 had attended a course provided by the
Industrial Society while IC 4 when questioned about how she would
have replied if asked about her knowledge regarding the most
appropriate standards to be used in an embryology laboratory said:

T would not have had a clue, nor would I have done when I
left. Well better than a clue, but not any depth of
knowledge. . .1 always would have relied, as I did in inspections,

on the scientific inspectors.’ 14

Recruitment of external specialist inspectors

4.31 As noted in Chapter 3 a pool of fee-paid specialist inspectors was formed
soon after the Authority came into existence to aid the HFEA in its
regulatory work. This was because the HFEA’s resource base was
insufficient to undertake all the statutory inspections required.

4.32 The initial selection of such inspectors was undertaken by the Authority
taking soundings from the various professional bodies as to who might
be suitable to undertake the part-time task of inspecting centres. These
individuals were then approached and appointments made with the
approval of the Members of the Authority on the basis of their curricula
vitae. The last recruitment drive made in this way was in 1996 and, as
far as can be ascertained, most of the specialist inspectors appointed at
that time are still in post. In the intervening period additional inspectors
have been appointed on an ad hoc basis using the same format.
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External specialist inspector role

4.33 The role of each specialist inspector is to determine with regard to their
specialist knowledge whether or not a centre is providing ACS in
accordance with the details in its application form, the HFE Act and
COP. Furthermore, they determine whether a centre has complied with
any additional licence conditions imposed by a licence committee or
adopted any recommendations that a committee may have made
following the centre’s last inspection. A specialist inspector is also tasked
with engaging the centre’s staff in a dialogue so as to promote an
exchange of information on best practice.

External specialist inspector induction training

4.34 Since at least 1996 specialist inspectors should have been given a copy of
the Manual for Inspectors, which contains information about their work
and received a one-day induction training course where the HFE Act
and COP were discussed. Following this they commenced their duties.

External specialist inspector continuing professional
development

4.35 The HFEA has provided a day’s training each year following the
reintroduction of revised inspection protocols in 2000. But the review
panel’s understanding!® is that apart from their induction training,
specialist inspectors have not been provided with any other formal
training by the HFEA for their role until just recently, although they are
invited to attend the HFEA’s annual conference. However, they have
never received any formal training in the law, inspection techniques or
the regulatory issues related to their field of expertise. Nor have
specialist inspectors ever been formally examined to ascertain their

understanding of any of the aspects of the work they carry out for the
HFEA.

4.36 It is interesting to note that Alyson Leslie, when the Interim Director of
Regulation at the HFEA, reported that:

\..the quality of expert [ESI] input is also variable. The way
that this has been managed in the past is simply by restricting

the numbers of inspections attended by people who were deemed

to be weak in inspection. ’16
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4.37 Similarly, ESI 2 also held reservations with regard to the competence of
some external specialist inspectors used by the HFEA, stating that:

“..although they [ESIs] may have had good scientific and
academic backgrounds in laboratory work they really were not

experienced in what was required in day-to-day IVF laboratory
[work].” 17

Observations

4.38 The following observations, and those in other chapters, should be
considered in the light of the recognition that during the past decade or
so the understanding of risk and its management has developed at a
remarkable pace. Thus what practices may have been acceptable in the
early 1990s would not necessarily be acceptable now. It is in this context
that the HFEA’s development of risk management needs to be
considered.

4.39 There appears to be some confusion as to whether new Members of the
Authority have received all the documents that they should have
following their appointment in recent years up to the time of this review.

4.40 Although many of those joining the Authority as Members have no or
little knowledge of the processes used in the provision of ACS, the law or
regulatory and inspection processes no formal programme of structured
training to address those issues had been implemented.

4.41 Similarly, those engaged by the Executive as inspector co-ordinators did
not receive any formal training in the provision of ACS, the law or
regulatory and inspection processes. Nor did they necessarily have any
direct experience of the work carried out in centres, which must have
some effect on their ability to understand the context in which the HFE
Act and Code of Practice were being applied.

4.42 The inspector co-ordinators’ job description does not appear to match
their understanding of the functions that they are to perform nor that of
the external specialist inspectors with whom they work. There also
appears to be differences of view between inspector co-ordinators as to
what administrative systems are in place within the HFEA and the way
in which their work is to be carried out.
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4.43 Furthermore, inspector co-ordinators are not formally examined on the
knowledge and skills they require as an inspector nor are they supervised
or formally assessed as to their proficiency. Additionally, inspector co-
ordinators do not have a formal programme of continuing professional
development to complete.

4.44 The high turnover of inspector co-ordinators at the HFEA has led to at
least one newly recruited inspector not receiving the training that such a
post requires.

4.45 Members of the Authority and inspector co-ordinators are selected
following a formal assessment of their curriculum vitae and an interview.
External specialist inspectors are, on the other hand and at the time of
this review, still selected solely on the basis of their curricula vitae which
could lead to inappropriate appointments being made.

4.46 While external specialist inspectors did receive some formal training
upon appointment and a small amount of ad hoc training over the years,
no structured continuing professional development has been put in place
to ensure that their knowledge and skills are regularly updated.
Additionally, external specialist inspectors, like inspector co-ordinators,
are not formally tested on their work-related knowledge and skills nor
are they regularly assessed on their competency to undertake the work of
an external specialist inspector.

4.47 Although the Members of a licence committee are not present at the
inspection of a centre there have been occasions when licence
committees have decided not to follow the recommendations made by
the inspection team.

4.48 There is evidence to suggest that the competence of some specialist
inspectors is questionable in terms of their work for the HFEA.
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Chapter 5
Human Fertilisation and

Embryology Authority licence
applications

5.1  Under the provisions of section 11(1) of the HFE Act the Authority may
grant three types of licence to centres; these are for the storage of
embryos and gametes (eggs and sperm); the provision of assisted
conception treatment services; and for the purposes of research. A centre
may be granted more than one type of licence.

Licence inspections

5.2 Section 9 of the HFE Act contains provisions for the premises to be
inspected prior to a centre being granted a licence. However, Members
of the licence committee are not required to carry out the inspection
themselves (section 9(11) of the HFE Act). The scope of inspections is
wide ranging and includes record keeping (section 13), conditions for
the storage and disposal of licensed material (section 14), and the
suitability of staff, equipment and working practices (section 17).
Following the granting of a licence or licences to a centre the frequency
of inspection at any particular centre is once per year except where a
licence committee *..considers an inspection in that year unnecessary’
(sections 9 and 10).

5.3 Initdally all centres which possessed a licence or licences were inspected
annually and upon meeting the requirements of the HFE Act and COP
were issued one-year licences. These inspections, to be discussed in
Chapter 6, are known as full inspections because the external specialist
inspectors who form the inspection team cover all the major aspects of
the work undertaken at a centre, i.e. clinical, scientific and social.

Budgets

5.4  Cost savings were particularly important as the letter to the HFEA
following the annual HFEA Executive Accountability Review with the
Department of Health 1997-98 set out:
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..cumulative savings of 2-3% per annum were being required
in the public sector generally by Ministers.”!

5.5 However, as noted in Chapter 1, ACS have expanded at a rapid rate since
the inception of IVF techniques but as pointed out in a letter to the
Department of Health from the HFEA following the 2001-02 annual
review °..the budget of the HFEA has remained unchanged for most of the
life of the Authority.”?

5.6 Similarly, the Chairman of the HFEA, Suzi Leather, when giving
evidence to House of Commons Science and Technology Committee

(HCSTC) remarked that:

‘Coming to it from new [the HFEA)], when I first heard what
the budget was [on average for the HFEA £1.4 million
pounds sterling], 1 thought they had got the decimal point in
the wrong place because if you consider the enormity of the task
in front of it [the HFEA] many members of the public, looking
at how other regulatory organisations are funded, would be
surprised that it was funded on that sort of budget.”>

5.7  Furthermore, Professor Lovell-Badge of the National Institute for
Medical Research, in a memorandum submitted to the HCSTC on the
subject of the HFEA’s budget also observed that:

It is clearly not sufficient money for the HFEA to be doing all

they would want to do, and probably should be doing, to both

regulate and inform the public, etc, about their business.” (HC
791, Ev.11)4

5.8  Evidence to support the contention that the HFEA had previously been
under-funded came during the writing of this report. In a response to
the House of Commons Science and Technology Committee report
Developments in Human Genetics and Reproduction, and a detailed
business case from the HFEA, the Government announced in November
2002 that it would increase the HFEA’s funding to £5.5 million per

annum.
Change to the licence inspection regime
5.9  On 23 February 1995, following an internal review of HFEA’s licensing

procedures, the Authority, in an effort to improve the efficiency of
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inspections, notified their external specialist inspectors by letter that in
future inspections would become more focused. The inspection team’s
size and make-up would now depend upon a centre’s activities,

.. licensing history, and the outcomes of the HFEA’ regular monitoring

process.”>

5.10 Another driver for the HFEA to improve its efficiency came from the
Terms of Reference of the first five-yearly QQR where there was a
requirement that the QQR team should consider ways and means for
streamlining the HFEA’s procedures 7 line with the Governments
deregulation initiatives.”® Purthermore during the QQR process, centres
had questioned the need for a full annual inspection particularly where
HFEA reports and IVF success rates had been satisfactory for a number
of years.

5.11 In addition, the first QQR held the view that as the HFEA had
developed it had acquired significant in-house skills and experience in
carrying out inspections and, as a result, the five inspector co-ordinators
employed at that time formed a professional inspectorate. With such
expertise available, the Review reasoned that the HFEA should be able to
move from the then annual inspection with a full team of inspectors to a
more flexible and cost effective regime where the full complement of
inspectors would not be required at all inspections. It was however
recognised that the modified inspection system would have to be flexible
and retain the ability to mount full inspections at centres when required.
Thus, endorsed by the first QQR and later by the Ginnings Report 7 the
HFEA developed and then commenced the implementation of the new
inspection regime in 1999.

5.12 In summary, the revised licence system consisted, as before, of a full
inspection for all organisations making their first application for a licence
to provide ACS and, if successful, being granted a one-year licence.
However, in the modified licence regime after three years of experience a
licence committee would evaluate the centre’s performance and
compliance history. If this were deemed to be satisfactory and providing
the centre under consideration passed a full licence renewal inspection
then that centre would be granted a three-year as opposed to a one-year
licence. Inspector co-ordinator 4 remarked that when a licence
committee awards a licence for longer than one year to a centre it is
because that centre is considered ..o be a gold standard unit’® The idea
was that the HFEA should target its limited resources at the centres that
appeared to need the most help to comply with the legislation and COP.

5.13 Once a centre has been granted a three-year licence, instead of having a
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full inspection each year during the next two years of its licence period,
interim inspections are carried out. An interim inspection can take two
forms; either an inspector co-ordinator can visit the centre
unaccompanied and look at a particular aspect of the centre’s procedures,
for example, carry out an examination of their clinical records. Or he or
she can attend the centre as chairman of an inspection team. This will
usually comprise one external specialist inspector who will carry out an
inspection that is focused on a particular element of the centre’s activities
such as laboratory services. In both cases the full inspection team is not
required and this minimises the resources that both the HFEA and the
centre concerned has to use in order to comply with the legislation.

Centre activity and licensing index

5.14 In an attempt to provide consistency in the application of the new
inspection regime, in June 1999 the HFEA introduced a Centre Activity
and Licensing Index (CALI) that it had devised. The CALI formula was
designed to take account of a variety of risk factors including the number
of treatment cycles, the complexity of activities and any previous
conditions imposed by a licence committee on a centre. The score
derived from the CALI calculation then formed part of a risk assessment
process to decide whether or not a centre should be awarded a three-year
licence or continue to be subjected to full inspections each year. If a
centre is granted a three-year licence the licence committee concerned
will also decide what the focus of the following year’s interim inspection

will be.

5.15 The principle of using a CALI score to determine the appropriate
inspecting regime of a centre was reinforced in the second QQR when
the Review recommended that:

Where through a combination of achievement of a history of
acceptable compliance as indicated by the CALI score. ..and the
Authoritys own ‘intelligence’, a clinic is deemed to be operating
to the satisfaction of the Authoritys licence committees and no
significant changes in, for example, facilities, staffing, practices,
and protocols have taken place, instead of an annual visit the
Authority could invite the clinic(s) in question to complete a

. . 59
questzonnﬂzre.

5.16 Similarly, the DH Internal Audit report on corporate governance within
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the HFEA recommended that due to the number of inspections that the
HFEA was required to complete each year a risk assessment of all centres
should be undertaken as a matter of urgency. Once centres had been
ranked in order of risk the report suggested that:

1t may be appropriate for low risk weighted clinics [centres] to
be visited only once every three years, and the more risky ones
visited more often, with the highest risk clinics being visited at
least annually or more often if deemed necessary. Risk self-
assessment questionnaires (based on best practice models) could

be produced for use by clinics in between visits...’ 10

5.17 Thus the DH Internal Audit report, both QQRs and the Ginnings
report endorsed the HFEA’s view that they should seek to reduce the
amount of physical surveillance where a licence committee deemed that
the level of risk at a particular centre was felt to warrant such treatment.
Consequently, as noted above, 1999 saw the start of licence inspections
designed to ascertain which centres, because of their activity and
licensing index profile, should be granted a licence for three years instead
of one.

Limits to the centre activity and licensing index

5.18 It should be recognised however that there are a number of difficulties
with trying to calculate the risk of any organisation failing.!* For
example, Enron, the energy trader, was perceived to be a successful
company until it filed for Chapter 11 bankruptcy protection on 2
December 2001 and a number of allegations of financial impropriety
were subsequently made.!? Similarly, the private Hampshire Clinic in
Basingstoke that provided assisted conception services to the public had
passed numerous HFEA inspections satisfactorily. It was found later
however that an embryologist at the centre had deceived women
undergoing fertility treatment into believing frozen embryos had been

thawed and implanted into their wombs when they had not.!?

5.19 In a similar vein, during a review of inspection reports held by the
HFEA on the then 117 active centres, Baines'* identified 30 cases where
the centre or the Person Responsible for a centre gave rise, in his
opinion, for concern in relation to their adherence to the HFE Act or
COP. Of those 30 cases, two had been granted licences for two years
and 15 had been granted licences for three years by a licence committee
at the time of the review. Thus, 56% of the centres then giving rise for
concern must have previously achieved a numerical score on the CALI

51
Independent review of the circumstances surrounding four adverse events that occurred in the Reproductive Medicine Units at The Leeds
Teaching Hospitals NHS Trust, West Yorkshire



index that indicated that they were of the gold standard referred to
carlier. Furthermore of the 17 centres granted licence periods longer
than one-year, two have, during their extended licence period, been
involved in a reportable adverse incident with the centre at Leeds
General Infirmary being one of them.

Initial licence applications

5.20 Any organisation that wishes to become a licensed centre must inform
the HFEA (as they were also previously required by the VLA/ILA) that
they want to do so. Upon receipt of such a request the candidate
organisation is sent a document entitled Manual for Centres (MFC). The
manual contains information regarding the application process amongst a
number of other topics of which the Person Responsible of a potential
centre needs to be aware. The inspector co-ordinator allocated to the
candidate organisation will also offer to help the centre with its
application.

5.21 Once a potential centre has submitted a formal application and the
necessary supporting documentary information an HFEA administrative
officer (AO) will commence making arrangements for a full inspection to
be made by a HFEA inspection team.

Renewal licence applications

5.22 Several months prior to a centre’s licence expiring an AO will contact the
Person Responsible at a centre and begin the process of arranging for a
full inspection to take place.

Interim licence applications

5.23 Similarly, to the process noted above an AO will commence making the
arrangements for an interim inspection to take place three months before
a centre’s licence expires. The licence committee who undertook the last
review of the centre concerned would have already agreed the focus of
the inspection through discussion and the use of the CALI index
methodology.
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Variation or revocation of licence

5.24 Should a centre be found at anytime in breach of the statutory
provisions of the HFE Act, a licence committee may vary or revoke a
licence.’> There is however evidence to suggest that the resolve of
licence committees to use these provisions rigorously may have been

undermined. This will be discussed in Chapter 7.

Licence appeals procedure

5.25 If as a result of an adverse inspection report or an adverse event
investigation a licence committee was minded to revoke or suspend a
centre’s licence, section 20 of the HFE Act makes provision for an
appeal. Section 20(3) provides that “..no member of the Authority who
took part in any of the proceedings resulting in the determination appealed
against shall take any part in the proceedings on appeal.” It is for this
reason that the Members of a licence committee do not discuss the
licence applications before them with other Members of the Authority, as
this would debar those Members from sitting on an appeal committee.
Furthermore, no Member of the Authority who takes part in a licence
committee where it was decided to revoke or suspend a centre’s licence
may sit as a member of that appeals committee. Similarly, where a
Member of the Authority was part of an inspection team that produced
an adverse report then that Member may not sit on the appeal
committee constituted to adjudicate on that issue.

Licence committees

5.26 The HFEA has a number of subcommittees. The most crucial one in
the context of this report is the licence committee whose composition
and remit are prescribed in section 9 of the HFE Act and in the Human
Fertilisation and Embryology Authority (Licence Committees Appeals)
Regulations 1991. LCM 2 stated that the function of a licence
committee was:

"...t0 make sure that the process of inspection has been done
correctly, to look at the [inspection] report to make a judgement
about whether it has been properly conducted, fair, thorough.
And then we will look at their [inspection team]
recommendations one by one and see whether they should be

attached to a condition recommendation.”'°
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Licence committee structure

5.27 Licence committees are organised several months in advance and the
membership is changed on each occasion, this means that Authority
Members never attend two successive licence committee meetings. Thus
it is unlikely that any Member of the Authority will be on the same
centre’s licence committee two years in succession.

5.28 Licence committee meetings take place approximately every two weeks
and discuss the issuing of licences to those organisations that wish to
become centres, any alterations that licensed centres wish to make to
their current licence (for example adding a new treatment procedure)
and any other investigations or business that have may have been carried
out prior to that particular licence committee meeting.

5.29 Although the HFE Act permits the Authority to discharge some of its
functions through a variety of actors, only Members of the Authority
may be members of a licence committee. The Chairman of the
Authority appoints a Chairman for each licence committee and each
licence committee must have at least one Member who is a layperson.

5.30 In general the format of a licence committee meeting is similar in type to
that of the committees set up by VLA/ILA and should ideally be
comprised of 5 of the 21 Members of the Authority, but in fact only
three are required for a licence committee to be quorate. There are no
specific criteria by which Members of the Authority are selected for any
particular licence committee although an attempt is made to try to
ensure that the appropriate expertise is available on each occasion. For
example, if a centre were applying for a research licence then every effort
would be made to ensure that a research scientist would be a member of
that particular committee.

5.31 However, as noted in Chapter 4 the system used to select potential
Members of the Authority by the DH has included the need to ensure
the HFEA has the most appropriate specialists amongst its Members to
provide advice on forthcoming issues of national and international
importance in reproductive medicine. Therefore, the balance of the nine
Members of the Authority with a professional interest in the work that
the HFEA regulates may reflect that bias in the selection process.
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5.32 Thus, while the intention is always to ensure that the appropriate
balance of expertise is available to each licence committee this is not
always possible. There have been occasions when a Member or Members
of the Authority have not been able to attend a licence committee
meeting at short notice and this has made an ideal balance difficult if
not impossible to attain. Thus, in order not to hold up the licensing
process it has been reported by LCM 3 that there have been occasions
when there was:

"..nobody on the licence committee who had worked in a clinic.
It could happen. You could even have the situation where five
people are appointed, including both clinical and embryology
expertise, but on the day neither were available. ..’V

5.33 Furthermore, LCM 3 stated that:

“To discover, from the point of view of a person who works in a
clinic, that your licence is being considered possibly by a
psychiatrist, a social worker, a retired civil servant and a lawyer

was a bit of a revelation.”

5.34 LCM 3 also asserted that prior to her appointment to the Authority,
...there was no one with technical knowledge of working in an embryology
laboratory, I was the first.” !

5.35 In order to test this assertion Dr Gearon carried out an analysis of the
type of work undertaken by the Members of the Authority who have had
a professional interest in the work that the HFEA regulates. Dr Gearon’s
research revealed that LCM 3 was indeed the only person ever appointed
to the Authority who at the time of their appointment and during their
tenure had significant and current professional experience of working in
an assisted conception services embryology laboratory.

5.36 When questioned as to why this situation had arisen LCM 3 stated:

1 think it is understanding that there are specific discrete set of
skills associated with human clinical embryology that are
possessed by clinical embryologists and by nobody else that has
been a difficult one to get across.”*°
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Guidance to licence committees

5.37 During the Review attempts were made by the Panel to ascertain if there
were any explicit criteria to guide licence committees regarding the
processes they should adopt when evaluating a centre’s application for a
licence. Initially, our enquires proved fruitless. The inspector co-
ordinators who present the inspection reports to the licence committees
were asked:

1o your knowledge, did the HFEA licence committees have any
minimum explicit predefined structured technical or other
processes against which the ACS licence application was
evaluated?’

5.38 None of the inspector co-ordinators interviewed could recall any form of
explicit guidance document used by licence committees. Subsequently a
copy of a document entitled Review of Licensing 2 (HFEA (95) 3) was
produced by LCM 1 from her own records. Annex 1 of that document
is entitled Guidance for licence committees - the guidance however relates
to a small number of mainly administrative issues.

5.39 The Review Panel could not find any evidence of explicit guidance
provided for the use of licence committee members so as to ensure that
every licence committee covered the issues relevant to the inspection of
assisted conception services in a structured way. Indeed, LCM 3 recalled
that:

.0 must admir that when I became a Member of the HFEA it
was a shock to me the way in which the system of licence
committees operate. .. Simply because of the lack of balance of
expertise, and the fact that there were no checks and balances
and there were no written protocols.” *!

5.40 While LCM 1 stated that, *..zhe agenda [for a licence committee] s ser

by the inspection reports that would come in from either interim visits or

renewal visits to the licensed centres.”*?

5.41 Thus, as with the inspector co-ordinators a great deal of reliance is placed

by licence committees upon the expertise possessed by the external

specialist inspectors.?
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Licence committee meetings

5.42 To assist licence committees in their deliberations regarding whether or
not to grant a licence to a centre a range of documents are provided.
These include the minutes of the centre’s previous licence committee, the
current inspection report, the centre’s regulatory history, application
form and any relevant correspondence. The agenda for a licence
committee and all relevant documents are sent to the Members of a
licence committee a week before the meeting. Additionally, the
inspections protocols completed by the external specialist inspectors
during their inspection should also be made available to a licence
committee on the day of the meeting.?* There is however some
confusion as to whether the inspection protocols have always been used
by external specialist inspectors and whether or not they have been made
available to licence committees on all occasions and this will be discussed

in Chapter 6.

5.43 The inspector co-ordinator responsible for a centre applying for a
licence will verbally present the findings of the inspection report to the
members of the licence committee. During the presentation an
inspector co-ordinator will endeavour to place the report in context by,
for example, relating their view as to the atmosphere prevailing at a

centre or highlighting specific problems.

5.44 Once an inspector co-ordinator completes their verbal presentation LCM
1 stated that:

It would then be usual for the members ro ask for clarification
of any points that were not clear or had come up in the papers
or they felt had not been addressed. Then the decisions would
be made on the inspection report, bearing in mind any other
information that had been made available.”®

5.45 It should be noted however that LCM 2 drew the Review Panel’s
attention to the fact that *..wbhat is not minuted is the discussion around
what the inspection was like.”*® Similarly LCM 1 noted in relation to the
licence committee’s presentation that 7 think we always have quite a
detailed discussion about a lot of this, which does not necessarily come
through in the minutes.””’

5.46 Whereas Annex 1, Review of Licensing 2 — (HFEA (95) 3), item 1.d titled

Licence Committee Minutes and Information to be recorded therein states:
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The minutes of the licence committee are the legal document
which records the licence committee’s consideration of the centre
and the outcomes of that consideration. Licence committee
minutes should accurately reflect the full discussion and decision
of the licence committee.’

5.47 However, as LCM 1 and LCM 2 observe, the licence committee meeting
minutes currently produced do not contain the kind of detail
recommended in the guidance noted above.

Licence committee recommendations

5.48 Although the HFE Act only makes provision for a licence committee to
give centres directions or impose conditions on their licence it has
become common practice where failings have been identified in a centre’s
operations for a licence committee to send them a letter with the licence
making recommendations as to the areas that they wish to see improve.

LCM 2 noted that:

... recommendations are meant to be complied with and they
are not as strong as conditions. But in the next inspection the
clinic has to say why they have not complied with it. ’28

5.49 All the licence committee members interviewed noted that whether a
condition was placed on a centre’s licence or a recommendation was
made depended on the severity and importance of the observed breach
by the licence committee concerned. Making sure that a licence
committee’s actions were proportional to a centre’s breach of the HFE
Act was also a key issue. LCM 2 made the point that *..zhere are
different weights for sins in a way. There are some sins that are very bad.”*

5.50 There is however some confusion among the inspector co-ordinators as
to the status of recommendations, for example IC 4 stated that:

The idea with recommendations. .. was that if there were
recommendations in one year they could not suddenly become a
condition of a licence the next year; the idea being that if it was
a condition now it should have been a condition then.” 3’

5.51 On the other hand LCM 3 was of the opinion, *..if they [the centre] did
not comply with the recommendation it will then become a condition.”!
Similarly, LCM 2 said, *..clinics should have known what it meant [a
recommendation], which is compliance, they should comply with it, and if
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they do not comply with it, it becomes a condition.’ 32 However, IC 1 was
of the opinion *..it is for them [the licence committee] to decide whether

it is mandatory [a condition] or just a recommendation.’ >

Activities post licence committee meetings

5.52 Following a licence committee meeting a draft licence is drawn up and
sent to the Person Responsible at the centre. The draft licence contains
details of the assisted conception services that the centre is allowed to
perform and any additional conditions that may have been imposed by a
licence committee. If a licence committee does impose additional
conditions on a centre and the Person Responsible does not agree with
them then, as described above, the centre can appeal against them.

5.53 The recommendations of a licence committee on the other hand are not
part of the conditions of the centre’s licence and are included in the
letter sent to the Person Responsible. Providing the Person Responsible
of the centre agrees to the terms of the draft licence then a licence is
issued.

5.54 The inspector co-ordinator allocated to the centre will manage any
outstanding issues such as additional licence conditions or
recommendations to be implemented by the centre. However as noted
in Chapter 3 there is some confusion among inspector co-ordinators as
to what process should be used. While some inspector co-ordinators
diarise implementation issues other licence committees pick them up in
the paper work at the next inspection of the centre.

Observations

5.55 The creation of a risk-based inspection regime by the HFEA was born of
economic necessity, a desire to improve the efficiency of the inspection
process and to simplify procedures in line with the Government’s
deregulation initiatives. This aspiration was strengthened by the belief of
the first QQR team that the inspector co-ordinators employed at that
time had the knowledge and experience to form a professional
inspectorate. This view was also endorsed by the Ginnings report, the
second QQR and the internal audit report commissioned by the
Department of Health. However, given that the Baines report presents
evidence that 25% of centres or the Persons Responsible managing them
gave rise for concern, the adverse events that have occurred at The Leeds

Teaching Hospitals NHS Trust, the Hampshire Clinics and elsewhere,*
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suggests that the CALI driven risk-based inspection regime has not had
the success originally envisaged. This supports the thesis that the
arithmetical modelling of risks to organisations is not without its

difficulties.

5.56 The potential bias created by the Department of Health selection policy
with regard to the appointment of Members to the Authority and the
fact that some Members of the Authority fail to attend licence committee
meetings at short notice, may have been contributory factors on some
occasions that has lead to licence committee meetings where the most
appropriate balance of knowledge and experience has not been available.

5.57" The potential bias in the selection of Authority members, as noted
earlier, arises from the need for the HFEA to have specialists with the
necessary expertise to inform its deliberations regarding forthcoming
assisted conception issues. Thus, the evidence suggests that where a new
Member is required to support the advisory role of the HFEA this may
conflict with the need to ensure that an appropriate balance of expertise
is available to meet the regulatory Membership requirements of licence
committees.

5.58 Essentially the function of a licence committee is to carry out an audit of
the report produced by the inspector co-ordinator following the
inspection of a centre since they are not usually present at the inspection
itself. However, licence committees do not appear to have any explicit
framework, aide memoir or protocol to ensure that all the issues relevant
to the provision of assisted conception services within centres are
discussed on every occasion. Rather there is a presentation of the
inspection report by the inspector co-ordinator concerned followed by a
licence committee discussion. However this discussion is not minuted in
any detail thus making it difficult if not impossible at a later date for
others, who have not been involved with a particular licence committee,
to establish why a specific decision has been made. This should be of
particular concern as the composition of licence committees change on
each occasion and it is therefore highly unlikely that the same Members
of the Authority will review the licence of any centre two years in
succession.

5.59 Licence committees appear to use informal Recommendations as a form
of sanction rather than the formal Conditions and Directions provided by
the HFE Act as a means to direct centres to the type of improvements or
changes that a licence committee wishes to see adopted. However, given
the level of non-compliance with the HFE Act and Code of Practice
discovered by Baines it would appear that this approach is not sufficiently
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persuasive to oblige all centres to comply. Moreover there appears to be
some confusion between the licence committee members and the
inspector co-ordinators as to the significance of a recommendation and as
to whether or not a recommendation can be up upgraded into an
additional licence condition.

5.60 The licence committees appeared not to be aware of the document
Review of Licensing 2 (HFEA (95) 3) but LCM 1 produced a copy from
her own records. Thus it would seem that the licence committees may
not be cognisant of all the documents that relate to their proceedings.

5.61 Different approaches appear to be used by the inspector co-ordinators
with regard to following up the implementation of licence committee
recommendations or additional licence conditions. Some use a diary
system while others pick them up the following year in the paperwork.
While there is no evidence to suggest that follow up issues have been
missed by inspector co-ordinators using the latter method, an explicitly
dated reminder, it can be argued, is the more robust of the two
methodologies.

5.62 The demand for assisted conception services continues to rise and as a
result so do the demands placed upon the HFEA’s resources.
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Chapter 6

Human Fertilisation and

Embryology Authority inspection
procedures

6.1

6.2

Prior to the issue of the HFEA Licensing Procedures Handbook (LPH) in
December 2000 there had been no explicit corporate procedures
regarding the processes to be followed by the HFEA Executive when
preparing for the inspection of a centre. Each member of the Executive
involved in arranging inspections had previously used procedures that
had built up through custom and practice. In producing the LPH the
Executive codified the procedures in use at the time and thus introduced
an explicit formal system to which all those involved in the
administration of licensing centres should then adhere.

It was noted that the pattern of the inspection processes described by the
HFEA Authority Members, inspector co-ordinators and external
specialist inspectors interviewed during this Review and the procedures
described in the LPH closely resemble those used by the VLA/ILA
discussed in Chapter 2. Evidence to support this view can be found in
the statement of LCM 1 who said:

1 think overall the inspection process is based on what was set
up initially.!

Inspection preparation

6.3

64

Following receipt by the Authority of a formal application to become a
licensed centre the inspector co-ordinator allocated to that establishment
will check that the HFEA has received all documentation required from
the candidate organisation. The inspector co-ordinator will also ensure
that the person nominated as Person Responsible of the potential centre
is aware of all the procedures to be followed during the processing of
their application. In addition the inspector co-ordinator will contact the
HFEA administration officer (AO) and request that a full inspection be
arranged. The inspector co-ordinator is also required to provide advice
to the AO on the timing of the inspection and any suggestions they may
have regarding the inclusion of specific external specialist inspectors in
the inspection team.
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6.4 The AO will then contact the nominated Person Responsible of the
establishment to be inspected and a suitable date will be made for the
inspection to take place. External specialist inspectors will then be
contacted and arrangements made for them to attend the inspection.

6.5 The HFEA Licence Procedures Handbook, with regard to an inspector co-
ordinator’s duties states that:

The inspection papers, inspection protocols should be issued to
the members of the inspection team no later than one week
before the inspection is due to take place.”?

6.6 The documentation required for full inspection however could, according

to IC 3 be:

“..anything from 200 pages to well over 1000 [pages]
depending on the size of the clinic. For an interim inspection,
again for some clinics it can be near the 800 pages] mark. The
time that they should receive it can vary. Ideally it should be a
minimum 10 days beforehand.”’

6.7 However, ESI 1 stated:

"...the time could vary — it is rarely more than a week, and
occasionally it [the inspection document package] arrives the
day before [the inspection] "4

6.8 ESI 2 also observed that inspection documentation could arrive:

“..for an inspection on a Monday, the previous Friday, and not
often more than a week in advance.”’

HFEA inspection team structure

6.9 Initially, Members of the Authority, like the Members of the VLA/ILA,
carried out and chaired all inspection visits at centres. However, as observed
in Chapter 4, the sheer number of statutory inspections required once the
HFEA had commenced fulfilling its regulatory role precluded such a
situation from continuing. As a consequence, the HFEA created a national
pool of specialist external scientific, clinical, nursing and counselling
inspectors to carry out the work. These external specialist inspectors work in
different parts of the United Kingdom and are paid a fee for their services.
This pool arrangement remains in operation at the time of this review.
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6.10 A full inspection team typically consists of a clinician, a scientist, and a
counsellor, as well as an inspector co-ordinator and a chairman. The
chairman is frequently a Member of the Authority. However, where such
a Member possesses the requisite professional expertise they typically act
as both chairman and as a member of the inspection team. As discussed
in Chapter 4, while there does appear to be some confusion between the
current HFEA job description for an inspector co-ordinator and the
inspector co-ordinator’s own understanding of their duties, a central
function of the inspector co-ordinator’s post is to provide administrative
support to the inspection teams visiting centres and to the Members of
licence committees.

Checklists

6.11 As discussed earlier, a VLA inspection team would routinely be provided
with an aide memoir or checklist to guide them as to what activities
should be inspected. However Maureen Dalziel, when the HFEA Chief

Executive, informed the Review Panel that:

‘During the period 1991-1995 inspectors used checklists for
visits [to centres]. That suddenly stopped in 1995 but it has
not been possible to ascertain the reason for that.’ 6

6.12 However, LCM 1 in a written submission to the Review Panel produced
evidence that Section 4, HFEA Manual for Inspectors (MFI) dated 27
March 1996 contained a number of documents including checklists that
were to be used by external specialist inspectors when on inspection visits
at centres.

6.13 Subsequently during interview LCM 1 also stated that, .. Officially they
[checklists] were in place until the new protocols were introduced in
2000...°7

6.14 Additional evidence to support the view that checklists should have been
used during the inspection process after 1995 is to be found in the
HFEA’s Manual for Centres dated March 1996. As noted in Chapter 5 a
copy of the manual is sent to each potential centre’s Person Resp