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©I'he Human Fertilisation
and Embryology Authority

The Human Fertilisation and Embrvology Authority (HFEA) was set up
in August 1991 by the Human Fertilisation and Embryvology Act 1990
(HFE Act). The first statutory body of its type in the world, the HFEA's
creation reflected public and professional concern for the potential
future of human embryo research and infertility treatments, and a
widespread desire for statuory regulation of this ethically highly
sensitive area. The recommendation for such a body had come from the
1984 report of the Committee of Inquiry into Human Fertilisation and
Embryology (the "Warnock” report). The HFEA remains one of the few
national, statutory bodies of its kind in the world.

In 1996 the HFEA was the subject of a Quinguennial Review!. The
Review concluded that the case for an independent, statutory body
doing the job performed by the HFEA remained valid, and that there was
no other body which might perform the functions of the HFEA more

cost effectively,

The HFEA's pn

carry out in vitro fertilisation (IVTF), donor insemination (DI} and

cipal tasks are to license and monitor those clinics that

human embrvo research. The HFEA also regulates the storage of

gametes (sperm and eggs) and embryos.
The HFEA's other statutory functions are;

e (o produce a Code of Practice which gives guidelines to clinics about
the proper conduct of licensed activities;

e 1o keepaformal register of information about donors, treatments
and children born from those treatments;

* (o publicise its role and provide relevant advice and information to
patients, donors and clinies; and

¢ o keep under review information about human embryos and any
subsequent development of such embryos, and the provision of
treatment services and activities governed by the HFE Actand advise

the Secretary of State if asked about those manters.

1 First Quingueniial Review of the Human Fertilisation and Embryoligy Authority; Report to UK
Health Ministers by Mr M Lillywhite, July 1996, Itis a requirement that every executive

Non-Departmental Public Body is reviewed at five vear mtervals.

THE HFEA'S ROLE






Charrman’s Letter

On the twentieth anniversary of Steptoe and Edwards® first IVF success,
society continues to be confronted with complex ethical and social
questions presented by assisted conception technigues. The fact that
legislation and a regulatory struciure for the field were notimplemented
until after Louise Brown's thirteenth birthday perhaps illustrates how
contentious these issues were and are.

30,000 IVF babies Iater, many challenges still confront us. The HFEA
exists to safeguard, protect and reassure patients, professionals and the
public about hcensed infertlity teatments and human embryo
rescarch. Despite  concerns on  issues  as  varied as  cloning,
preimplantation genetic diagnosis and fertility reatment for older and
single women, the UK's regulatory structure enables society’s anxicties
to be considered and reflected in new guidance and policy.

The HFEA continues to monitor all icensed reatment centres and 1o
inspect them annually, requiring and helping all centres 1o achieve, and
adhere to, the highest standards in our Code of Practice. We can, and do,
take action if we are not satisfied. We provide detailed advice and
information to people treading their way through the maze of clinics and
treatments. We remain one of the few statutory bodies of our kind in the
world, and regularly attract official visitors from other countries
interested in the UK's expernence.

The HFEA's policy of public consultation has earned us respect and
approval, if not always agreement, in most quarters. We have published
consultations on cloning (working with the Human Genetics Advisory
Commission), the implementation of the withdrawal of payments for
donors, the safe crvopreservation of gametes and embryos, and our
Patient’s Guide. We are working with the Advisory Committee on
Genetic Testing on a forthcoming consultation  document  on
preimplantation genetic diagnosis.

I am extremely grateful to all of the HFEA Members and staff for
coping with the ever-increasing workload. [ would particularly like to pay
tribute to those Members who have left the Authority since the last
Annual report, and thank them for their years of service: Diana Brittan,
Richard Holloway, Angela Mays and Rory Nicol. 1 am sure that their

successors will carry on their fine we irk.







Licensing and Audit of
Licensed Clinics

Every clinic in the UK which offers IVF or DI reatment, the storage of
gametes or embryos or which carries out human embryo research is
required by law to be licensed by the HFEA. Not only does the licensing
process ensure that proper standards are maintained, but it also assists in
informing the HFEA about carrent and developing practices, As such n
15 a usctul mechanism ftor gathering and disseminaung informauon
and thereby helps raise standards of practice. As of 30 September 1998
there were 114 clinics licensed to carry out various activities as shown in
Table 11,

Table 1

HFEA licensed clinics

IWFand DI 72
IVF only 1
Dlonly 3
Starage of sperm only g
Research licences only 2
Total 114

All licensing decisions are made by HFEA Licence Committees. Each
committee is composed of at least three HFEA Members who determine
the type of inspection required and whether a licence should be granted,
suspended or revoked. If a licence is granted. condinons may by
attached.

During 1997-8 the HFEA has continued to modify its licensing system
to make it more efficient and cost effective. A three vear licensing cycle
for cach centre was introduced consisting of a broad-based general
inspection by a full team once every three vears combined with highly

focused inspections as directed by Licence Committees during the

intervening years. In addition, there has been an increased use of

shortened applications for licence renewals during 1997/8. This
recognises that a centre may not have altered radically since its licence
was last renewed. During 1998,/99 the HFEA will be considering how it
might be able further to refine its inspections and licensing system in
order to ensure that its resources are best directed.

4 A list of icensed clinics is a Annex 4.
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I'he Code of Practice

The HFE Act® requires the HFEA 1o produce a Code of Practice to guide
clinics on the standards they should establish in carrying out their
licensed activities. The Code provides part of the framework for the
HFEA’s monitoring activities. It includes guidance on: welfare of the
child, clinics” staff and facilities; the assessment of donors: what
information and counselling should be offered; legal requirements for
consent; and the storage, handling and use of gametes and embrvos.

The Code is reviewed regularly and updated in the light of technical
advances and to deal with issues which emerge from the licensing process,
Revisions of the Code must be approved by the Secretary of State? and
laid before Parliament. The Code’s second edition was published in June
19583, the third in December 1995 and the fourth in July 1998, Copies of
the fourth edition are available from the HFEA upon request.

In particular, the Code of Practice provides guidance on the assessment
of the welfare of the child. In passing the HFE Act, Parliament decided
that no category of woman should be excluded from treatment. While
the offer of treatment is a decision ultimately for the patient’s clinician,
the HFE Act requires every clinician to make this decision only after
‘account has been taken of the welfare of any child who may be born as a
result of the treatment (including the need of that child for a father),
and of any other child who may be affected by the birth™.

The Code of Practice provides guidance on how this assessment
should be made. Clinics must bear in mind such factors as the prospective
parents’ ages and their likely future ability to look after, or provide for, a
child’s needs, and any risk of harm to the child or children who may be
born. Where the child will have no legal father, clinics must pay particular
attention to the prospective mother’s ability to meet the child’s needs
throughout its childhood. Clinics must seek 1o satisfy themselves that the
GP of each prospective parent knows of no reason why either of them
should not be offered treatment — but they can only do this with the
patient’s consent. Failure to give consent, however, should be taken into

account by the clinician in considering whether or not to offer treatment.

6 Human Fertilisation and Embrvology Act 1990, section 25,
7 HFE Act, section 26(4).
8 HFE Act, section 13(5).
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HLUIT

FIFTH EDITION OF
THE CODE

a) Genetic Testing

b) Number of Embryos
Transferred in Each
Treatment Cycle
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The HFEA does not usually become involved in individual decisions,
but it is concerned to ensure that the necessary process is correctly
followed and gives guidance on the decision-making process. A clinic's
failure o follow the Code of Practice’s guidance on the welfare of the

child assessment would be considered by a Licence Committee.

Work has now started on the Code’s fifth edition and will include a
thorough reconsideration of the Code’s structure. lssues which have
already been identified for consideration include: contacting patients’
GPs and what o do if permission is refused, or if a GP does not respond;
genetic testing; the status of donors; and the number of embryos that

may be transferred in a treatment cycle.

Following the recommendation in the fourth edition that donors shiould
be tested for cystic fibrosis carrier status, the Code of Practice Commitiee
will be considering whether genetic guidance tor donors and patients
will need to be further updated. The Committee is working closely with
the Advisory Committee on Genetic Testing (ACGT) whose remit is to
advise on good practice in all areas of genetic testing. The genetic testing
of patients may also need to be considered in cases where their sub-

tertility has a genetic component.

The Code of Practice limits the number of embryos that may be
transferred in a single reatment cycle 1o three. The reason for setting
such a limit is to maximise the chances of pregnancy but minimise the
risk of multiple pregnancies. These are associated with premature birth,
low birth weight babies, a higher rate of stillbirth and neonatal death and
long term disability such as cerebral palsy, as well as continuing social and
psychological difficulties. HFEA data shows that the multiple pregnancy
rate remains high (almost half of all IVF babies come from a muluple
birth} . In additon, the data show that, where there are four or more
embryos available to a patient, the chances of a live birth are no greater
for three than for two embryo wansfer, but that the multiple pregnancy
rate increases significantly with the former'. The British Fertility Society
have recently recommended that two embryo transfer should be the
usual practice and the HFEA welcomes this. We shall be considering
whether, in the light of published evidence, the guidelines in the Code
should be changed.

H See Table 3.7, page 12
L Sed Tables 5. 10amd 3.0 1, pages 15-14















CHAPTER 3 COLLECTIMNG AND PROVIDIMNG DATA - IVF DATA

During the period 1996/7, 25,565 patents received IVF treatment.
There were a total of 33,520 cycles started, including frozen embryo
replacements, of which 27,981 reached embryo transfer. There were
6,755 clinical pregnancies (20.2% of treatments started) which led to
5,601 live birth events (16.7% of weatments started). The number of
clinical pregnancies where no outcomes or incomplete information
was received was 37 or 0L5% of all pregnancies reported. The annual
difference between the clinical pregnancy rate and live birth rate
remains within the range 3.3%- 4.0%.
Analysis of the tables has identified several interesting trends:
* Live birth rates for IVF and micromanipulation both decrease
steadily after women pass the age of 30 (Figure 3.2).
*  The live birth rate for IVF decreases markedly in women over the
age of 34 using their own eggs (table 3.6, Figure 3.2).
* [VF frozen embryo transfer cycles have significantly lower
pregnancy and live birth rates than those involving fresh embryos
(particularly when the couple’s own gametes are used) (table 3.12).

There remains a high incidence of multiple births as a result of licensed
infertility treatment, and IVF in particular. For this reason we include
several tables exploring the issue with the latest data.

Table 3.7 shows that 47% of individual babies born from all types of
IVF come from a multiple pregnancy (3,417 out of 7,292),

Table 3.7 shows that there were 262 tniplet or quad pregnanciesin the
UK as a result of IVF weatment in 1996/7. According to the Office for
National Statistics, there were 328 wriplet or quad ‘materniues’' in the
calendar year 1997 Although not directly comparable, these figures
demonstrate that a very high proportion of higher order multiple births
took place as a direct result of IVF treatment.

The stillbirth and neonatal death rate for a triplet pregnancy with
one or more of the babies dying is 87.0 per 1,000 birth events (8.7%)
compared to 9.6 per 1,000 (1%) for singleton pregnancies (table 3.7).

Tables 3.8 and 3.9 compare the pregnancy rates and live birth rates
where one, two or three embryos are transferred. These tables do not
take into consideration the number of embryos that were created prior

12 According to the Cffice for National Statistics, a “maternity’ is a ‘pregnancy tha
resulted in the birth of one or more live or stillborn children’
18 House of Commons Written Answers, 25 June 1998, Hansard col 581; 20 Junc 1998 cols. 3

and 61; 1 July 1998 col. 197

IVF DATA

Multiple births and two and
three embryo transfer
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Table 3.14 Results of stimulated IVF and fresh embryo transfer cycles

(All percentages are of number of treatment cycles)

a) All centres

1998 AMNUAL REFORT & ACCOUNTS

Patients Treatment Cycles  Embryo Transfers  Chinical Pregnancies ~ LiveBirths  Babies Born
OwnGametes 20646 24635 20033 (81.3%) 5182 (21.0%) 4322 (175%) 5678
DonatedSperm 1216 1409 1252 (88.9%) 82 (27.1%) 31 (22.8%) 429
Donated Eggs 238 246 209 (85.0%) 55 (22.4%) 44 (17.9%) 54
Donated Embryos 29 30 7 (90.0%) 8 (26.7%) 6 (20.0%) 8
Totals 22129 26320 21521 (81.8%) 5627 (21.4%) 4693 (17.8%) 6169
b) Large centres®
= "~ Patients TreatmentCycles  Embryo Transfers  Clinical pregnancies Live Births ~ Babies Born
Own Gametes 18023 21557 17570 (81.5%) 4591 (21.3%) 3828 (17.8%) 5032
Donated Sperm 1008 1172 1036 (88.4%) 325 (27.7%) 271 (23.1%) 360
Donated Eggs 207 214 185  (86.4%) 51 (23.8%) 40 (187%) 50
Donated Embryos 23 23 1 (91.3%) 6 (26.1%) 5 (21.7%) 7
Totals 19261 22966 18812 (81.9%) 4973 (21.7%) 4144 (18.0%) 5449
c) Small centres®
s Patients Treatment Cycles  Embryo Transfers  Clinical pregnancies Live Biths  Babies Born
Own Gametes 2623 3078 2463 (80.0%) 591 (19.2%) 494 (16.0%) 646
Donated Sperm 08 137 216 (91.1%) 57 (241%) 50 (21.1%) 69
Donated Eggs 31 32 24 (75.0%) 4 (125%) 4 (125%) 4
SEIEee EmUryE 5 7 ___ 6 (85.7%) 1 (286%) 1 (14.3%) 1
Totals 2868 3354 2709 (80.8%) 654 (19.5%) 549 (16.4%) 720

* A large centre is one which camies out 200 or move cycles per year, o small centre is one which camies out kess than 200 cycles peryear.
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CHAFTER 3 COLLECTING AND PROVIDING DATA - IVF DATA

Table 3.15 Unstimulated IVF: own gametes and donated sperm
(All percentages are of number of treatment cycles)
a) All centres

Patients TreatmentCycles  Embryo Transfers  Clinical pregnancies _ Live Births _ Babies Born
Own Gametes 133 140 6 (9% 5 (6% 3 @1%) 5
Donated Sperm 11 1 3 (273%) 1 (1% 1 (91%) 5 S
Totals 144 151 4% (32.5%) 6 (4.0%) 4 (2.6%) &
b) Large centres*

Patients Tmanné;tr:.yde: Embw?msfers EﬁnMnd_e: Live Births Babies Born
Own Gametes 121 128 45 (52%) 5 (9% 3 (23%) 5
DonatedSperm 7 7 2 (89 0 @y 0 O 0
Totals 128 135 47 (348%) 5 (3.7% 3 (22%) Kisig
€) Small centres*

P‘aﬁenr;:_ﬁea:ment Cycles F Embryo Tr_a.r;s-r':rs_ Eﬂir;fj-:mgnancies- Live Births Babies Barn
Own Gametes 17 12 1 (83% 0 (0% 0 (00%) i
Donated Sperm 4 4 1 (25.0%) 1 (25.0%) 1 (25.0%) 1
Totals 16 16 2 (125%) 1 (63%) 1 (63%) L

* Alorge centre is one which cames out 200 or more cycles per year, a small centre is one which comes out less than 200 cycles per year

Table 3.16 Unstimulated IVF using donated eggs or donated embryos
(All percentages are of number of treatment cycles)

a) All centres

Patients Treatment Cycles Embryo Transfers Clirical pregna-rﬁe-s Live &Em
Donated Eggs 683 731 674 (92.2%) 12 (29.0%) 165 (22.6%) 225
Donated Embs 81 86 75 (87.2%) 22 (25.6%) 16 (18.6%) a1
Totals 764 817 20000 T4 (91.7%) 134 (28.6%) 181 (22.2%) = 249
b) Large centres*
b . Patients Treaument Cycles  Embryo Transfers  Cinical pregnancies  Live Biths _ Babies Bom
DomwedEgs 627 671 622 (92.7%) 197 (294%) 153 (228%) 208
Donated Embs 66 7 62 (87.3%) N (296%) 16 (22.5%) 24
Totals 693 742 684 (92.2%) 218 (29.4%) 169 (22.8%) = 232
c) Small centres®

Patients Trearmem Cycles Embqr&-ﬁﬁnsj"en Ehkal'pfegnanﬂes Live Birt-‘:s- : Babies Born
Donated Eggs 56 60 52 (867%) 15 (25.0%) 12 (20.0%) 17
Donated Embs 15 15 13 (86.7%) 1 (67%) 0 (00%) 0
Totals 71 75 65 (86.7%) 16 (21.3%) 12 (16.0%) 17

*A larpe centre is one which camies out 200 or maore cycles per year, g small centre is one which cowries out less than 200 cycles per yeor
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DONOR INSEMINATION
DATA

20

During the pcriml 1 April 1996 to 31 March 1997, 5,439 patients received
treatment involving DI or GIFT using donated gametes. Table 3.19 shows
that 14,333 cveles were started which led o 1,661 clinical pregnancies
(11.6%) and 1,379 live births (9.6%). The number of clinical
pregnancies for which no outcome or incomplete information was
submitted totalled 30 or 1.8% of all pregnancies reported.
* The live birth rate for DI has increased steadily over the last 5 years,
and has almost doubled since 1992 (table 3.19).
* The number of DI cycles carried out annually has dropped by
44% since the 1992/3 reporting period (from 25,623 1o 14,333)
{table 3.19).
* Live birth rates for DI decrease with age, and increasingly so after
the age of 35 (table 3.22).

Table 3.19 DI clinical pregnancy & live birth rates per treatment
cycles 1/8/91 = 31/3/97 (Dara includes GIFT using donor gametes and Intra
Uterine insemination)

(Percentages are of number of treatment cycles)

Mumber of Clinfcal pregnancy rate Live birth rate per
__n-eam:n-:iy_tk: per treatment cycle (%) treatment cycle (%)

01/08/91t031/03/92 16299 66 5.0

01/04/92t031/03/93 25623 6.9 5.4
01/04/931031/03/94 23869 8.6 7.0
01/04/94 10 31/03/95 20604 9.7 7.9
01/04/951031/03/96 16874 112 9.3
01/04/96 10 31/03/97 14333 116 9.6

Table 3.20 Donor Insemination Data

Stimulated DI Unstimulated DI

Mumber of Centres 102 Number of Centres 97
Number of Patients 2731  Mumber of Patients 33%6
Number of Treatment Cycles 5884  MNumber of Treatment Cycles B449
Total Clinical Pregnancies 739 Total Clinical Pregnancies 92
Clinical Pregnancy Rate per Cycle  12.6%  Clinical Pregnancy Rate per Cycle 10.9%
Toral Miscarriages 91 Tomul Miscarriages 112
Total Terminations 7 Total Terminations &
Total Ectopics 5 8§  Total Ectopics 5
Total Live Births 606  TotlLive Births 773
Live Birth Rate per Cycle ~103%  Live Birth Rate per Cycle 9.1%

Total stillbirths and neonatal deaths 9 Toual stillbirths and neonatal deaths 4







INTRODUCTION

THE RESEARCH
LICENSING PROCESS

12

Research

Much valuable knowledge has been gained through human embryo

research. Any research project which involves the creation, keeping or

use of embryos outside the body must be licensed by the HFEA ™. For a

research licence to be granted the HFEA must be satisfied that the use of

human embryos is ‘necessary or desirable’ for at least one of the

following purposes =

* topromote advances in the treatment of infertility;

* toincrease knowledge about the causes of congenital disease;

* toincrease knowledge about the causes of miscarriages;

* todevelop more effective techniques of contraception; or

* todevelop methods for detecting the presence of gene or
chromosome abnormalities in embryos before implantation.

Embryos obtained with appropriate consent for a research project
may not be used for any other purpaose.

While encouraging research, UK law does not permit certain
activities involving human embryos. These include:

*  keeping or using an embryvo after the appearance of the primitive
streak or after 14 days, whichever is the earlier;

* placing a human embryo in an animal;

* replacing a nucleus of a cell of an embryo with a nucleus taken from
the cell of another person, another embryo, or subsequent
development of an embryo;

* altering the genetic structure of any cell while it forms part of an
embryo: or

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

In addition, the HFEA's Code of Practice states the HFEA's policy not to
license research projects involving embryo splitting with the intention of
increasing the number of embryos for transfer.

The HFEA has 24 licensed research projects at 13 different centres.
Of those currently licensed, 8 were licensed for the first time and 16 were
licensed as ongoing projects.

14 Alist of HFEA licensed research projects is at Anmex 6.
15 HFE Act. schedule 2, para 3(2).
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Policy update and issues
for the coming year

The HFEA is considering, or has recently considered, the following

ethical issues,

In 1996 the HFEA decided that, except for expenses, there should be no

payments made to egg and sperm donors. In February 19498 an HFEA

consultation paper was circulated to seek views on the best way to

implement this policy and discussing options as to how payments could

be withdrawn without adversely affecting the supply of donors. Among

issues covered in the consultation were:

* whether any changes in the public perception of donation could
increase the number of donors;

* whether a national gamete donor recruitment service would help to
increase public awareness of gamete donation and assist
implementation; and

*  the development of a new system of expenses payments.

The consultation period ended on 51 July 1998, and the HFEA is now
in the process of analysing the responses received. Copies of the
consultation document are still available from the HFEA on request.
Clinics will be given sufficient time to prepare for any changes.

PGD is a technique used to detect whether an embryo created in vitro is
carrving a genetic defect that will give rise to a serious inherited disorder.
It can also be used to determine the sex of an embryo where a family is at
risk of passing on a serious sex-linked disorder, such as Duchenne
muscular dystrophy, to a male child. The HFEA is monitoring
developments in this area very closely and licenses appropriate research
and wreatment. Four centres are currently licensed to carry out this
technique and one to carry out the embryo biopsy part of the procedure.
Eight centres hold HFEA research licences in this area.

PGD is currently practised on a small scale. However, it is expected
that demand will grow as knowledge about the genes responsible for
different conditions increases and the techniques involved develop. The
latest data show thataround 150 babies have so far been born world-wide
as a result of PGD.

17 Under Section 12(e) of the HFE Act, paymenis to donors may only be made if

authorised by the HFEA
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CRYOPRESERVATION
OF SPERM AND
EMBRYOS

STORAGE AND USE OF
TESTICULAR AND
OVARIAN TISSUE

a) Testicular tissue

b} Ovarian tissue

¢) Consent to
storage and use
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An HFEA working group was set up in 1995 1o examine the safe
crvopreservation of sperm and embryos following an incident of cross
contamination with hepatitis B in the storage of bone marrow. While the
precise risk of cross contamination is not known with gametes and
embryos, the HFEA concluded that the potential risks, while very low,
had to be taken seriously. The issues proved particularly complex,
hindered by the lack of research in this area.

A consultation paper on this subject was issued in June 1998 and sent
1o licensed centres and relevant experts and professional organisations,
Responses have been requested by the end of October 19498, The
Working Group will reconvene to analyse the responses and produce a
report to be considered by the full Authority.

The HFE Act gives the HFEA jurisdiction over the storage and use of live
human gametes and human embryvos created i vt and requires a
patient’s written consent to the storage of such gametes or embryos,
The definition of *gamete’ 1o which the HFEA works is:
a reproductive cefl, such as as ovun or a spermatozoon, which has a haploid
set of chromosomes and which is able to take part in fertilisation with another

r!f'H:.-* r.llll‘:‘fm'.'j.r.r' sex o _ﬁ:rm 1 Yo,

Using this definition in conjunction with the six grades of puberty
described by Professor Tanner', the storage of testicular tissue from
boys who have reached Tanner stage G2 or beyond would require a
licence from the HFEA.

For much of the menstrual cvele, ovarian tissue will not contain gametes
according to the definition above. Any gamete or gametes that are
present will be localised in certain parts of the ovary. Clinicians will need
to consider on a case by case basis whether ovarian tissue contains any
viable gametes either by reference to the stage of the woman's cvele or by
appropriate testing or assessment of the tissue iself. IF a gamete or

gameltes are present, storage of such tissue would require a licence.

Substituted consent is not possible under the HFE Act. Thus consent o
storage cannot be given by a person with parental responsibility on
behalf of any boy who has reached Tanner stage G2, nor for any girl
whose tissue contains gametes. However, a child under the age of 16 can

give an effective consent in accordance with the HFE Act's requirements

18 Tanmer | M. Foefus into mae: fliysical groth) from comcefiion fo maiury, $nd ed,

Costlemead, 1980



CHAPTER § POLICY UPDATE AND I5SUES FOR THE COMING YEAR

if he or she is competent in law to consent, i.e. if he or she is capable of
understanding the implications of the proposed course of action.

Ifa boy is pre-pubertal (pre Tanner stage G2), or the girl's tissue does
not contain agamete or gametes, the HFE Act does not apply. However if,
in the future, such materialwere to be developed in vitro in some way so
as to create a gamete or gametes within the definition above, the storage
or use of that material would require a licence. At that stage an effective
consent would also be required in accordance with the HFE Act.

As distinct from storage and use, the common law on consent applies
to the removal of westicular or ovarian tissue. Section 8 of the Family Law
Reform Act 1969 provides that anyeone who has attained the age of 16
years may give a legally valid consent to surgical or medical treatment or
procedures. Some children, though under the age of 16, are perfectly
able to understand the implications of medical decisions that affect them
and are legally capable of giving or refusing consent to treatment. Their
consent should always be sought. For those children who cannot
understand, it would be for the person with parental responsibility 1o
consent to the medical procedure where this would be in the child’s best
interests.

1CSI s a relatively new IVF technique in which a single sperm is injected
into the eytoplasm of an egg using microinjection equipment. Concerns
have been raised regarding the genetic consequences of the use of 1CS]
and the development of infants conceived by ICSL The HFEA's Working
Group on New Developments in Reproductive Technology (WGNDRT)
has been considering these issues, and the HFEA has issued information
to clinics addressing the risks of ICSI and providing guidance to centres
on [CS] treatment.

In addition, because of the increased concern over risks associated
with ICSI, the HFEA is keen to work with athers to follow up children
born as a result of this technigque. During 1998 the WGNDRT wrote 1o
selected centres inviting responses on this proposal and any other
possible areas of follow up study in which the HFEA may be able 10
become involved. A meeting was held in September 1998 with experts
from the UK and abroad to discuss these concerns and possibilities,

At the present time, a standard licence condition prohibits the
transfer to the uterus of an embryo produced using 1CSI in the same
treatment cycle as any embryos produced by other means. This policy
enables the identification of babies born as a result of 1CSI, thereby
enabling accurate follow up studies to be undertaken and meaningtul
information about the performance of ICSI in individual centres to be
collected. However, a number of licensed centres have expressed their

INTRA-CYTOPLASMIC
SPERM INJECTION
(LCSI)

Iy






Communications

The HFE Act requires the HFEA to “publicise the services provided 1o the
public by the HFEA or provided in pursuance of licences' and 1o
‘provide, to such extent as it considers appropriate, advice and
information for persons to whom licences apply or who are receiving
treatment services or providing gametes or embryos ... or may wish to do
so."* In fulfilling this function the HFEA offers a comprehensive range
of information for actual or prospective patients and donors and the
general public®. We receive, on average, 150 requests per week for our
publications. About once a year the HFEA sends a *Chairman’s letter’ 1o
licensed clinics, informing them of recent policy decisions and
discussing areas of concern. This is to be replaced by a newsletter
allowing broader coverage of HFEA news,

The HFEA works closelv with many journalists and media rescarchers
and supplies speakers for national and international conferences and for
press, radio and television interviews. In addition, HFEA Members and
staff have written dozens of articles for mainsiream, .‘iflt'{,'ll;llihl anil |};1|i{:111
ptlhtirﬂ]inl]s, This year the HFEA went online {'I.\"L'-"u'\.'.]!li';I.;’_H".'.ll]-k]._ with
cnll]pl'cht:nsh'u information for I:Il.'l:ZIF}]IL‘ considering or undergoing
treatment. The contents of the website will be expanded in 1998,/9.

The HFEA aims to make its literature as comprehensible and as user
friendly as possible, and is currently reviewing its format, design and
availability. During 1998/99 the HFEA will be reviewing all of its
literature to ensure that it best meets the needs of patients and the

general public.

The HFEA's Annual Conference provides a forum for informed discussion
and debate in the field of regulated fertility treatment. This one-day con-
ference gives the staff of licensed clinics, HFEA's Members, its Executive
staff, its Inspectors and other specially invited delegates an opportunity to
discuss issues of mutual interest and 10 exchange views and ideas.

The seventh HFEA Annual Conference was held in December 1997
and attended by almost three hundred delegates. Dr lan Wilmut of the
Roslin Institute discussed the implications of his team’s cloning of Dolly
the sheep, and Dr Ann Chandley and Professor Inge Liebaers discussed

22 HFE Act, section S(c)

23 see Annex 8.
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Financial Report 1996/7

FOREWORD

BACEGROUND

The Human Fertilisation and
Embryvology Authority (HFEA)
formally came into being on

T Movember 1990 and began operating
om 1st August 1990, The Authority was
created by the Human Fertilisation and
Embrvology Authority Act 19494 (o
licence and regulate embryo research
.1:|'|r:| Var |1 1TES ||:|-| mis of infer I:I|II'|.
ireatment.

The Authority is a Non-Departmental
Public Body sponsored by the
Department of Healith.

The Authorin's acconnts are preparced
in accordance with the provisions of
the Human Ferulisaton and
]-'mhncrlng'.' Aot 1O and an Accounts
Direction issued by the Seoretary of
State for Health in Mav 159497
(reprodoced as an appendix o these
ACCOUNIL),

Statutory Remit

The main statutory function of the

Authority is to regulate, by means of a

licensing system, centres undertaking

infertility treatment involving the
creation or use of embrvos outside the
by, the storage or donation of
embryos oF gametes or research
involving human embryos.

The Auithority s also required to

mainain a register of information

about all licensed wreatments
performed in the United Kingdom.

This contains information abount those

receiving ireatment, donors of gameics

and embrvos and any children born as

a result of this treatment. At the age of

18 (or 16 i wishing to marry), children

may enguire as o whether information

held on the register shows that they
were born as a result of this treatment,
and, if 50, whether they are related toa
prospective partner, In addition, the

Authority has other statuiory

responsibilities including:

s publicising the services provided by
the Authority and by the centres it
licenses: : i

* publishing a Code of Practice giving
guidance o cenires on how they
should carry out licensed activities;

44

# oving information and ad
donors, 1o people seeking treatment
oF storage or to people considering
such action; amd

#  keeping the ficld under review and
providing advice (o the Secreiary of
State for Health, if so requested.

PRINCIPAL ACTIVITIES
Licensing:

O 31 March 1997 there were a total of
120 licensed centres, During the year,
1 1] inspection visits were carried ot
and 30 Licence Committes meetings
were convened to consider 279 1ems
relating 1o the activities of the centres,
Atonal of 148 licenses were issued
during the vear (73 IVF treatment, 38
DI treatment, 12 Storage and 25
research licenses).

The Authorin: s Systems and Data
Aunditor began a five vear inspeciion
process of all licensed climics in
Ocrober 199, The programme has
been established to ensure that centres
and the Authorit are complving with
their statutory obligations.

Information:

The Authority collects data from all
licensed centres about IVF and donor
insemination reatments and their
outcomes and about every donor, The
Authority also currently publishes the
outcome data for individual clinics in
the: form of a Patienis’ Guide,

In order (o ensure the long 1erm
accuracy of the data, 1o maintain
relevance of data collected in the light
of new medical practice and o keep
pace with the growing size of the
register, the Anthority continues 1o
work on the redevelopment of is
database programs.

Ethics and Policy:

During the year the Authoriy was
involved in a number of high profile
court cases. These related 1o the ending
of the sty storage period for
human embryvos created and stored
before 1 August 1991, and the
posthumons use of human sperm.
Thiese cases substantially increased the
professional fees paid w i legal advisers
bw thie Authority in comparison with
Previois years,

FINANCIAL REPORT
Overall Resulis

The operating surplus for the vear

amounted o E985 0440,

Performance against key financial
targets
1. Expenditure

The Authority must ensure that its cash

expenditure remains within the budgen
set by the Deparment of Health. In the
vean LG T the actual cash expenditure
was £ 1L AUS 841 which was 90 5% of the
allocated budget of £1,501 2435, The
Authority is commmitted 1o carmving oul
its dluties v the highest standards whilse
ensuring the costs of its work are kept to
a minimum, Expenditre is constantly
momitored and wavs of reducing costs
are continually being considered and,
wherever possible, introduced.

2. Licence Fees

In the vear the Authority's financial
objective was Lo raise 70% ofits
q'ﬂ'p{-nrlimn- through licence fees, This
leeveld s also set for 1997 798, The
proporion for the following vearsis
currently being reviewed by the
Df.|mrl||'|1:|1|! of Health and the Treasury.

The fee structure is made up of an imitial
and an additional fee. Each cenre is
required o pav an initial fee on
application. This fee remains at L1040 for
aresearch or storage licence and £25()
o s treanment licence. The additional
feee 15 pavable on acceprance of the terms
andd conditions attached 1o a reatment
licence,

The level of additional fees was last
changed on | September 19494, When
cach centre applics o have its licenoe
renewed the total number of cvcles held
on the Authoriy's regisier are identified
andd IVF eveles are charged an £30 per
cvele for oveles iaking place before

I Seprember PFM and £40 for those
carried out after this date, Sioilarly, DI
cveles carried out before 1 Seprember
1994 incur a charge of £7 and after this
dlate £10 per evele, From this towl is
subtracted the additional fees previously
invonced o give the current addinonal
fec. IVF cveles abandoned prior o eggs
being mixed with sperm or embiyo
thawing are not included in the







HUMAN FERTILISATION AMD EMBRYOLOGY AUTHORITY

STATEMENT OF
AUTHORITY'S AND CHIEF
EXECUTIVE'S
RESPONSIBILITIES

Under section 6011 of the Human
Fertilisation and Embryvology Act 1990
the Human Fertilisation and
Embrvology Authority is required o
prepare a statement of accounts for
each financial year in the form and on
the basis determined by the Secretary
of State, with the conzent of the
Treasury. The aceounts are prepared
Is brasis, and must show a
irue and far view of the Authorin's

0 A acc

state of affairs at the year end and ofis
income and expendiiure, toial
recognised gains and losses and cash
flowe for the fimancial VEAr.

In preparing the accounts the
Authority is required to:

*  observe the accounts direction
issued by the Secretanry of S,
mncluding the relevant accounting
and disclosure requirements, and
apply suitable accounting policies
o 2 consistent basis;

*  make judgements and estimates on
a reasonable basis;

* sate whether applicable
aceounting standards have been
follomwesd, and disclose and explain
any material departures in the
financial statements;

*  prepare the inancial statements on
the going concern basis, unlessitis
mappropriate o presume that the
Aunthority will continue in
operation.

The Accounting Officer of the

Department of Health has designated

the Chicl Executive of the Human

Ferulisatuon and Embryology Authority

as the Accounting Officer for the

Authoriy. Her relevant responsibilities

as Accountng (fficer, including her

responsibility for the proprieiy and
regularity of the public finances for
which she is answerable and for the
keeping of proper records, are set out
in the Non-Departmental Public

Bodies’ Accounting Officer

Memorandum,
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THE CERTIFICATE
AND REPORT OF THE
COMPTROLLER AND
AUDITOR GENERAL
TO THE HOUSES

OF PARLIAMENT

I certafy that I have andited the
financial statements on pages 47 1o 54
undler Section 6041 of the Human
Fertilisation and Embryology Act 19490,
These financial statements have been
preparcd under the historical cost
convention as modified by the
revaluation of certain fixed asseis

and the accounting policies set out on
pagre S0,

Respective responsibilities of the
Authority, the Chief Executive and
the Auditor

As described on page 46 the Authoriy
and Chief Executive are responsible for
the preparation of the financial
statements and for ensuring the
regulaniiy of financial iransactions. [t is
my responsibility to form an
independent opinion, based on my
audir, on those statements and on the
regularity of the financial transactions
included in them and wo report my
DRI Lo v,

Basis of opinion

I conducted my audit in accordance
with Auditing Standards issued by the
Aunditing Practices Board, An awdin

includes examination, on a test basis, of

evidence relevant w the amounis,
disclosures and regularity of financial
transactions included in the financial
statements. Italso includes an
assessment of the significant esinmates
and judgements made by the Authority
and Chief Executive in the preparation
of the financial statements, and of
whether the accounting policies are
appropriate o the Human Fertilisation
and Embrvology Authorit's
circumstances, consistently applied
and adequately disclosed.

I planned and performed my audit so
as Lo obtain all the information and
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explanations which [ considered

necessary in order to provide me with

sufficient evidence to give reasonable
assurance that the financial statements
are free from material misstatement,
whether caused by error, or by fraud or
other irregulanty and that, inall
material respects, the expenditure and
income have been applied (o the
purposes intended by Parament and

the financial transactions conform o

the authoritics which govern them. In

forming my opinion 1 have also
evaluated the overall adequacy of the
presentation of information in the
financial stnemenis,

Opinion

In iy opinion:

*  the inancial statemenis give a toe
and fair view of the state of affairs of
the Human Fertilisation and
Embrvology Authority at 31 March
1997 and of the surplus, total
recognised gains and losses and
cash flows for the vear then endexd
and have been properly prepared
in accordance with Section 6(2) of
the Human Fertilisation and
Embryology Act 1990 and
directions made thereunder by the
Secretary of State for Health:

* in all material respects the
expenditure and income have been
applicd to the purposes intended
by Parliament and the financial
transactions conform to the
authoritics which govern them.

I have no observations to make on
thesse financial statements.

SJohn Binrn

Compitroller and Avwditor Ceneral
149 Nopember 997

National Audit Cffice

157197 Budangham Palace Road
Victoria

Londan SWIW 95FP












HUMAMN FERTILISATION AND EMBRYOLOGY AUTHORITY

NOTES TO THE
ACCOUNT

1. Accounting Policies

{a) Accounting Convention

These accounts are preparéd, in accordance
with applicable accownting standards, under
the historical cost convention modified to
altow for the revaluation of fixed assers.
Without limiting the informarion given, the
accounts meet the accounting and disclosure
requirements of the Companies Acts and
accounting smandards issued or adopted by
the Accounting Standards Board so far as
those requinements are appropriate.

(b) Tangible Fixed Assets

All eangible ficed assers over £1.000 are
capitalised and some ivems are capitalised in
groups where the individual cost of each item
is £250 or more. Individual items not falling
ineo either of these categonies are charged o
the Income and Expanditure Account inthe
year of purchase, Assecs are revalued anmeally
using the Central Statistical Office Index of
Data Precessing and Office Equipment for
computers and office equipment and
appropriate Health Services Prices indices for
other asseis.

() Depreciation

Depreciaton is provided on all tangible fixed
asgets at rates cabculaved to write off the cost
of each asser evendy over its expected useful
life. Depreciation charges are made from the
meonth in which the invoice for the item is
received. Expected useful lives are as follows:

Computer equipment and

software 3 years
Office equipment 4 years
Furniture, fictures and fittings 4 years
Inszallations 10 years

{d) Register of Information
Expenditure on development of the
comparter programme for the Register of
Information is charged to the Income and
Expenditure Account as it is incurred.

{2} Government Grants

Government grants receivable for revenue
expenditure are oredited to income in the
year to which they relate. Government grants
receivable for capital expenditure are
eredited to a Deferred Government Grant
Reserve and released to the Income and
E!ﬂp’éndil.um Account in aqual amvieal
mnstalrments over the expected useful lives of
thix relevant assets purchased.

(f) Mational Charges

In order to give full costs, the aceounts
inclhude a notional charge for superannuation
on HFEA employees’ salaries. This natianal
charge is caleubsted at 13.5% of basic salaries
and is included under Saff Costs.
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1. Gross Income

Revenue Grant Received 199&/7 1995/96
L £

Department of Health

Class X, Vore 2 1,223,961 1.101.762

Less:

Licence fees retained, payable to the

Drepartment of Health (1,453,307) {1.004,158)

Add: miscellaneous income adjustment 365,885* .

Met grant funds returned to the Department of Health - -
134,253 97604

Seottsh Office, Home and Health Depe., Class X1, Vooe 4, 134,153 136,740

Welsh Office Class XIV, Vore 4, &8, 127 68,370

Drepartment of Health and 5ocial Services, Marthern Ireland

Class XV, Vorel 18,150 38,287
379,069 341,001

Less Transfer for Deferred Government

Grant Reserve (Mooe 13) (1.460) {11.871)
377,609 329130

* Accrials occounting adiustmend to take account of changes in trode: debiors and miscefonecys income

{9852 figures not odusted

3. Staff Costs

19967 199514
[ 3 £

{a) Remuneration of Authoricy Members
Fees paid to members including Chairman T6,1%8 &7, 716
Social Security Costs 2,411 1,815
Reversal of Mational Insurance Provision (Mowe 11) - -
T8.70% £9.511
199617 199574
£ L
(&) Salaries - HFEA Seaff 454,295 334224
Salaries - Seconded Staff 58,604 89,067
Social Security Costs 43,178 36,602
Superannuation Conoributions 71,565 54,592
Agency Swaff 11,783 2,340
&41,425 516827

The Superannuation Contributions includes a notional charge of £61,371 for Authority employees

{MNote 12).

¢} The average monthly number of staff employed, including secondees. during the year were

made up as follows:

1996/7 199545

Mo. I,

Managemant 5 4
Administrative 23 22
18 26

{d} The remuneration for the Chairman for the year was £8,785.















APPENDIX TO THE ACCOUNTS

Accounts Direction

The Secretary of State, with the
approval of the Treasury, in pursuance
of section 6 of the Human Fertilisation
and Embryclegy Act 1990, hereby gives
the fellowing direction:
1 Inthis direction, unless the context
otherwise requires —
‘the Act’ means the Human
Fertilisation and Embryology Act
1990;
‘the Authority’ means the Humnan
Fertilisation and Embryology
Autherity.

Form of Accounts

2 The statement of accounts which it
iz the duty of the Authority to
prepare in respect of the financial
year ended 313t March 1997 shall be
as set out in the following
paragraphs and Schedule;

Accounts of the Authority

3 The statement of accounts of the
Authority shall comprise:

2. aforeword;

b. anincome and expenditure
ACCOUNE;

¢. abalance sheet:
d. acash flow statement

e. astatemnent of total recognised
gains and losses;

f. such notes as may be necessary
for the purposes referred to in
paragraph 4 below.

4 The statement of accounts shall give
a rrue and fair view of the income
and expenditure and cash flow for
the year and the state of affairs as at
the end of the financial year,
Subject to the foregoing
requirements, the statement of
accounts shall also, without limiting
the information given and as
described in the Schedule, meen:

a. the accounting and disclosure
requirements of the Companies
Act. The disclosure exemprions
permitted by the Companies
Act will not apply unless
specifically authorised by the
Secretary of State with the
approval of the Treasury;

b. bestcommercial accounting
practice including accounting
standards issued or adopred by
the Accounting Standards
Board;

¢, all relevant guidance given in
‘Government Accounting and
Trading Accounts: A Guide for
Gavernment Deporiments ond
Non-Deportmental Public Bodies;

d. any additional disclosure
requirements contained in The
Fees and Charges Guide. in
particular those relating to the
need for appropriate segmental
infermation for different
services provided,

e, any disclosure and accounting
requirements which the
Secretary of Stae or Treasury
may issue from time to time:
insofar as these are appropriate
to the Authority and are in force
for the financial period for which
the statement of accounts & Lo
be prepared.

The income and expenditure

account and balance sheet shall be

prepared under the historical cosc
canvention, modified by the
inclusion of:

a. fixed assets at their value to the
business by reference to current
costs: and

b, stocks, if any, valued at the
lewer of cost, or current
replacement cost where
materially different, and net
realisable value.

FINAMNCIAL REPORT 1995/7

& This accounts direction supersedes
that daved March 1992,

Date: 26 Apnl 1994

signed by the outhority of the

oy of State for Health

| M Brownles
Branch Head {RME&F Diivision)
Department of Health
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Financial Report 1997/8

FOREWORD

BACKGROUND

The Human Fertilisation and
Embryology Authority (HFEA)
formally came inio being on

7 November 1990 and began
operating on lst Augus 1991, The
HFEA was created by the Human
Fertilisation and Embryology Act 1990
to license and regulate human emborvo
research and specificd forms of
infertility reatment.

The HFEA is an executive Non-
Departmental Public Body sponsored
by the Department of Health,

The HFEA's accounts are prepared in
accordance with the provisions of the
Human Fertilisation and Embryvology
Act 1990 and an Accounts
Determinaiion issued by ihe Secremry
of State for Health in May 1997 and
amended by DAO 10/97 (reproduced
as an appendix to these acconmis).

Statutory Remit

Cine of the main statutory functions of

the HFEA 15 to regulate, by means of a

licensing sysicm, cenires underiaking

infertility treatments involving the
creation or use of hinman embryos
ouside the body, the storage or
donation of embryos or gametes or
research involving human embryos,

The HFEA is also required 1o mainizin

a register of information about all

licensed reauments performed in the

United Kingdom, This contains

mformation abowt those receving

treatment, donors of gametes and

embryvos and any children boim as a

result of such ireatments. Al the age of

18 (or 16if wishing to marry), people

may enguire as w whether

information held on the register shows
that they were born as a result of this
treatment, and, if so, whether they are
related 1o a prospective spouse.

In addition, the HFEA has other

statutory responsibilities including:

* publicising the services provided by
itand by the centres it licenses;

* publishing a Code of Practioe
giving guidance to centres on how
they should carry out licensed
activities;

*  gwing information and advice 1o
donors, w0 people secking
Irealment or siorage o o people
considering such action; and

*  keeping the field under review and
providing advice o the Sceretary af
State for Health, if so :|'1.'g|l,|:'.\|:1_'|:i_-

PRINCIPAL ACTIVITIES
Licensing:

O 31 March 1998 there were a total
of 114 licensed centres. During the
year 108 inspection visits were carried
out and 38 Licence Commitpee
mMEEtings were convened o consider
74items relating 1o the activities of
the centres. A total of 133 hcences
were issued during the vear (110
Treatment and Storage Licences,

G Sorage and 17 research hcences).
The vear saw the start of a three vear
licensing programme of full and
focused inspections,

The HFEA's Systems and Daa Andivor
begran a five vear inspection process of
all licensed clinies in Ocrober 15906,
The programme has been established
Lo ensure that centres and the HFEA
are complying with their statutory
obligations.

Information:

The HFEA collecis data from all
hicensed centres about IVF and donor
insemination reatments and their
outcomes and about every donor. The
HFEA alzo puiblished the outcome:
data for individual clinics in the form
of a Panents’ Guide.

In order to ensure the long term
accuracy of the data, 1o maintain
relevance of data collected in the light
of new medical practice and o keep
pace with the growing size of the
register, the HFEA continues wowork
on the redevelopment of its database
PrOEraAns,

Policy:

During the vear the HFEA began
consulting on a number of high
profile issues such as human cloning
(with the Human Genetics Advisory
Commission) and payment for gamen:
donors. In addition the HFEA
completed its third revision of the
Code of Practice.

FINANCIAL REPORT
Overall Resulis

e operating deficit for the yem
amounted o £164,942

Performance against key financial
targeis
1. Expenditure

The HFEA must ensure that its cash
expendimre remains within the
buddget set by the Deparument of
Health. Inothe vear 1997 /8 the actnal
cash expendinwe was £1 481,206
which wis 99.8% of the allocated
budger of £1 453 9000, The HFEA is
comumitted o carrving out its duties io
the highest standards whilst ensuring
the costs of is work are kept o a
minimum. Expendiiure is constantly
maonitored and wavs of reducing cosis
are continually being considered and,
wherever possible, introduged.

2. Licence Fees

During the three vear period 1994 /5-
19495 28 the HFEA's finamcial objective
was o raise 705 of s cash
expenditure through collection of
licence fees. Fee income has to be
surrendered o the Consolidated
Fund, The amonnt raised o cash from
hoence fees in 1997 /798 was £1,592, 7580
which was 107.5% of the cash
expenditure. The average amouni
raised from licence fees far the three
year period was B3.6% of cash
expendinire.

The HFEA's financial abjective for the
period 1998 ,/99 to 2000,/01 is to raise
T0% of its cash expenditure through
collection of licence fees,

The fee structure is made up of an
initial and an additional [ee. Each
centre is required to pay an initial fee
on application. This fee remains at

£ 1000 for a research or storage licence
and £250 for a treatment hicence. The
additional fee is pavable on acceptance
of the terms and conditions attached
ter s treatment licence,

The level of addinoenal feeswas last
changed on 1 September 1994, When
cach cenire applies to have is licence
renewed the total number of oveles
held on the HFEA's register are
iclentified amd IVF cvcles are charged
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at £30 per oyele for cveles taking place
before 1 September 19494 and £40 for
those carried out afier this dape.
Similarly, DI cveles carried out before
1 Seprember 1994 incur a charge of £7
and after this date £10 per cvele, From
this total is subtracied the additonal
fees previously invoiced wo give the
currentadditional fee. IVF ovcles
abandoned prior o eggs being mixed
wilth sperm or embrye thawing are no
included in the caleulaton if they were
performed after 1 September 19494,

Payment of Creditors

The HFEA has adopted the Treasury’s
gubdance on prompt pavment and
works toensare that all invoices which
are not in dispute are paid within

30 days. In 1997 /8 the HFEA paid
1005 of non=disputed invoices within
50 days.

Post Balance Sheet Events
There have been no post balance
sheet events,

Charitable Donations
There have been no charitable
donations.

Related Party Transactions

The Department of Health is regarded
as a related party. Dunng the year the
HFEA has had various material
transactions with the Department. In
addition, the HFEA has had a small
number of material transactions with
other government deparimenis.

None of the HFEA Members, key
managerial stall or other related
parties have undermken any material
transactions with the HFEA during the
Vear.

Equal Opportunities

The HFEA is an equal opportunities
emplover with a policy of providing
equality of opportunity for all seaff
members and job applicants. The
HFEA does mot discriminate against
anyone on the grounds of age, race,
colour, ethnic or national origin,
gender, marital statns, responsibility
for children or dependants, disability,
sexual orientation, religious or
political beliefs.

Consultation with Employvees

The HFEA s policy is 1o consult and
invelve stafl on relevant matters such
as health, safery and welfare, In
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Ocrober 1997 the HFEA held an
excoutive team day, "Working
Together for Success”, organised by a
team of management consultants,
This event was held to encourage siaff
Lo clarify and negotate what is needed
from cach other to function effectively
and to build capabilities as a team.

Organisational Development Study

During 1997 /98 the HFEA was subject
1o an Chrganisational Development
Stucly as part of the government wide
comprehensive spending review, That
study recommended, among other
things, that work already in progress
or planned in several main areas
should continue, including the
further development of a more risk
bascd approach to inspeciions, the
implementation of a new data register,
a review of its literatre and the
development of perdformance
MEASIes,

Year 2000 Compliance

As is well known, many computer aned
digital storage systems express dates
using only the last two digits of the vear
and will thus require medification or
replacement to accommaodate the vear
2 anad bevomnd in order to avoad
malfunctions and resulting
widespread commercial disruption.
This is a complex and pervasive issue,
The operation of the HFEA depends
nol only on our own computer
systems, but also to some degree on
those of the elinies, our landlord and
other suppliers. This could expose us
o further risk in the event that there is
afailure by other parties (o remedy
their own Year 2000 issues,

An Authorinv-wide programime,
designesd w address the impact of the
Year 2000 on our business, has been
commenced by the HFEA and is under
way. Resources have been allocated
and the Members receive reports on
progress.,

A significant risk analysis has been
performed o determine the impact of
the issue on all our activities, From
this, prioritised action plans have been
developed which are designed w
address the kev risks in advance of
critical dates and without disruption wo
the underlying activities, Priority is
given to those sysiems which could
cause a significant financial or legal
impact on the HEEA if they were 1o
fail. The plan also includes, where
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relevant, a requirement for the testing
of systems changes, invalving the
participation of users.

The risk analysis also considers the
impact on our business of Year 2000
related failures by our significan
suppliers (including computer
bureaux) and the clinics. In
appropriate cases we have imiaied
formal communication with these
other partics.

Coiven the :nmplrxi!}'-'-!'thr prablem,
it is not possible for any organisation
o guaraniee that no Year 20040
problems will remain because at least
some level of filure may stll oceur,
However, the HFEA helieves that it will
achieve an acceptable state of
readiness and will also provide
resources o deal promply with
significant subsequent filures or
issuees thiat might arise.

Much of the cost of implemeniing the
action plans will be subsumed into the
recurring activities of the (I._-p:.\r[m-:nlj
involved. A proportion of the
programme has been completed in
199798 amd most of the remainder is
expecied o be completed in 199584,

HFEA Membership

The HFEA full complement is a
Chairman, Deputy Chainnan and
nincteen members, Members who have
served the HFEA for some period of
the vear 1997 /8 are listed in Annex A.

FUTURE DEVELOPMENTS

In addition 1o the recurring work
involved in hicensing, policy,
information and communications, the
HFEA has placed the following issues
ont its agenda for the financial vear
1L S,

* The general review of HFEA
literature, in particular the
Patients” Guide.including
exploring aliwernative mechanisms
for more cost effective distribution

*  The development of 3 new system
for the collection of hoence fee
income

*  Register redevelopment within the
development and implementation
of the HFEA's overall IT strategy

*  Tocontmue the review of the
hcensing svsiem, considering the
further application ofa risk based
approach to the coverage of
inspections; the staffing and



frequency of inspeciions and
licence committees

* Toanalyse responses to HFEA's
varionus consuliations

* The development of performance
ICASUTES L

In undertaking this work programme
the HFEA will continue to strive for
the highest possible standards while
also giving close attention o the neced
tor prowide bestvalue for money,

Signed: Suzanne MoCarily
Position: Chief Executive
fhale: 3 fuly 1995

Annex A

Membership of the Human
Fertilisation and Embryology
Authority 1997 /8

Mrs Ruth Deech (Chairman))

Mrs Jane Denton { Deputy Chairman)
Lady Diana Brittan (Former Deputy
Chairman)*

D Gulam Bahadur

Professor David Barlow

Professor Buth Chambers

Ms Liz Forgan

Professor Christine Gosden

Mr David Greggains

Professor Andrew Crublb

The Most Reverend Richard
Holloway™*

Professor Martin Johnson
Mr Richard Jones
Professor Stuart Lewis

Dr Brian Lieherman

Mrs Angela Mays*®

Dr Anne McLaren
Professor Rory Nicol®

Dir Joan Stringer

Professor Allan Templeton

Professor the Reverend Canon
Anthony Thiselion

Lady Julia Tugendhat
My Jolin Williams
*Retired in 1997

STATEMENT OF
AUTHORITY'S AND
CHIEF EXECUTIVE'S
RESPONSIBILITIES

Under section 6(1) of the Human
Fertilisation and Embrvology Act 1990
the Human Ferilisation aned
Embryology Authority is required to
prepare a statement of accounts for
cach hinancial vear in the form and on
the basis determined by the Secretary
of Stare, with the consent of the '
Treasury. The accounts are prepared
o an aceruals basis, and most show a
truee and fair view of the Authoriiy's
state of affairs at the year end and of its
income and expenditre, total
n't‘u];nim.':l. gains and losses and cash
ow for the financial vear,

In preparing the accounts the

Authorin is required o:

*  observe the accounts direction
issued by the Secretary of Stae,
including the relevant accounting
and disclosure requirements, and
apply suitable accounting policies
o @ consistent basis;

= make judgements and estimates on
a reasonable basis:

* siate whether applicable
accounting standards have been
followed, and disclose and explain
any material depariures in the
fimancial statemenis;

»  prepare the financial statements
om the going concern basis, unless
iLis inappropriate to presume that
thie Authorty will contimue in
OpEration.

The Accounting Officer of the

Department of Health has designated

the Chief Executive of the Human

Fertilisation and Embryvology

Authority as the Accounting Officer

for the Authornty. Her relevamt

responsibilities as Accounting Officer,
including her responsibility for the
propriety and regularity of the public
finances for which she is answerable
and for the keeping of proper records,
are set out in the Non-Departimental

Public Bodies” Acconmnting Cificer

Memorandum.
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THE CERTIFICATE
AND REFORT OF THE
COMPTROLLER AND
AUDITOR GENERAL
TO THE HOUSES

OF PARLIAMENT

I eertify that 1 have audited the
financial statements on pages 61 o 69
under Section G{4) of the Humsan
Fertilisation and Embryology Act
1HHY, These financial statemenis have
been prepared under the historical
cost comvention as modified by the
revaluation |:r|'|: ‘.'l'li'l'i 1] |i1u'(| ALY Y ':1||r;|_
the accounting policies set oul on
page G4,

Respective responsibilities of the
Authority, the Chiel Executive and

the Auditor

As described on page 5% the Authoriiy
and Chief Executive are responsible
for the preparation of the linancial
statements and for ensaring the
regulariyy of financial transactions.

[t is my responsibility to form an
independent opanmon, ased on my
audit, on those statements aned on the
regularity of the financial ransactions
included in them and 1o report my
OGN Lo Vo,

Basis of opinion

I conducted my audit in accordance
with Auditing Standards issued by the
Auditing Practices Board. An andit
includes examination, on a test basis,
of evidence relevant o the amounts
and disclosures and regularin of
financial iransactions included in the
financial statements. [Calso includes
an assessiment of the significant
estimates and judgements made by the
Authority and Chief Exeeutive in the
preparation of the financial
statements, and of whether the
accounting policies are appropriate o
the Human Fertilisation and
Embrvology Authorin's
circumstances, consistently applicd
and adequately disclosed,

I planned and performed my audit so
a% 1o obiain all the informaton and
explanations which | considered
necessary in order to provide me with
sufficient evidence o give reasomable
assurance that the financial statements
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INCOME AND EXPENDITURE ACCOUNT FOR THE YEAR ENDED 31 MARCH 1998

Notes i

Gross Income

- Government grants 2

- Income from licensing

- Income from other sources
Transfer from reserves/deferred government grant 13
Expenditure

- Smaff coses 3 153,545

= Depreciation & revaluation of computer equipment 51 40,831

= Qrther operating charges 4 591,123
Operating (Deficit)Surplus &

- Motional Interest (capital charges) 9
(Deficit)/Surplus on ordinary activities

- Write back of notional interest
(Dreficit)/Surplus for the financial year
Appropriations 7

Retained (deficit)/surplus brought forward

Retained (deficit)/surplus carried forward

“Restared
1997i98 1994197
£ £ L
(160,424) 377,609
1,340,823 1,453,307
1,618 1.274
1,182,017 1.832.190
38,540 43,485
1,220,557 1,875,675
720,134
47.910
1.014.016
1,385,499 1,782,060
(164,942) 93,615
{25,000) (25,500}
(189.942) 68,115
25,000 25,500
(164,942) 93,615
(164,942) 23615
135,894 42,279
{29,048) 135,894

STATEMENT OF TOTAL RECOGNISED GAINS AND LOSSES FOR THE YEAR ENDED

31ST MARCH 1998
Restated
Motes 1997198 199697
£ £
(Daficith/Surplus for financial year (164,942) 93,615
Revaluation of fixed assets 5 145 229
Total recognised (losses)/gains for the year (164,797) 93,844

The notes on pages 64 to &9 form part of these accounts
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SCHEDULE 1

Application of the Accounting
and Disclosure requirements of
the Companies Act and
Accounting Standards

Companies Act

1

The disclosure exemptions
permitted by the Companies Act
shall not apply to the Authority
unless specifically authorised by the
Secretary of State with the approval
of the Treasury.

The Companies Act requires certain
information to be disclosed in the
Directors’ Report. To the extent that
it is appropriate, the information
relating to the Authority shall be
contained in the foreword,

When preparing its income and
expenditure account, the Authority
shall have regard to the profit and
loss format 2 prescribed in Schedule
4 to the Companies Act 1985 (as
amended).

When preparing its balance sheet,
the Authority shall have regard to the
balance sheet format 1 prescribed in
Schedule 4 to the Companies Act
1985 (as amended). The balance
sheet totals shall be struck at Tortal
assets less current liabilities,

The Authority is not required to
provide the additional infarmation
required by paragraph 33 (3) of
Schedule 4 to the Companies Act
1985.

The foreword and balance sheet shall
be signed by the Chief Executive to
the Auchoricy and dated,

Accounting standards

7

The Authority is not required (o
include a note showing historical cost
profits and losses a described in
FRE3.

The Authority shall not adopt the
Financial Reporting Standard for
Srmaller Entities unless specifically
approved by the Treasury.

SCHEDULE 2

Additional Disclosure
Requirements

The foreword shall, inter alia;

. State that the accounts have been
prepared in a form determined
by the Secretary of State with the
approval of the Treasury in
accordance with Section & of the
Human Fertilisation and
Embryclogy Act 1990

b. incluede a brief history of the
Authority and its statutory
background.

2 The notes to the aceounts shall, inter

alia:

a. include details for the accounting
policies adopted:

b. provide further ex planations of
fipuras in the accounts where itis
considered appropriate for a
proper understanding of the
ACCOUNES;

€. include details of the key
corporate financial targets set by
Ministers together with the
performance achieved.
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