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Chair’s Introduction

This annual report comeas in a very spacial year for assisted
reproductive technology = the 25th anniversary of in witro
fertilisation {INF). It has been a time for celebrating the families
created by assisted reproductive technology, as well as those
professionals who work to ensure the safe creation of the 8,000
babies who are born each year in the UK following IVE

The developments in assisted reproductive technology over

the last quarter of a century since that first IVF birth have been
remarkabla, The HFEA regulates across public and private sector
treatments alike and has played an important part in the success
of IVF and donor insemination. Strong regulation is absolutehy
wital to continued public and patient confidence.

The HFEA also has responsibility for regulating embryo research
in the UK, an area that is of considerable interest to the public.
Wa are pleased to see the results of a recent opinion poll which
showed that 70% of the public support stem cell research for
rmedical benefits. We consider that this level of support is due
in no small part to the public confidence that regulation of this
area has engandered. The HFEA wall continue to ensure that
Parliament’s wishes in this growing area are strictly

abided by,

For our part, 2002/03 has been a year of considerable activity.
The HFEA has become a more robust, transparent and
coflaborative organisation, We have strengthened our regulation
and inspection processes, we are improving our [T functions and
we have launched a new website which allows patients much
improved access to relevant information. We are incorporating
patients’ experiences into our inspection regime and have
formally consulted on sex selection and the sixth edition of the
HFEA Code of Practice. The results of both consultations will be
issued by the end of 2003.

We have also set up formal connections with the General
Medical Council so that information from patients can inform
thair actions,

In opening up our practices to the public, we will be publishing,
in late 2003, our Licence Committee decisions and outputs, We
will also be holding open Authority meetings and hosting our
first embryo research conference. In June 2003, we launched

a truly ground breaking alert system; no such system operates
aither in Europe or the USA. The alert provides all HFEA licensed
clinics with an early warning of major clinical incidents to shara
lrarning and reduce the nisk of similar incidents occurring. It will
do much to improve good practice across the fisld.

Delivering organisational improvement on this scale is not easy.
It tests relationships and involves a great deal of determination.
| 'would like to take this opportunity to thank all those who have
been involved with the reforms | have described: most obviously
our staff and Members, but also our clinic colleagues, patients,
professional orgamisations and those we work closely with at the
Department of Health and in Parliameant.

The HFEA will continue to be the subject of close, and nightiul,
scrufing, We must continue 1o be a waichdog for patients, a
guardian of Parliament's intentions, a supporter of good clinical
practice, a protector of disciplined and lawful research and above
all a protector of the interests of all those whose births we have
calebrated in this spacial year.

S Leotkes

Suzi Leather
Chair




page 03




page 04

Forward Look by the Chief Executive

When | joined the HFEA in November 2002, it was a very
challenging time in the organisation's development. Since then,

I am pleased to report that the HFEA has made significant
progress in implamenting its demanding agenda of modernisation
and improvement, which has already begun to deliver results.

We have placed particular emphasis on developing our licensing
and inspection process both for treatment and research. This has
involved a programme of actions including training and evaluating
inspactors and adopting more objective wols for inspactions. The
HFEA has also made considerable progress in ensuring that the
application and renewal processes for HFEA licences are faster and
maore effective. In the coming year we will set higher targets for
the timescale of processing inspections and licence applications.

We are actively addressing the past deficiencies of our
information system and the Register of clinical activity and
offspring. This will ensure that we can meet our statutony
responsibilities. Developing our information systams will allow
greater flexibility for the future and will support the HFEA, over
the longer term, in collecting data from licensed centres
electronically. An mitial pilot project will begin with a small
number of centres in October 2003 with a view to the
programme baing rolled out to all centres in 2004.

The HFEA is an evalving organisation that works in a cormplex
and rapidly changing environment which generates high levels of
scientific. medical, media and public interest. Our wide ranging
remit covers policy, regulation, licensing and research, but the
key principle that underping all our work is to ensure the safety
and satisfaction of patients using assisted reproductive
technology in the LK,

We are committed o engaging more closely with patients
and supporting them effectively in the choices they make.
Mechanisms are being developed for patient feedback and
involverment to be included in the clinic inspection process.
In the coming year we will be working with patient groups
to develop more comprehensive and meaningful information
for a new Patient’s Guide in 2004,

The HFEA is also working closely with other professional
bodies to develop quality standards for IVF laboratories which
will support clinics in meeting the requirements of the Tissue
Banking Code of Practice and the European Linion Tissue
Directive. Qur aim is to complete this work by early 2004,
well ahead of the directive becoming legally binding in the LIK.

The UK has gained recogribon for being at the forefront of new
reproductive technolegies, developed within a framework of
effective regulation and governance. This has been achieved
through the dedication and commitment of HFEA staff and
Members and the Authority’s links with key European and
intarnational bodies that facilitate shared learning and good
practice around the globe.

It is wvital that in the coming year, we build on these strong and
positive foundations to deliver a morna efficient, effective and
consistent regulatory service that can keep abreast of this
exciting area of scientific advance.

/4/. Momb

Angela McNab
Chief Executive

Financial Statements

The financial statements on pages 46 to 58, together with the Foreword and other statements on pages 38 to 43 and the
Certificate and Report of the Comptroller and Auditor General on pages 44 to 45, reproduce in full those included in the
Accounts for the HFEA for 2002-03 laid before the House of Commons on 16th July 2003 under reference HC1017. Pages 1
to 35 of this Annual Report provide additional information, for which | am responsible, that is not included with thase
Accounts. The Auditor is required by auditing standards to read other information in documents containing audited
financial statements and to consider the implications for his audit opinion. A supplementary statement has accordingly
been provided by the Comptroller and Auditor General at page 44 in respect of his reading of the additional information.
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. About the Human Fertilisation and Embryology Authority

The Human Fertilisation and Embryclogy Authority (HFEA)
was set up in August 1997 by the Human Fertilisation and
Embryclogy Act 1990 (HFE Act). The first statutory body of

its type in the world, the HFEA's creation reflected public and
professional interest in the potential of human embryo research
and infertility treatments, and a widespread desire for statutory
regulation of all related procedures.

The HFEA's principal tasks are (o licensa and monitor centras
that carry out in vitro fertilisation, donor insemination and
human embryo research. The HFEA also regulates the storage
of gametes (sperm and eggs) and embryos.

The HFEA's statutory functions include

» Producing an HFEA Code of Practice which gives
guidelines to clinics about the proper conduct of HFEA
licensed activities

= Maintzining a formal register of information about donors,
treatments and children bomn from those treatments

* Providing relevant advice and information to patients, donors
and clinics

= Regularly reviewing information about human embryos and
any subsequent development of such embryos, and the
provision of treatment services and activities governed by
the HFE Act

Undearlying all these activities is the HFEA's determination to
safeguard the interests of patients, children, service providers,
scigntists and the wider public.

The HFEA's Members and Executive staff

HFEA Members are appointed by UK health ministers in
accordance with the guidance from the Commissioner for
Fublic Appointments (The Molan Guidelines). The Members
determine HFEA's policies and review treatmeant and research
licence applications. To ensure that the HFEA has an objectiva
and independeant view. the HFE Act requires that the Chair,
Deputy Chair and at least half of the HFEA Members are
neither doctors nor scientists involved in human embryo
research or providing fertility treatment.

Members are not appointed as representatives of different
groups, but bring to the HFEA a broad range of expertise, for
example meadical, scientific, social, legal, managenal, religious
and philosophical. (Datails of Members® declarable interests are
provided in Appendix B.)

The HFEA's Executive has 84 members of staff who are
responsible for implementing the HFEA's policy and licensing
decisions and conducting the HFEA's day-to-day activities,

The HFEA Business Plan

The HFEA Business Plan for 2003/04 sets out the way the
Authority intends to deliver stronger regulatory procedures in
a rapudly changing emvironment. The most imporiant aim is to
ansure that the quality of services for patients undergoing
fertility treatment in the UK meets the highest standards.
The Business Plan is built upon 10 key objectives for 2003/04
fchnt mark the beginning of a long term programme of
improvement in the performance of the Authority and reflects
themes set out in the HFEA Corparate Plan.

The key objectves of the HFEA Business Plan 2003/04 are

* To achieve a stronger, more effective and consistent process
of regulating fertility services and the storage of gametes
and embryos

= To achieve a more comprehensive, open and systematic
approach to licensing and regulating research

» To put in place a robust information management strateqgy
and framewark

* To improve the quality, range and speed of communication
and information for all stakeholders including patients and
the general public

= To develop and implement clear policies based on evidence
and ethical considerations supporting best clinical practice,
underpinning regulation and contributing to the ongoing
improvement in standards

# To work in an open and honest way within the boundaries
of codes of confidentiality

» To provide valid and comprehensive information for patients
and the public

» To ensure through the establishment of clear systems
that the HFEA meets its statutory financial and corporate
responsibilities demonstrating efficiency, effectiveness and
value for money

* To develop and implemant a human resource strategy that
values staff and 10 ensure appropriate capacity and skills
are developed

= To strengthen partnership working with other statutory
and voluntary organisations, including patient groups

The HFEA Corporate Plan

The HFEA Corporate Plan was published in June 2003 to outlina

the HFEA's strategic aims and objectives for the five years 2004-

2009. The plan focuses on the HFEA's core functions: regulation,

policy development and communication with patients and the

public, The Plan's seven corporate goals which set the direction

fior the HFEA owver the next five years are

s Strengthening the HFEAs regulatory role

» Being an open ofganisation, through excellent
communications and partnership with stakeholders

» Working closely with other regulators and
international agencies

= Strengthening the process of HFEA policy development

*» Developing an information base which meets the needs
of offspring and stakeholders, and the wider regulation and
public health functions

# Supporting the development of research in assisted
conception, and its application

* Developing an organisation which will fulfil these goals,
supported by strong corporate governance

Accounts 2002-2003
During the year the HFEA received income of £5.61m.
Full details are set out in pages 38 to 58.

The National Audit Office INAQ) audited these Accounts and
the Certificate and Report of the Comptroller and Auditor
General is shown on pages 44 to 45. The gualification of the
Accounts that had applied to financial years 2000-01 and 2001-
02 in respect of the HFEA's inability 1o verify the completeness
of the licence fee income was removed this year. This was
achieved as a result of the Authority's own comprahensive
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Licensing and inspection

Every clinic in the UK that offers IVF or donor insemination (D) treatment, the storage of gameatas
{sperm and egasl or embryos, or that carries out human embryo research, is reguired by law to be
licensed by the HFEA. The licensing process ensures that proper standards are maintained and
assists in informing the HFEA about current and developing practice. The licensing process is also
a useful mechanism for gathering and disseminating information which helps to raise standards of
practice. The tables below show the number and type of centres licensed by the HFEA as of 31
August 2003,

Type of HFEA licensed centre Number of centres
Treatment only 2
storageonly 8
Treatment with storage 80
Treatment with storage and research 15
Researchonty 5
Total 10
HFEA licensad treatments Number of centres
Storage of eggs (including ovarian tissua) 20
Storage of sperm (including testicular tissue) 103
Storage of embryos 76
Donor insemination 96
In vitra fertilisation 75
Intra Cytoplasmic Sperm Injection (ICSI) 4
Preimplantation Genetic Diagnosis (PGD)2 g
Preimplantation Genetic Screening for Ansuplaidy (PGS)? B

The licensing process

The HFEA's Licence Committees make all decisions about HFEA licences, whaere appropriate
seeking external advica, Each Committee is made up of five HFEA Members who determine
whather a licence should be granted, suspended, amended or revoked. If a licence is granted,
centre specific conditions may be attached to that licence.

The HFEA has made significant achievements in developing its licensing process to ensure that
the organisation can effectively respond to the increasing number of licensing applications now
and in the future.

The HFEA's continuous programme of improvemneant will ensure that all icensing decisions reflect
current thinking and a consistent approach to decision making is maintained. In addition, the HFEA
has recently appointed a dedicated team of staff to support the smooth and efficient running of
the Licence Commitiees and as a result, the overall speed of processing licence applications and
rengwals has increased.

Forward Look
A key theme for the coming year is to improve patient invalvement and have greater

| transparency in the HFEA's inspection and licensing process. The HFEA will develop a series

of pilots to find the most effective way to facilitate patient involvement in licensing and
inspections. This may include working with patient groups at centres, devising and issuing
patient questionnaires and organising drop-in meetings. Following these pilots, the HFEA
will begin fully integrating patient views in the inspection and licensing process by early
2004. This will ensure that the HFEA has the confidence of clinicians, centres and its most
important stakeholders, patients,

Outcomes of Licence Committees will be publicly available over the coming year and the
HFEA will provide full details of its licensing process on a dedicated website that can be
accessed by centres licensed by the HFEA. In addition, the HFEA will also standardise tha
application of conditions and recommendations from Licence Committees and increase the
resources that are put into licensing.

1

L)

ICS is a type of IVF reatment
that involves the injection of

a single sperm straight into
each egg.

PGO 15 a technique used to
detect whether an embryo
created i vilro is carmying an
inherited genetic defect that
will give rise to a serious
genetic disorder.

PGS refers to techniques
wherehy certain categories of
patient, thought to be at a high
than average risk of conceiving
an embryo(s), with a sporadic
chromosomal abnormality have
their embryos testad 10 determin
whether any embryo is affected.
The purpose of preimplantation
genetic screening for aneuploidy
(numearical chromosamal
abnormality) is to help those
seeking fertility treatmentto |
produce healthy children and to
reduce the rizk of miscarriage.
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Inspections 4 A current list of HFEA

The HFEA is committed to continually reviewing and advancing its inspection processes and inspectors, as of 31 August 2003,
protocols. Thesa protocols prompt inspectors to cover all relevant areas of compliance whilst can ba found in Appendix Three.
encouraging wider discussion of general issues of good practice. The protocols are based on

the requirements of the HFE Act, the HFEA and all other relevant professional guidelines

After a thorough recruitment and assessment process, the HFEA now has 20 new inspectors
bringing the total number to 804, A new team of professional regulatory managers have also
been recruited and they have completed a rigorous training programme that included shadowing the
wiork of a clinician, counsellor and embryologist at a licensed centre. Regulatory managers chair all
inspections and bring greater consistency, professionalism and shared learning ta HFEA inspections.

The inspection process links directly into the licensing process. Under the HFEA's three year
inspechion cycle, every centre that has been granted a three year licence receives an “intenm’
inspection each year, before they apply to renew their licence and receive a full inspection. The
interim inspections enable the inspection team and subsequent Licence Committee to gather
infermation regarding the centra's current activities. Interim ingpections usually have a particular
focus that will be determined by the types of treatment offered at the centre, the outcome of
previous inspections andfor any issues that have arisen during the year, The interim inspection is
also a means for the HFEA to monitor compliance with any conditions or recommendations that
a centre may have on its licence, and also with any racent HFEA developmeants.

In response to feedback from centres, all inspections are now booked six months in advance
giving centres, HFEA staff and inspectors sufficient time 10 prepare and, where possible schedule
inspections on days that require minimal disruption to patients. In addition, a programme of
unannounced inspections was launchad in August 2003 to ensure high standards of treatment
are maintained and that adverse incidents are swiftly inspected and managed.

Adverse incidents

Adverse incidents in HFEA licensed centres include any event that causes potential or actual harm
to embryos, gametes or patients. This includes breaches of the HFE Act andjor the HFEA Code
of Practice. All such incidents should be reported to the HFEA's Regulation Department as soon
‘as they have been discovered. The HFEA assesses the severity of the incident. If a decision is
made to send an inspection team to the relevant centre they are usually on-site within 48 hours
of notification of the incident. The inspection team then reports back to a Licence Commitiee,
which decides what further action, if any, needs to be taken by the centre. For incidents where
an inspaction team is not sent immediately, the incident and the centre’s response will be
investigated at the next formal inspection.

The HFEA is currently piloting a new alert system where anonymised details of incidents are
disseminated to all HFEA licensed centres, supported by best practice recommendations from
the Authority. This helps to minimise the possibility of the incident cccurring at another centre.
Initial feedback on the pilot has been very positive and centres welcome this new way of sharing
information and best practice. The process has also led to centres identifying more issues that they
wish to discuss with the HFEA, further contributing to the process of minimising potential risks.

Forward Look ; a9
In the coming year the incident management and alert systems will be *E}Fmﬂlrﬂﬁrd within
‘the work of the HFEA Regulation Department. This will be supported by the rec:runnjent ofa
‘specialist manager with sole responsibility for incidents, alerts and patient complaints. Tha
“alert system will continue to be developed in response 1o the needs of the sector.

‘A dedicated website that can be accessed by centres will also collect all the regulatory
‘information a centre needs such as the Code of Practice, the HFE Act and Chair’s letters.
In addition, the Autharity is developing a ‘how to’ guide for centres which will be piloted
'-:shdnrllh,r and will give centres all the information they nead on meeting the Authority’s

 regulatory requirements.

| The HFEA will also continue its work developing memorandums of undnrstﬂfuding with
other regulatory and professional bodies such as the General Medical Council.
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4. The HFEA Code of Practice

According to the Human Fertilisation and Embryology Act 1990

“The Authority shall maintain a Code of Practice giving guidance

about the proper conduct of activities carried out in pursuance of
a licence under the Act and the proper discharge of the functions
of the person responsible to whom the licence apphes.”

The Act also indicates that the HFEA should regularly review and
update the Code of Practice to ensure that it addresses new and
existing areas of clinical and scientific practice in a directive and
informative manner, To date, the HFEA has produced five aditions
of the Code. The fifth and most current edition of the Code was
published in June 2001

The draft sixth edition of the HFEA's Code of Practice was
submitted to written consultation in kMay 2003. The aim of
this consultation, which closed in August 2003, was 1o provide
service providers with the opportunity to cormment on new
sections in the Code and to submit suggestions as to how the

“The Code of Practice Is a fundamental reference document for
the HFEA and all HFEA licensed centres around the UK. In turn
It affects the services and support that patients receive at these
centres, and we very much look forward to the sixth edition of
the Code providing comprehensive guidance and support to
centres and patients alike.” suivester chair

Code could be made a more practical and comprehensive
document. The HFEA also consulted a wide range of
organisations with an interest in assisted reproduction
and related practice and research,

The draft sixth edition includes new policy on two embryo
transfer, egg sharing, adverse incidents and welfare of the child.
The draft also incorporates new sections on praimplantation
genetic testing, and witnessing of clinical and laboratory
procedures, and updated sections on consent to examination
and treatment, research and complaints.

Based on evaluation and analysis of the written responses to the
consultation, the HFEA will produce a new edition of the Code
of Practice at the end of 2003, This document will be submitted
to the Secretary of State for approval and disseminated widely
in both prnt and electronic form.
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Research

Embryology research has enormous potential benefits in the
understanding and treatment of sericus disease and also the
development of technigues relating to assisted reproductive
technology, The HFEA 1s uniquely placed to license and regulate
this research and prowide scientific and ethical standards 1o
existing and proposed research prajects in the LK.

The HFE Act requires the HFEA to regulate the creation,
storage and use of embryos in research throughout the LIK.
Tha Act was amended in 2001 to allow the use of embryos
for stem cell research and the HFEA has the responsibility for
regulating all research regarding the derivation of embryonic
stam cells in the UK.

Under the Act, any research must relate to one or more of
the following purposes

* Promoting advances in the treatment of infertility

= |ncreasing knowledge about the causes of congenital diseases
s |ncreasing knowledge about the causes of miscamiage

* Developing more effective technigues of contraception

* Developing methods for detecting the presence of genatic
or chromosomal abnormalities before implantation
Increasing knowledge about the development of embryos
= |ncreasing knowledge about seripus disease  or

Enabling any such knowledge to be applied in developing
treatment for serious disease

L

Consent from patients denating spare or surplus embryos must
specify a statutory research purpose and cannot be used for any
ather purpose.

The following activities involving human embryos are not

permitted under UK legislation

* Faeping of using an ernbryo after the appearance of a
primitive streak or 14 days, whichever is the earlier

* Placing a human embryo in an animal

+ Replacing the nucleus of a cell of an embryo with a nucleus
taken from the cell of another person, another embryo, or a
subsequent developmeant of an embryo

= Alraring the genatic structure of any cell while it forms part
of an embryo

* Using embryos for any other purposes except in pursuance
of a licence

The continuing interest in advancing the science that underpins
assisted reproductive technology has seen a gradual increase in
the number of research applications and licences. In particular,
the number of projects relating to the development of human
embryonic stem cells, a major scientific advance for the LK,
has doubled in the last year.

Statistics*

* 149 research licence applications have been received by
the HFEA since 1997

116 research projects have been licensed by the HFEA
since 1991

26 research projects are currently licensed by the HFEA

B licensed research projects relate to embryonic stem cells
1 licensed research project relates 1o parthenogenesiss

-

& @

* as of 31 August 2003

The research licensing process

Most researchers contact the HFEA to discuss their proposed
rezaarch before they submit an application. Advice relating

to scientific Issues 15 given by the HFEA's policy team and
queries on the application process are handled by the HFEA
Regulation Departrment.

The HFEA target for dealing with research applications is thrae
months, with additional time allowed for each application to
peer reviewed, To ensure that all research applications are
reviewed in a timely manner, the HFEA plans 10 strengthen its,
team of peer reviewers over the coming year.

Until recently, research licence applications were assessed by
general Licence Commitiee. Licence Commitiees have statutor
responsibilities and are made up of Members of the HFEA. In
response to feedback from researchers, centres and athers, th
HFEA is establishing a dedicated Research Licence Committee
to ensure applications are processed in a timely manner. The
Committee will consist of five HEEA Members and will have a
lay ajority and a lay chair. The Committee will meet six to &l
times a year and have access to scentific and clinical expertise
1o support the decision making process,

Research licences are only granted after a thorough and
vigorous selection process approved by an external Research
Ethics Commiitee of the organisation concerned. The HFEA's
Code of Practice provides guidance on the use and constitution
of such Ethics Committeas. An application to the HFEA for
licensed research must contain a range of information includ
its objectives, protocols 1o be used and why the use of spearm,
eggs or embryos 15 necessary.

Completed applications are sent to the HFEAS Regulation
Department and & senior regulatory manager will initiate
a paar review and contact the applicants to arrange a site visit,
HFEA peer reviewers® will be asked 1o determine whether
the application
* Comes within the statutory purposes of the 1990 Act
(as amended)
* Requires human embryos to fulfil its aims and objectives
* Requires the numbers and types of ambryos outlined in
the application
» Meeats the requirements of the HFEA Code of Practice
including ethical approval and patient information

Once peer revieww has been obtained, researchers may be asked
to respond to comments. When a satisfactory response has
baen received a site visit will normally be undertaken by an
HFEA senior regulatory manager, the HFEA regulatory officer
for the centre concerned and, in most cases, an independent
scientific inspector. The primary focus of this wvisit 15 to meeat
the research staff, inspect the research laboratories and gain
a greater understanding of the project and its protocals.

Applicants will have an opportunity to see the inspaction report
and comment on any issues of factual accuracy before it goes
to a Licence Cormmittee for a decision. The Licence Committea
rmiay requira further work before it is prepared to grant a licenc
or it may reject an application. In these circumstances the
applicant has a statutory right to appeal. Research licences are







6. Information technology and data collection

The HFEA Register

The HFEA has a duty to store all reqistrations, treatments and
outcomes that result from assisted reproductive techniqueas on
a ‘register’. The HFEA Register contains details of licensed
treatments and donor characteristics for the whola of the UK
and 15 the largest database of its kind in the world. IT systerns
developed in past years have given rise 1o problems over
accuracy and access to data in the Register.

During 2002/03 a modern flexible database system was
successfully developed and implemented and transfer of data
from previous systems will take place shortly, A programme is
planned to check previous data and resolve any inaccuracies,
This will ensure the Register 15 able to meet the HFEA's
statutory duties.

The licensing and regulation database

A naw IT system (known internally as the Centres Database)
which was developed to support the licensing and regulation
activity, was implemented in July 2003. This system integrates
closely with the new Register system.

The structure

Figure One shows the overall structure of the new HFEA
systems. On the right-hand side of the diagram are the
licensing and regulation tables which include:

s Cantre names, addresses and staff

* Licensed activities, conditions/directions
and recommendations

= |[nspection visit details and incidents

= HFEA staff, Members and inspectors

The middle and left-hand side of Figure One represants
# Paople (patients, partners and donors)

= People registrations

* Gametes

* Treatments

= Pregnancy outcomes

Because of the sensitivity of the information which is held, and
the need to produce a wide range of statistical reports relating
to treatments and outcomes, details about people and their
gametes are held in separate tables from the treatments and
outcomes. A unigue counter reference is assigned 1o each
indrvidual (called the HFEA ID) that is used to anonymise the
data held in the live registration, treatment am:l autcome tables,
as shown in Figure Two.

To meet its statutory requirement for a register nf treatments
and outcomas, the HFEA is currently usi ed forms:
ta obtain informatian from licensed centres on pe




f

partner registration, donor information, donor gamete
treatment, IVF treatment, embryo creation and use and
pregnancy outcomes.

The HFEA has made significant prograss in modermnising
its systems and HFEA, staff are already engaged in a large,
complex programme of work that will allow the currant
paper basad forms (o be collected electronically. Electronic
Data Interchange (EDI) will begin in 2004. The HFEA is
also working closely with licensed centres to ensure this
impartant information can be shared betweean compatible
systemns in a secure and confidential way.

Dwring this vital period of modernisation and transition, the
HFE& has put in place 8 number of interim measuras including
double data entry (DDE) to ensure that paper forms are
entered onto the computerised system by two operators and
run through a matching process to identify any discrepancies.
This process, shown in Figure Two, was introduced in February
2003 to eliminate manual keying errors. Once both entries
rmatch, they are picked up by a validation engine which runs
a series of important checks that includes verifying that
treatments cammied out at individual centres are appropnately
licensed and within specified limitations. Time and effort has
been spent ensuring that the new systems ara entirely secure.

Summary of Achievements

The HFEA has made considerable progress over the last
year in developing and implementing this large scale [T
modarnisation project. The HFEA has successfully completed
phases one and two of this threa phase plan which includes
* The development of the licensing and monitoring
database to significantly enhance the licensing,
monitonng, inspection booking, tracking and outcome
process to allow greater workflow control

The development of the Register Database including

the use of double data entry and data validation engine
programmes to reduce errors introduced into the system.

The new system is being built on a robust software

and hardwara platform which can easily cope with the
parformance demands placed upon it. The system allows a
graat deal of flexibility for the future to cope with the ever
changing needs of the HFEA and its various stakeholders.

Forward Look

In future, the system will be able to provide real information
from the volumes of data that the HFEA already has and
continues to collect on a daily basis. Initially the majority of
reports will be for internal management purposes but
ultimately reports which are useful to both patients and
centras will become widely available through the HFEA
website. The HFEA plans to support patients with clear and
accurate information about treatments, services and
outcomes by December 2004,
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Communications

Communicating with patients, donors, the media, clinicians,
Government and the general public is a vital part of the HFEA's
work. Under the terms of the HFE Act, the HFEA has a duty
“1o publicise the services provided 1o the public by the HFEA
or provided in pursuance of hicences” and provide “advice and
information for persons to whom licences apply or who are
receiving treatment services or providing gametas or embryos
for use...or may wish 10 do 50"

As public and media interest in assisted reproductive

technolegy and stem cell research continues to grow, the HFEA
is committed to continuously mproving the quality, range and
speed of communication to all those with an interest in its work.

Media work

The HFEA continues to have a high profile in the press. Through
press releases and background briefings, staff in the HFEA press
office worked closely with print and broadcast journalists to
provide fast and accurate information across the whole range

of HFEA activities in 2002-2003.

The press office receives mare than 120 calls and amails

from journalists each week seeking information or comment
on 1ssues relating to law and policy, research, service provision,
new assisted conception technigques and questions about
individual clinics. The HFEA is recogmised worldwide because of
the advanced state of regulation in the UK and the press office
regularly handles calls from overseas journalists.

When a new clinical development or an adverse incident is

of interast to the meadia, the press office works closely with
clinicians, the Departrment of Health and other interestad parties
to ensure that accurate information is given to the media
without compromising patient anonymity.

In response to a steady stream of requests from the media,
educational institutions, professional bodies and patient groups,
the HFEA regularly provides speakers for national and
international conferences and interviewees for newspapers,
magazines, radio and television. In addition, HFEA Members
and staff continue 10 write articles for mainstream, specialist
and patiant publications.

mallion and resourcas 1or p..-:tlents.
E'-'Br'g.f waak, the HFEA receives a large number of calls from
patients requesting HFEA publications or seeking advice and
information on fertility treatment. From January to July 2003,
the HFEA dealt with over 3,000 requests from patients
fer information,

In April 2003, stakeholder meetings provided important feedback
1o the HFEA on the style and type of information that would be
most useful for patients. Since the meeting, the HFEA has
designed a new series of patient leaflets which provide guidance
and advice on egg and sperm donation, ICS1, consent to the use
and storage of gametes and embryos and welfare of the child.

In addition, an HFEA sponsored questionnaire which was co-
ordinated by the patient suppert group CHILD indicated that
individuals and couples still want more information about
assisted reproductive services and support systems for
patients in the UK. Over the coming months, the HFEA

will continue working with CHILD and other patient groups
to ensure patient feedback and recommendations are
incorporated into the development of HFEA patient and
public information.

In August 2003, the HFEA launched a new website with a clini
search facility for patients, a new section dedicated to HFEA
licensed research and a glossary of medical terms and advice fo
donors. The website has been developed to satisty the needs o
a diverse audience and can now provide answers to a greater
vanety of general and specific information requests. Bet
January and June 2003, the HFEA website received 1,534,
hits and was accessed by 45,142 individuals.

Meetings and conferances

The HFEA is constantly expanding its communication
programmeas, making every effort to engage. and seek the
opinion of the general public, individuals and professionals
about its role in regulating fertility treatrnent. With this in mind,
the HFEA has increased its collaboration with professional
groups and stakeholders including the Association of Clinical
Embryologists (ACE), the British Fertility Society (BFS), the
Royal College of Obstetricians and Gynaecologists (RCOG),
the MHS Confederation, the Commission for Health
Improvermnent and the National Care Standards Commission.

In December 2002, the HFEA was invited to the House of
Commons by the Science and Technology Committee 1o laund
its public consultation on sex selection. The event was
attended by politicians, peers, patient groups and interested
professionals and provided a forum for an informed discus
and debate, The outcome of the public consultation and the
HFEA'= advice to Governmant will be published by the HFEA
at the end of 2003.

In January 2003, the then Parliamentary Under Secretary
of State for Public Health Hazel Blears opened the HFEA's
Annual Conference in London. The conference, which included
prasentations and discussions on regulating research,

definitions of treatment cycles and ensuring the HFEA's
improved performance, was attended by over 200 delegates.

At the end of March 2003, the HFEA organised a conferance
for licensed centres to discuss the new edition of the HFEA
Code of Practice. As a result of this conference, and the valua
contributions of the centre staff and clinicians who attended,
the HFEA decided 1o submit the draft sidth edition of the
to written public consultation. A new edition of the Code will bé
produced at the end of 2003,

Throughout the year, HFEA Members and staff regularly gave
talks and presentations at a number of seminars, conferences’
and events. A highlight, in July 2003 was a conference celebratif
25 years of assisted reproduction in the UK hosted by the Royal
College of Obstetricians and Gynaecologists, where HFEA Chail
5Suzi Leather gave a speach on the impact of regulation on
IVF practice.

The HFEA is working towards becoming a more open and
accassible organisation and, in October 2003, the decision-
making body of 18 Members will meat for the first time

in public.
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Forward Look

The HFEA b d ' Tl fiong sirat which will sat clear objectives for communications activities
he HF is currently developing a camimuni 3 strategy W ] 1
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licy update

The HFES policy team works closely with other HFE&
departments, HFEA Members and Committees, and external
agencies 1o assess current and fulure needs relating to policy
analysis and development. These policies relate to the duties of
the HFEA under the HFE Act, Where appropriate, the HFEA
advises the Secretary of State on proposed policy changes
and amendments.

[ =3 i :! 2, I 21
Throughout 2002/03 the HFEA has been conducting a raview
of sex selection, including new technigues for sorting sperm
currently undergoing trials in the United States,

The HFEA last consulted on sex selection in 1993 and
consequently confirmed its policy of permitting sex selection
using licensad techniques for medical reasons only. Since
then the range, sophistication and effectiveness of available
technigues has increasad significantly. Public awareness of
1ssues surrounding assisted conception has also increased,
As well as the use of preimplantation genetic diagnosis to
select embryos created i vitro, methods exist where sperm
are sorned according to whether they carry male or famale
chromosomes to a level of efficiency that allows samples to
be used for artificial insemination with up to 95% reliability in
achieving the intended outcome, Technigues of this sort, which
avoid the need for intrusive IVF procedures and the creation of
large number of embryos, are not currently regulated in the LK.
The focus of the consultation was whether these techniques
should be regulated and under what circumstances they should
be made available

The review began in early 2002 with literature reviews on the
scientific, technical, social and ethical aspects of sex selection
practice. This was followed by independent market research
involving discussion groups to identify the issues and
gquestions about sex selection that raised the greatest
concerns. This research informed the development of an HFEA
consultation document, published in October 2002, entitled
Sex Selection: Choice And Responsibility In Human
Reproduction. The consultation ran fram October 2002 to
January 2003 and was open to all UK resicdents, This was
supported by an opinion poll commissioned by MORI which
canvassed the views of a representative sample of 2000
members of the public.

The response to the consultation was extremely encouraging
and over 700 responses were received. A report on the review,

ncluding adwice to LUK health ministers on options for legislation,

will be published by the HFEA at the end of 2003

Cionor anonymity and information

In December 2001, the Department of Health launched its
consultation on Providing Information about Sperm, Egg and
Embryo Donors. The purpose of the consultation was to seek the
views of the public about what information should be provided'
from the HFEA Register to offspring conceived using donated
gametes about the donors who provided those gametes.

As present information about donors can only be provided to

two categories of person

s Those aged 18 or over may apply to the HFEA to learn
whether the information recorded on the HFEA Register
shows whether they were concened using donor gametes

» Those intending to marry, including those wha wish to marry
before their 18th birthday, can apply to find out whether tha
information recorded on the HFEA Hegister shows whether
they are or might be related to the person whom they intend
[ marry

Although no other information about the gamete donors can
currently be provided, Parliament has the power 1o permit
additional non-identifying information held by the HFEA 1o be giver
to applicants aged 18 or over, with the possibility that in the futur
identifying information could be given about donors after tha
regulations come into force, These provisions apply to those bom
as a result of treatment services provided on or after 1 August
1991, when the HFEA began recording information. Licensed
clinics can currently provide non-identifying information about
donors with the consent of the person who received treatment

In its response to the Department of Health consultation in

July 2002, the HFEA axpressed the view that whilst anomymity
should not be removed from those who have previously donated
gametes on the understanding that their anonymity would be
protected, and notwithstanding a possible decline in donor
recruitment, the welfare of offspring requires that in the future ¥
all donor offspring should have the right to know the identity of
the donors usad in their conception,

The HFEA advised that regulations should be made to allow
identifying information about those donating gameates or embryos
after the regulations come into force to be made available to
applicants aged 18 or over. The HFEA's full response can be found
on the HFEA website at www hfea.gov.uk. At the HFEA Annual
Conference in January 2003, the then Parliamentary Under
Secretary of State For Public Health Hazel Blears, announced
that there would be an additional six month review period in
arder to gather additional information before the Government's
legislative intentions were announced.




page 21

Stem cells from human embryos

The intreduction of the Human Fertilisation and Embryology

|Research Purposes) Regulations in 2001 extended the purposes

for which the HFEA could licence research using human

embryos to include

» |ncreasing knowledge about the development of embryos

* |ncreasing knowledge about serious disease

+ Enablimg any such knowledge to be applied in developing
treatments for sernous disease

Since the introduction of these regulations the HFEA has
licensed eight projects which imvolve the use of embryos to
derive stem cells. The protocols approved will create embryonic
stem cell lines from embryos originally created for IVF treatment
but subseguently donated for research, The cell lines will be
used to increase knowledge of embryo development and to
enable such knowledge to be applied in developing treatments
for senous diseasse.

It is a condition of all icences that a sample of all embryonic
stem cell lines be placed in the MRC Stem Cell Bank. Tha Stem
Call Bank operates under the control of a high level Steering
Cornmittee consisting of medical and scientific membears,
athicists and consumer representatives. The Committee will
regulate the use of embryonic stem cell lines and develop codes
of practice for the stem cell bank and for the use of stem cell
lines. The existence of the bank will also ensure that the use of
embryos in research is minimised

HFEA/MRC working group on follow-up studies

The HFEA conziders follow-up studies to be extremealy important
and has azked the Medical Research Council for advice on the
scientific evidence of risks to children barn as a result of
assisted reproductive technology

The primary reason for this approach was concern that the
results of a small study of patients had potentially linked the use
of ICS| with certain genetic and developmental defects. More
extansive studies are required to gain further information into
these possible effects

As a result, a joint MRC/HFEA working group was set up

in September 2002 to look at the broad area of assisted
reproduction including what is already known from biological
studies. This group will advise and set priorities on the type
of research needed that may range from survaillance,
epidemiclogy and data collection to biclogical mechanisms
and hypotheses.

atient Socregning anck ‘.-'\.H{Q’_‘ {:r\,fu:;lur:'!qi‘-:
In 2001, the HFEA published a rewised policy on patient
coreening and the safe eryopreservation of human gametes
and ambiyos.

This policy was the result of an HFEA consultation and the
recommendations of a multidisciplinary working group made
up of HFEA Members and representatives of professional
organisations incleding ACE, BFS and the Bntish Andrology
Society (BAS)

The policy aims to reduce the risk of cross contamination
betweean stored gametes and embryos. By December 2004,

all licensed treatment and storage centres will be reguired to
undertake the routing screening of all patients for Hepatitis 8,
Hepatitis C and HIV as outlined in the ACE gudelines. Centres
that wish 1o undertake storage will also need separate storage
vessels for infected, uninfected and unscreened samples. These
requirements will be incorporated into the sixth edition of the
HFEA Code of Practice due for publication in late 2003,

During 2002, the HFEA reviewed this policy in the light of queries
raised by licensed treatment and storage centres, This review has
included consulting external experts and reviewing best practice
in this and related fields. As a result, the HFEA is producing
further guidance for clinics on meeating the requirements of

the polcy which will be disseminated in 2004

cop of HFEA data for research

The HFEA maintains a Register of data on all cycles of
icensad treatment, This allows the HFEA to keep under review
information aboutl embryos, any subsequent development of
ambryos, and the prowision of treatment services and activities
governed by the HFE Act. Therefora, the HFEA supports and
values the use of the data stored on its Register in studies that
wiould inform patients and clinicians on bast clinical practice.

The HFEA has a statutory obligation to collect and store
information on licensed fertility treatments, but the disclosure
of this infermation is regulated through the HFE Act 1990,
Even though the HFEA may disclose information providing
that no individual to whorn the information relates can be
identified, it must ensure any use of this information is
appropriate. Any proposal to have access to data from the
HFEA Register for research purposes is given caraful
consideration by the HFEA. As part of the process researchers
must deamonstrate through peer review or experience that the
proposed stedy is capable of withstanding scientific and
acadeamic scrutiny.
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Appendix One

lembership of HFEA Committees and working groups
s of 31 August 2003)

Audit

The HFEAs Audit Committee meets up to six times 2 year to
review and evaluate policies for ensuring that thera is
compliance with relevant regulatory, legal and code of conduct
reguirements as sat out in the Controls Assurance Standards
and other relevant guidance.

Chair: Walter Merricks

# Jang Denton

* Emily Jackson

e Simon Jenking

s Luke March {co-opted member)

Ethics and Law Committee

The HFE&'s Ethics and Law Committes meets four times a year
to reviewy social, ethical and legal is5ues arising from, or
affecting activities in which the HFEA has an interest,

Chair; The Right Reverend Dr Michael James Mazirali
* Profassor Tom Baldwin

+ Professor Christopher Barratt

* |vor Brecker

# Professor Andrew Grubb

& Simon Jenkins

* Suzi Leathar

+ Walter Merricks

= Sara Mathan

* fwo or more co-opted members

Information Management Programme Board

The HFEA's Information Management Programme Board
currantly meets every month to review progress on the
development of the HFEA Register.

Chair: Angela McMab (HFEA Executivel
= Professor David Barlow

* Professor Peter Braude

» Sieve Carroll (co-opted member)

* Jane Denton

= Professor Meva Haites

= Mark Kinsella (HFEA Executiva)

» Suzi Leathar

* Barry MacDonald (HFEA Executive)

= Sharmila Mebhrajani

# David Tellis (HFEA Executive)

*» Liz Woodeson (Department of Health)

Licensing and Regulation Committes
The HFEA's Licensing and Regulation Commitiee meets
four to six times a year to oversee the work of the HFEA in
relation to the licensing and inspection of treatment, s E
and research facilities, and the operation of the HFEA.

Chair: Sharmila Nebhrajani
* Professor David Barlow
» |vor Brecker

¢ Clare Brown

# Profassor lain Camaron
= Dr Maybeth Jamieson

Organisation and Finance Committee
The HFE&'s Organisation and Finance Committee maets up
to six times a year to monitor income and expenditure and
the arrangements for charging fees 1o licensed centres.

Chair: Suzi Leather

s Professor Tom Baldwin
= lvar Bracker

* Professor Meva Haites
= Sharmila Mebhrajani

Scientific and Clinical Advances Group

The HFEAs Scientific and Clinical Advances Group meets
four to six times a year to review scientific and clinical
devaloprnants affecting activitias in which the HFEA has an
interest, and provides recommendations about this
development to infarm HFEA policy formulation,

Chair: Professor Christopher Barratt
» Professor Tom Baldwin

» Professor David Barlow

* Professor Peter Braude

* Clare Brown

* Professor lain Cameron

+ Jane Denton

* Professor Neva Haitas

» [r Maybeth Jamieson

* Sara Mathan

+ Professor Roger Pedersen (co-opted member)

Liz Woodeson acts as the Department of Health's observer
at HFEA meatings.
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North East England

HFEA centre aumber Centre name Location

0170 Centre for Assisted Reproduction Cueen Elizabeth Hospital, Gateshead
D056 Cleveland Gynaecology and Fertility Centre Middlesbrough

0075 Cromwell IVF and Fertility Centre Darlington

0055 Department of Reproductive Medicine James Cook University Hospital, Middiasbrough
0168 Fertility Centre Bishop Auckland Hospital, Bishop Auckland
0017 Mewcastle Fertility Centre at Life Mewcastle upon Tyne

0096 Sunderland Fertility Centre Sunderland

0031 The Cameron Unit Hartlepool General Hospital, Hartlepool
Morth West England

HFEA centre number

Centre name

Location

0116 Assisted Conception Unit Billinge Hospital, Wigan

0025 Assisted Conception Unit University Hospital Aintree, Liverpool
plEs:. CARE at the Alexandra Victoria Park Manchester

0071 CARE at The Wirral Fertility Centre Wirral

(189 Department of Medical Oncology Christie Hospital MHE Trust, Manchester
0007 Hewitt Centre for Reproductive Medicing Liverpool Women's Hospital, Liverpogl
0033 Manchester Fertility Services Lid Manchester

0067 Regional IVF and DI Unit 5t Mary's Hospital, Manchester
Morthern Ireland

HFEA centra number Centre name Location

0200 Cirigin Fertility Care Belfast

0077 Regional Fertility Centre Belfast

Scotland

HFEA centre number Centre name Location . N
onz2 Andrology Laboratory Western General Hospital MHS Trust, Edinburgh
0115 Assisted Conception Services Unit Glasgow Muffield Hospital, Glasgow
0037 Assisted Conception Services Unit Glasgow Royal Infirmary, Glasgow

0004 Assisted Conception Unit Mingwells Hospital, Dundee

0nma Assisted Reproduction Unit University of Aberdean, Aberdean

0zm Edinburgh Assisted Conception Unit Royal Infirmary of Edinburgh, Edinburgh
0098 Infertility Department Lanarkshire Acute Hospital NHS Trust, Lanarkshire
South East England

H.FE;A cantre number

Centre name

Location

0144

Assistad Conception Services

The Weking Muffisld Hospital, Woking

0ME Assisted Coneception Unit Esperance Private Hospital, Eastbourne
0086 Bl Chelsfield Park ACU Orpington
*(159 Department of Cytopathology Royal Surrey County Hospital, Guildford
0035 Cxford Fertility Unit Oxford
onz Queen Mary's Hospital Sidcup, Kent
0161 The Brabourne Suite BMI The Chaucer Hospital, Canterbury
0064 The Chiltern Hospital Fertility Services Unit  Great Missenden
0Os7 Wessex Fertility Unit BUPA Hospital Southampton
0121 Wassex Fertility Unit Princess Anne Hospital, Southampton
0180 ¥ Willow Suite Thames Valley Nuffield Hospital, Nr Slough
South West England
HFEA centre number Centre name Location
M39 Bath Assisted Conception Clinic Bath
0024 Centre for Reproductive Medicine University of Bristol, Bristol
“003z2 Cotswold Centre Southmead Hospital, Bristol
0151 Department of Microbiology Gloucestershire Hospitals NHS Trust, Cheltenham
0005 Peninsular Centre for Reproductive Medicine  Exeter
ma7 Salisbury Fertility Centre Salisbury
0179 South West Centre for Reproductive Madicine  Plymouth
0133 The Winterbourne Hospital Dorchester
0010 Tower House Clinic Bristaol
0176 University of Bristol Division of Obstetrics and Gynaecology, Bristol
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Appendix Three

zpectors (as of 31 August 2003)

Mr Masoud Afnan

Consultant Obstetrician and Gynaecologist
Honorary Senior Lecturer

Director of ACU Birmingham Women's Hospital

Mr Bernard Bentick
Consultant Obstetrician and Gynaecologist
Roval Shrewsbury Hospital NHS Trust

Mr Peter Brinsden

Medical Director

Department of Obstetrics and Gynaecology
Bourn Hall Clinic/Cambridge University

Mr Chris Chandler

Consultant Obstetrician and Gynaecologist and Clinical Director

Billing Hospital, Wigan

Dr Ruth Curson
Associate Specialist
King's College Hospital, Lendon

Dr Melanie Davies
Consultant Obstetrician and Gynaecologist
University College London Hospitals

Mr Robert Forman
Medical Director
CRM London

Dr Mark Hamilton

Consultant Obstetrician and Gynaecologist
and Clinical Senior Lecturer

University Of Aberdeen

Dr Stewart Irvine
Consultant/Clinical Scientist
MRC Human Reproductive Sciences Unit, Edinburgh

Mr Richard Kennedy
Consultant Qbstetrician and Gynaecologist
Walsgrave Hospital, Coventry

MrYacoub Khalaf
Subspecialty Consultant in Reproductive Medicine
Guy's and St Thomas' Hospitals Trust, London

Mr Charles Kingsland

Consultant Obstetrician and Gynaecologist and Honorary Lecturer

The Women's Hospital, Liverpoal

Dr Gillian Lockwood
Medical Director
Midland Fertility Services

Mr Stephen Maguiness
Consultant and Honorary Senior Lecturer
Obstetrics and Gynaecology, Hull Reyal Infirmary

Mr Mohamed Menabawey
Consultant Obstetrician and Gynaecologist
University Hospital of Hartlepool

Dr John Mills
Consultant Obstetrician and Gynaecologist
Minewells Hospital, Dundee

Professor Alison Murdoch

Consultant Obstetrician and Gynaecologist
Honorary Senior Lecturer and Director of tha
Centre for Reproductive Medicine,

International Centre for Life, Mewcastle upon Tyne

Mr Roger Neuberg

Consultant Obstetrician and Gynaecologist and
Director of Infertility Service

Leicester Royal Infirmary, Co-Director BUPA, Leicester

Mr Julian Pampiglione
Consultant Obstetrician and Gynaescologist
The Royal Bournemouth Hospital

Mr John Parsons
Senior Lecturer and Honorary Consultant
King's College Hospital, London

Dr Elizabeth Pease
Consultant
St Mary's Hospital, Manchester

Mr Nigel Perks
Consultant Obstetrician and Gynaecologist
Queen Elizabeth Hospital, Woolwich

Dr David Polson
Consultant Obstetrician and Gynaecologist
Salford Royal IVF and Fertility Centre

Mr Nagy Rafla
Consultant Obstetrician and Gynaecologist
Chaucer Hospital, Canterbury

Mr Andrew Riddle
Consultant Obstetrician and Gynaecologist
Frimiley Park Hospatal NHS Trust, Camberley

Mr Robert Sawers

Consultant Obstetrician and Gynaecologist
and Programme Director

Bl Priory Hospital, Edgbaston

Mr Eric Simons
Medical Director
Cromwell Hospital, London

Dr Alison Taylor

Consultant in Gynaecology and Reproductive
Medicine and Senior Lecturer

Guy's and 5t Thomas' Hospitals Trust, London
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Dr Karen Turner
Clinical Labaratory Director
Oxford Fertility Unit

Dr Maureen Wood
Scientist
University Of Aberdeen

WO | ":l':"‘"‘-"

Dr Anick De Vos
Clinical Embryologist
Academish Ziekenhuis Laarbeeklaan, Belgium

Professor Alan Handyside
Frofessor
Leeds Hospital

Dr Joyce Harper
Lecturer in Human Genetics and Embryology
Liniversity College London Hospitals

Dr Sue Pickering
Scientific Director
Guy's and 5t Thomas' Hospitals Trust, London

Professor Andre Van Steirteghem
Scientific Co-ordinator
Academish Ziekenhuis Laarbeeklzan, Belgium

Social and ethical

Mrs Linda Breeze
Peychosexual Therapist and Fertility Counsellor
Royal Davon and Exaeter Hospital

Mrs Jennifer Clifford
GP Counsellor
Self Employed

Mrs Elizabeth Corrigan
Business Manager and Mursing Director
Centre for Reproductive Medicine, Bristol

Ms Marilyn Crawshaw
Teaching Fellow in Social Work
University of York

Mrs Jennifer Dunlop
Senior Counsellor
Central Manchester Healthcare Trust (MHS)

Mrs Heideh Hillier
IVF Murse Manager
Edinburgh Assisted Conception Unit

Ms Jennifer Hunt
Senior Infertility Counsallor
Hammersmith Hospital, London

Ms Margret Inglis
Counsellor
Royal Free Hospital, Londan

Mrs Helen Kendrew
Clinical Murse Manager
Bath Assisted Conception Clinic

Ms Janice Kerr

Manager of Cancer Service
Mational Service Framework
Warchester Acute NHS Trust

Mrs Caroline Lewis
Assisted Conception Unit Manager
Woking Nuffield Hospital ACS Unit

Ms Katherine Mangold

Clinical Manager

Bl Portland Hospital for Women and Children
London

Dr Jim Monach

Lecturer

School of Health and Related Research,
University of Sheffield

Mrs Yvonne Payne
Assisted Conception Services Manager
Thames Valley Nuffield Hospital

Ms Marney Prouse
Vice President
Guy Carpenter and Co (Lt

Mrs Roz Shaw-Smith

Counselling Psychologist
John Radcliffe Hospital, Oxford

Ms Jennifer Speirs

Freelance Infartility Counsellor and Social Work
Consultant

Edinburgh




Appendix Four

‘Ongoing research projects licensed by the HFEA
{as of 31 August 2003)

In vitro development and implantation of normal human
preimplantation embryos and comparison with uni- or poly-
pronucleate pre-embryos :

University of Manchestar

Research started: 1 March 1997

MNumber of HFEA licencas issued: 4%

To measure the activity of metabolic enzymes in spara
hurman preimplantation embryos

The Harmmersmith Hospital, London

Research started: 30 July 1993

Mumber of HFEA licences issued: B

To measure the activity of enzymes implicated in
genetic disorders

The Hammersmith Hospital, London

Research started: 30 July 1997

Mumber of HFEA licences issued: B

Preimplantation genatic diagnosis -
parallel investigations

The Hammersmith Hospital, London
Research started: 30 July 1987
Number of HFEA licences issued: B

Biochemistry of early human embryos
University of York

Research started: 26 January 1995
Mumber of HFEA licences issued: 5

Improving methods for biopsy and preimplantation
diagnosis of inherited genetic disease of human
preimplantation ambryos

Guys Hospital, Londan

Research started: 15 July 1994

Mumber of HFEA licences issued: B

A study of the effects of cell death an the further
development of human embryos in vitro

Centre for Reproductive Medicine, Coventry
Hesearch started: 25 February 1996

Mumber of HFEA licences issued: 4

Maturation of fertilisation of human eggs in vitro
Clarendon Wing, Leeds

Research started: 14 March 1997

MNumber of HFEA licences issued: 2

Segregation of mitochondrial DNA in human embryos
Centre for Reproductive Medicine, Covantry

Research started: 1 June 1998

Mumber of HFEA licences issued: 2%

Detection of autosome and sex chromosome abnormalities
in human preimplantation embryos using FISH and the
polymerase chain reaction

Glasgow Royal Infirmary

Research started: 2 March 1998

Number of HFEA licences issued: 3
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In vitro maturation and fertilisation of immature oocyles
from women undergoing ICSI treatment

Centre for Reproductive Medicing, Coventry

Research started: 11 May 1998

Mumber of HFEA hicences issued. 3

Development of a model to study implantation in the human
Oixcford Fartiling Unit

Research started: 9 March 1998

Mumber of HFEA licences issued: 3

The development of novel preimplantation genetic diagnosis
(PGD) procedures and the study of early human development
University College Hospital, London

Ressarch started: 22 June 1998

Murmber of HFEA licences issued: 3

Investigation of embryonic-endometrial dialogue during
the peri-implantation period i vitro

Section of Reproductive and Developmental Medicing,
Sheffield Teaching Hospitals

Research started: 1 September 1998

Mumber of HFEA licences issued: 3*

Metabolism of human embryos as an index of quality
University of Aberdean

Research started: 22 June 1998

Mumber of HFEA research licences issued: 4

Biopsy of prenucleate embryos
Liverpool Waomen's Hospital
Research started: 14 February 2000
Mumber of HFEA licences issued: 3

An investigation of the effect of blastomere removal
for preimplantation genetic diagnosis on subsequant
embryonic development

Mewcastle Fertility Centre at Life

Research started: 21 June 2000

Mumber of HFEA research licences issued: 2

In vitro imaturation and cryopreservation of human oocytes
MNURTURE, Mottingharm

Research started: 18 July 2000

Mumber of HFEA research licences issued: 2

Izclation and characterisation of cell lines from human
preimplantation embryos. Study of the involvement of
the cellular stress response in the cause of embryo attrition
and developmental defects in the human using embryonic
stem cells

MWewcastle Fertility Centre at Life

Research startad: 1 September 2000

Mumber of HFEA research licences issued: 3

Derivation of pluripotent human embryeo cell lines
Institute for Stem Cell Research, University of Edinburgh
Besearch started: 4 Novernber 2002

Mumber of HFEA research licences issued: 1
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Correlation of embryo morphology with ability to
generate embryonic stem cell lines and subsequent
growth differentiative characteristics

Guys Hospital, London

Research started: 156 April 2002

Mumber of HFEA research licences issued: 1

A nowvel protocol for extracting cells during embryo
biopsy without the use of acid tyrodes

CARE at the Park Hospital, Nottingharm

Research started: 17 September 2002

Mumber of HFEA research licences issued: 1

Flatform technologies underpinning human embryonic
stemn cell derivation

Raslin Institute research, Scotland

Research started: 1 July 2003

Mumber of HFEA research licences issued: 1

Functional genomics of pluripotent stem cells and
their progeny

London Fertility Centre

Research started: 1 Movember 2002

Mumber of HFEA research licences issued: 1

Epigenetic studies of preimplantation embryos and
derived human embryonic stem cells

Mewcastle Fertility Centre at Life Research started: 5 August
2003 Number of HFEA research licences issued: 2

To derive human embryonic stem cells and trophoblast
cell lines

Creford Fertility Unit

Research started: 14 August 2003

Murmber of HFEA research licences issued: 1

* research based at more than one centre

Appendix Five

HFEA peer reviewers (as of 31 August 2003)

Professor Jonathan Aitken
Professor, Medical Research Council, Reproductive Biology Uinit
Edinburgh

Mr Adam Balen
Person Responsible and Accredited Consultant,
Leeds Genaeral Infirmary, Leeds

Dr Siladitya Battacharya
Accredited Consultant, University of Aberdeen

Dr Virginia Bolton
Senior Lecturer and Senior Embryologist,
King's College Hospital, London

Professor Migel & Brown
Professor of Developmental Biology,
St George's Medical School, London

Professor Keith Campbel
Professor of Animal Developmeant, University of Nottingham

Dr John Carroll
Lecturer in field of Physiology and Developmental Biology,
University College London

Dr JRT Coutts
Retired Reader in Repreductive Endocrinclogy, Glasgow

Professor Mark Curry
Senior Lecturer, De Montford University, Lincolnshire

Ms Karin Dawson
Consultant Embryologist, Hammersmith Hospital, London

Dr Simon Fishal .
Managing Director, Centres for Assisted Reproduction [CARE) Lig
Park Hospital, Arnold, Nottingham

Dr Richard Flaming
Biochemist, Glasgow Royal Infirmary

Professor Tom Fleming
Professor and Lecturer, Cell Science Division,
School of Biological Sciences, Univarsity of Southampion

Professor Stephen Franks
Professor of Reproductive Endocrinology,
5t Mary's Imperial College School of Medicine Campus, Londar

Professor Lynn Fraser
Professor of Reproductive Biology, King's College, London

Dr Rafet Gazvani |
Consulting Gynaecologist and Sub-Specialist in New Production
Medicine, The Women's Hospital, Liverpoal

Dr Mark Hamilton
Consultant Obstetncian and Gynaecologist and Clinical Senig
Lecturer, University Of Aberdeen
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Appendix Six

HFEA Members' interests {as of 31 August 2003}

The HFEA maintains a register of Members' interests and has
in place procedures to ensure that Members do not participate
in decisions where there is a potential conflict of interests. The
register of interests is available to the public via the HFEA
website, Listed below are the employrment and public
appointment details of all HFEA Members,

Suzi Leather (Chair)

Personal interests

Consultancies and/or direct employment:
& Mone

Fee-paid work other than that associated with HFEA Authority:

* None

Other Public Appointments:

= hMamber of the Medical Research Council’s LUK Stem Cell
Bank Steering Committee

* hMember of the Human Genetics Commission

Other:

# Member of the Labour Party

+ hember of the Christian Socialist Movement

# |ndividual member of the Mational Heart Forum

= Member of the Child Poverty Action Group

* Trustee of the Food Foundation

* Member of the Organophosphate Information Metwork

# Advisor to the Maternity Alliance

# Member of Chancellor's Advisory Council, University of Exeter

Professor Tom Baldwin

Personal interests

Consultancies andfor direct employment:

* Professor of Pilosophy at the University of ork

Fee-paid work other than that associated with HFEA Authority;
# Mone

Other Public Appointmeants:

* Member of Stem Cell Steening Committee

Other:

* Member of the Muffield Council on Bicethics

Professor David Barlow
Parsonal interests
Consultancies andlor direct employmeant:
* Muffield Professor of Obstatrics and Gynaecology,
University of Oxford
* Head of Oxford Fertility Unit and HFEA Person Responsible
Fee-paid work other than that associated with HFEA Authority:
» MNovo Mordisk (occasional consultancy without retainer)
Other Public Appointments:
» NICE Fertility Guidelines Development Group (Chairman)
Other:
s Diractorships:
= British Menaopause Society Publications Limited
* British Menopause Sociaty
* Oxford Reproductive Biosystems (not trading)
s Memberships:
= Acadermy of Medical Sciences (Fellow)
= Mational Osteoporosis Society (Chairman)
= British Menopause Society (Past chairman)
* Royal College of Obstetricians and Gynaecologists (Fellow)
* American Society for Reproductive Medicine
= British Fertility Society

= European Society for Human Reproduction and Embryol

* International Manopause Society

* NICE Osteoporosis Guidelines Development Group (Chair
» Trusteeships:

« Mational Osteoporosis Society

# British Menopause Society

# Oxford Hospitals Charitable Trust Funds
* Advisory Commitiees:

* Astra Zeneca

= Eli Lilly

s Medical Research Council

= Merck

* Pharmacia

* Servier

» Takeda

Professor Christopher Barratt

Personal interests

Consultancies and/or direct employmeant;

s Scientific Director of the Birmingham Women's Health Care

* Decasional consultancy in legal cases relating to assisted
conception and male factor infertility

Fee-paid work other than that associated with HFEA Authoril

* Mone

Other Public Appointments:

* Mone

Professor Peter Braude
Personal interests
Consultancies andfor direct employment:
» Head of Depariment of Women's Health, Guys,
Kings and 5t Thomas' School of Medicing
# Director of the Centre for Preimplantation Genetic Diagnosi
Guy's and 5t Thomas' Trust
* Honorary consultant in Gynaecology, Guy's and 5t Thomas® Tr
* Occasional Consultancy and expert advisor to:
= Serono Pharmaceuticals
* Args Serono
* Tormmy's the Baby Charity
= Wellbeing
s PPP
* Progress
= Bartarelli Foundation
Other Public Appointments:
* Mone
Memberships:
» Royal College of Obstetricians and Gynaecologists
» Brtish Fertility Society
s American Society for Reproductive Medicine
» European Society for Human Reproduction and Embryology
* The Galton Society
» Association of Professors of Obstetrics and Gynaecology

Ivar Brecker

Personal interests

Consultancies and/or direct employment:

« General Dental Practitioner, Retired

* Medico-legal consultancy for Community Health Councils
{woluntaryl

* Consultancies for Dentists and Solicitors




-—

| Fee-paid work other than that associated with HFEA Authority:

[ * None

Cthar Public Appaintmants:
» Mone

Clare Brown
Parsonal interests
Consultancies andfor direct employmeant:
» Executive Director of CHILD,
the Mational Infertility Support Network

Fee-paid work other than that associated with HFEA Authority:

+* MNone

Other Public Appointments:

» Member of the Mational Institute of Clinical Excellence NICE)
Fertility Guidelineg Development Group

Other:

= Patient representative on the British Fertility Society
Management Committes

* President of the International Federation of Infertility
Patient Associations

= hMember of the European Society of Human Reproduction
and Embryology

= hMember of the Labour Party

= Chair of the MNational Infertility Awareness Campaign

» Chair of the Organising Committee of Mational Infertility Day

Professor lain Cameron

Personal interests

Consultancies and/or direct employment:

s Professor of Obstetrics and Gynaecology at the University
of Southampton

» Past consultancy with Leiras,
Schering and Takeda (Pharmaceutical)

Fee-paid work other than that associated with HFEA Authority:

# Publishing / Lecturing for various organisations
Other Public Appointments:
= Mone
Other:
» Royal College of Obstetricians and Gynascologists
{Chairman joint RCOG fWellBeing Research Advisory Committee)
= NICE (Specialist Adviser (Menorrhagiall
* MRC Advisory Board
» Scientific Committes, MNational Endometriosis Society
» Pharmaceuticals Panel,
Health Technology Assessment Programme, MHS Executive
* Memberships:
* Society for Reproduction and Fertility
* Blair Bell Research Society
# British Fertility Society
= American Society for Reproductive Medicine
» Endocring Society
* Society for the Study of Reproduction
* Society for Gynecologic Investigation
= Society for Endocrinology

i Jane Denton

Personal interests
Consultancies and/or direct employment:

'» Director of the Multiple Births Foundation,

Queen Charlotte's and Chelsea Hospital London
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Fee-paid work other than that associated with HFEA Authority:
= Mone
Other Public Appointments:
* MNone
Other:
* Human Fertility (Editorial Board Membaer)
* Memberships
* Royal College of Mursing - Fertility Nurses Group
» Ethics Adwisory Panel, Royal College of Mursing
= British Infertility Counselling Association
* International Society for Twin Studies

Frofessor Andrew Grubb

Personal interests

Consultancies and/or direct employment:

» Professor of Medical Law and Head of Law School at
University of Cardiff

Fee-paid work other than that associated with HFEA Authority:

* Barrister

Dlher Public Appointments:
* Part time Immigration Adjudicator,
Imrmigration Appellate Authority

* Member, Royal College of Physicians Committea on Ethical
Issues in Medicine

« Member, Medical Research CouncillDepartment of Health
Research Advisory Group for Transmissible Spongiform
Encephalopathies (TES)
Fellow, Acadermy of Medical Sciences

+ Vice President, Walsh Medico-Legal Society

rofessor Meva Hairtes

Personal interests

Consultancies andfor direct employment:

» Professor at University of Aberdeen

» Honorary Consultant in Clinical Genetics at Grampian
Univarsity Hospitals Trust

= Board Member = MHS Grampian

» Associate Dean (Clinical) = University of Aberdean

Fee-paid work other than that associated with HFEA Authority:

» Member of Government Advisory Committee — Committea on
Medical Aspacts of Radiation in the Environmeant (COMARE)

» Examining Post-Graduate Degrees

Other Public Appointmants:

» Member of National Screening Committes

» hWMamber of the Scottish Cancer Group

Other

» Member of Academy Medical Science (Fellow)

« Member of Roval College of Pathology (Fellow)

« Member of Royal College of Phiysicians (Fellow)

« Member of American Society of Human genetics

» hember of British Society of Human Genetics

« Member of European Society of Human Genetics

= Member of the Pregnancy and New Bom Screening
Implementation Group

» Chair Scottish pregnancy Screening Group

Emily Jackson

Personal interests

Consultancies and/or direct employment:

» Senior Lecturer in Law, London School of Economics



page 34

Fee-paid work other than that associated with HFEA Authority:

Mone
Other Public Appointmeants:
Mone

yeth Jamieson
Personal interests
Consultancies and/or direct employment;
Consultant Embryologist; Assisted Conception Service,
Glasgow Royal Infirmary

Fee-paid waork other than that associated with HFEA Authority:

Mone
Other Public Appointments:
Maome
Other:
Membear of the Association of Clinical Embryologists
(Treasurer, Executive Committee and Professional
Development Commities)
* Department Of Health Assessor For Clinical Embryology
= Embryology Assessor for the Health Professions Council
s Member of the European Society for Human Reproduction
and Embryology
* Member of the British Fertility Society
« Member of the Society for Reproduction and Fertility

Simon Jenkins

Personal interasts

Consultancies andfor direct employment:
* Columnist = The Times

Fee-paid work other than that associated with HFEA Authority:

* None

Other Public Appointments:
» None

Other;

« hone

Walter Mermicks

Personal interests

Consultancies and/or direct employment:

= Chief Ombudsman, Financial Ombudsman Service

Fee-paid work other than that associated with HFEA Authaority:

= Mone

Cther Public Appointmants:

* Mang

Other:

* Secretary and treasurer of Donor Conception Network,
a charitable network of parents with children conceived
with donated gametes - donor insermination and IVF with
donor sperm or eqgs — adult offspring and those
contemplating or undergoing treatment

Sara Mathan

Personal interests

Consultancies and/or direct employment:
* Freelance broadeaster and producer

Fee-paid work other than that associated with HFEA Authority:

# Lay Member,
Protessional Conduct Committee of the Bar Council
* Chair, Lambeth's Children First Commission
Other Public Appaintments:
* Member of Radio Authority
* Member of the Criminal Injuries Compensation Appeals Panel

= hember, Regulatory Decisions Committas,
Financial Services Authority
= harshall Commissioner
= Member,
Ofcom and Deputy Chairman of Ofcom’s Content Board
= hMember, ICSTIS
Other:
= Council Member, Jewish Mussum

The Right Reverend Dr Michael James Nazir-Ali
Personal interests
Consultancies and/or direct employment:
* Lord Bishop of Rochester
» Director, Rochester Diocesan Board of Finance
» President, Rochester Diocesan Board of Education
Fee-paid work other than that associated with HFEA Autho
+ Mong
Other Public Appointments:
o Member of House of Lords
Other:
+ Company Director,
Central Board of Finance of the Church of England
= Chairman of Council at Trinity College, Bristol
= Visiting Professor, Faculty of Humanities,
University of Greenwich
» Fellow, St. Edmund Hall, Oxford University

Sharmila Nebhrajani
Personal interests
Consultancies andfor direct employment:
e Chief Operating Officer and Finance Director,
BBC Mew Media and Technology
Fee-paid work other than that associated with HFEA Authori
s Mone
Other Public Appointments:
= Associate Advisor, Prime Minister's Delivery Unit
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Performance indicators (for the period April 2002-March 2003 unless otherwise indicatad)

Inspection and licensing

There has been an improvement in the parfarmance of the
inspection and licensing functions as the indicators below
demonstrate when compared to previous years, this is
espeacially in relation to resaarch licences and variation of
treatment licences. One area where performance suffered
during the year was in treatment licence renewals. This was
dua to a severa shortage of regulation staff in the early part
of the year which led to delays in inspection and henca in
renewals going to Licence Commitiees. This has now bean
rectified through the recruitment of additional staff and this
has already led to demonstrably better performance than
shown in the figures below. The HFEA is also reviewing the
licensing process with the intention of improving performance
still further.

Number of licence applications put before HFEA Licence
Committees within three months of receipt of completed
applications.

Mew Treatment Licences oy
Received Number considered within timescale
3 %

Renewal Licences At g
Received Number considered within timescale

60 26

Research — New Applications e
Received Mumber considered within timescale

) 7

Research — Renewal Applications

Received Mumber considered within timescale
5 a

Number of Variations Granted e
Received Mumber considered within timascale
108 84

Reports resulting fram inspections available to centre within
four weeks = 60%

New licence applications processed within four months from
receipt = 100%

| Number of inspections booked more than two manths in
| advance = 50%

Mumber of research licences approved = 4

& monthly incidents for the period April 2002 - September 2002

| Active incidents at start of period 25
Active incidents at end of period 40
Incidents reported 39

Incidents resolved 24

6 manthly incidents for the period October 2002 — March 2003

Active incidents at stan of period 40
Active incidents at end of period 16
Incidents raporied 26
Incidents resolved 50

These statistics also include patient complaints. In November
2002, the HFEA introduced a separate process to deal with
patient complaints.

Annual inspection cancellation figures

Annual Inspections

as planned 91 73%
cancelled but rescheduled 30 24%
cancelled and not rescheduled 0 (0%}
exempted by Licence Committes 3 (2%

Financial
Payments
Target; 95% of undisputed invoices to be paid in 30 days

Cut-turn: 80% paid in 30 days.

Debts
Target: 95% collected in 60 days

Cut-turn; 7% Affected by difficulties with the old
{now replaced) bilhing procedures.

Unqualified Audit Report
Achieved

Monthly billing of clinics achieved in 3 weeks

Maonthly billing within 3 weeks cf the month end during which
clinics submitted their returns of treatments was achieved from
July 2002 onwards.

Corporate
Mumber of hits on the HFEA Website = 3,070,815
August 2002 - August 2003

Mumber of events organised by the HFEA = 7

(Code of Practice Seminar, HFEA Annual Conference,
Sex Selection Parliamentary Meeting, Fees consultation
Stakeholder Meeatings x3, Definition of a Treatment
Cycle Seminar)

Mumber of patient/public enguiries handled between September
2002 - July 2003 = B,022




















































































