3

HFEA Compliance Department
Treatment and Storage Renewal
Inspection report
Renewal Inspection Report
Date of Inspection:
28-29 July 2010
Length of inspection: 13.5 hours over 2 days
Inspectors: Mr Wil Lenton (HFEA, Chair)
Dr Andrew Leonard (HFEA)
Miss Angela Sutherland (HFEA)
Mr Chris Hall (Audit, HFEA)
Miss Barbara Lewis (Observer, HFEA)
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between August
2009 and 4 November 2010.
Date of Executive Licensing Panel: 4 November 2010.
Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the HF&E Act 1990
(as amended), the HF&E Act 2008 and the Code of Practice to ensure that centres are providing a
quality service for patients. The report summarises the findings of the licence renewal inspection
highlighting areas of good practice, as well as areas where further improvement is required to
improve patient services and meet regulatory requirements. It is primarily written for the
Authority’s Executive Licensing Panel which make the decision about the centre’s licence renewal
application.
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Centre details
Centre Name

Bristol Centre for Reproductive Medicine

Centre Number

0295

Licence Number

L0295-5-A

Centre Address
Telephone Number

North Bristol NHS Trust
Southmead Hospital
Westbury on Trym, Bristol, BS10 5NB
0117 3232100

Person Responsible

Mr. Peter Wardle

Licence Holder

Ms Sarah Hughes

Date Licence Issued

19 December 2007

Licence expiry date

18 December 2010

Additional conditions
applied to this licence

N/A
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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
Bristol Centre for Reproductive Medicine (BCRM) is an amalgamation of Southmead Fertility
Service and the Centre of Reproductive Medicine, University of Bristol. It is located in a new
purpose-designed building on the Southmead hospital campus of North Bristol NHS. It opened in
January 2008 and is an NHS service which can be accessed by patients on a self funding basis.
An amalgamation of staff at the two centres has taken place and a new organisational structure
developed. An interim inspection took place in July 2008 and after consideration of the inspection
report, a Licence Committee approved the continuation of the centre’s licence with no additional
conditions. This centre’s licence was first issued on 19 December 2007 and expires on 18
December 2010.
The centre provided approximately 1300 licensed treatment cycles between 1 January and
31
December 2009. The centre is open Monday to Friday between 8am and 5pm and provides an oncall service on Saturdays and Sundays for embryo transfers, scans and intrauterine inseminations
(IUIs).
The Person Responsible (PR), Mr. Peter Wardle, was previously PR at Southmead Fertility
Centre. He is a Consultant Obstetrician & Gynaecologist, has successfully completed the PR entry
programme and is registered with the General Medical Council (GMC number 2231749).
Activities of the Centre:
Number of treatment cycles for
the period (1 Jan to 31 Dec 2009)
367
703
100
44
111

Type of treatment
IVF
ICSI
FET
DI
IUI
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos

9 or Not applicable (N/A)
N/A
9
9

Research

N/A

*These data were extracted from the HFEA register for the period [01/01/09 to 31/12/09]. The data in the Register may be subject
to change as errors are notified to us by clinics, or picked up through our quality management systems.
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Updated actions since the centre was inspected on 28-29 July 2010:

Due to a sudden illness to the wife of the PR, which necessitated a period of unforeseen leave, the
centre was allowed some additional time within which to respond to the draft inspection report.
This was duly received on 8 October 2010.
The centre have stated in the response to the draft report that they have addressed the following
issues;
•

•
•
•
•
•
•
•

An interim report concerning the storage of cryopreserved gametes has been received,
stating that the physical audit of stored samples has now been completed, together with the
review of approximately a third of the clinical notes. The centre has assured the Executive
that the completed report will be forwarded to the Authority by 12 November 2010.
(This is considered a critical non-compliance, as, if it was discovered via the audit that
stored patient gametes either;
i.
did not have the appropriate signed consents for storage in place, or
ii.
consents had lapsed and patients could not be contacted subsequently,
then a potential consequence that some samples may have to be allowed to perish, would
have a direct harmful effect on those patients involved.)
The Head of Embryology & Andrology has been nominated as acting Quality Manager.
The witnessing SOP has been amended to record the times at which critical events are
witnessed.
The traceability process has been amended to include all critical equipment.
Costed treatment plans are now being provided to patients prior to treatment.
The centre now accepts referrals for the treatment of single women.
Any future annual quality management review will cover all aspects mentioned in CoP8.
The option to donate embryos to research has been removed from patient storage review
correspondence.

Further actions are required by the centre concerning the following issues;
•
•
•
•
•
•
•

The audit of patients notes from October 2009 concerning legal parenthood.
Development of SOPs and staff training relating to legal parenthood.
Review of process(es) relating to EDI submissions in order to provide timely and accurate
data to the Authority.
Areas of QMS development relating to HFEA specific audits, quality indicators, assessment
and recording of staff competence and SOP’s.
Finalisation of the process validating all critical processes and equipment
Review of all TPA’s in place to be finalised
Ensure that all relevant adverse incidents are reported to the Authority for trend analysis

The inspection team considers that the centre has responded well to the inspection report, but that
ongoing communication and monitoring is required in order to ensure that all outstanding issues
are resolved.
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Summary for licensing decision:
In considering overall compliance, the Inspectorate considers that they have sufficient information,
drawn from documentation submitted by the centre prior to inspection and from observations and
interviews conducted during the inspection visit to conclude that::
•

the PR is suitable, has successfully completed the PR entry programme (PREP), and has
attempted to discharge his duty under section 17 of the HF&E Act 1990 (as amended), but
should ensure that all the non-compliances and recommendations stated below are fully
addressed within the timeframes specified in pages 29-33 of this report.

•

the premises are considered to be suitable for the range of services provided

•

the practices were found to be suitable, except for those specified below, which should be
addressed within the timeframes specified in pages 29-33 of this report.

•

the centre has submitted appropriately completed documentation in accordance with
General Directions 0008 in application for the renewal of its licence

•

the centre has submitted an application fee to the HFEA in accordance with requirements
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Recommendation to the Executive Licensing Panel:
The Executive Licensing Panel is asked to note that there are a number of areas of practice that
require improvement, including one critical, nine major non-compliances and four other noncompliances. The inspection team considers that, overall there is sufficient information available to
recommend the renewal of this centre’s licence for a period of two years without additional
conditions.
The inspector also recommends that the Executive Licensing Panel requires that the PR complies
with the following recommendations within the prescribed timeframes set out in the inspection
report (see pages 29-33):
1. There are outstanding consent issues relating to cryopreserved gametes transferred
from centre 0032 in May 2008, during the merger of the two previous Bristol centres.
The PR is reminded that it is a criminal breach of the HF&E Act 1990 (as amended) to
store such material without appropriate consents being in place, and should ensure
that the audit of this material is completed as soon as possible in order that these
outstanding consent issues can be finally resolved.
2. The PR should formulate an action plan with timeline in order to address the ongoing
problems concerning both the timely and accurate submission of data to the HFEA
Register.
3. At present there is no appropriately trained Quality Manager (QM) in place to effectively
oversee and coordinate the Quality Management System (QMS). The PR should ensure
that appropriately trained, competent staff deliver the services provided
4. Due to this lack of rigorous scrutiny of the QMS, there are numerous QMS-related noncompliances throughout the centre, which the PR should ensure are addressed. These
include;
• A lack of HFEA–specific audits undertaken relating to; Welfare of the Child (WoC);
donor recruitment, assessment and screening; counselling; confidentiality and
privacy; consent and training.
• Quality indicators (QI) have not been established for; counselling; provision of
information; donor recruitment, assessment and screening; legal parenthood;
embryo thawing and training
• A lack of recording of the periodic assessment of staff competency relating to; most
clinical procedures for clinical/nursing staff; some laboratory procedures
• A lack of SOP’s being in place; legal parenthood; referral of single women; providing
information to patients prior to taking effective consent; confidentiality and privacy
and training
• Lack of an annual quality management review which covers all aspects in CoP8
guidance eg assessment of service activity against available service resources

5. The PR should undertake an audit of all those cases since October 2009 in which donor
sperm has been used for women who are not married or in a civil partnership, in order to
confirm that appropriate information was given and consents recorded. The present
practice concerning legal parenthood provision should be reviewed and developed to
ensure that there is an SOP in place and that staff training and competence assessment
have been undertaken and recorded.

6. The centre should ensure that all serious adverse incidents are reported to the HFEA.
7
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7. The times at which witnessing events occur/signed off should be recorded
8. The traceability process requires further development to include all equipment which is
used and could influence the safety and quality of gametes and/or embryos
9. The validation process requires further development to include all processes and
equipment.
10. An SOP needs to be developed to cover all aspects of the permitted use of embryos in
laboratory staff training.
11. Presently the centre does not treat single women, which needs to be reconciled against the
Trusts Equality and Diversity policy. This area of practice needs to be reviewed and
developed.
12. When formalising any third party agreement (TPA), reference should be made to the need
of having to meet the requirements of the relevant licence conditions and the guidance set
out in the HFEA CoP8.
13. Personalised costed treatment plans should be provided to patients and retained within
patient records.
14. The centre should review its present practice of asking patients to donate embryos to
research, as one of the options available at storage review. Presently there are no active
research projects licensed at the centre and neither are they being donated for use at
another licensed centre. Thus, patients are presently consenting to storage of their embryos
for use in research in good faith, but these embryos are not being utilised in any ongoing
research project(s).

(Please note that the centre has fully addressed or is in the process of addressing these
issues as stated on the ‘updated actions’ section on page 5 of this report)
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Details of Inspection findings

1.

Risk to patients and children born as a result of treatment services

Focus
• The risks of fertility treatment to the health of patients and children born as a result of
treatment
•

Welfare of the Child – all assisted conception processes should only be conducted in a
manner that takes into account the welfare of any child that may be born as a result of
treatment services

•

Ensuring patients receive treatment using the correct gametes or embryos –patients
should have confidence that the gametes or embryos used in their treatment are either their
genetic gametes or embryos created with their gametes (or in the case of donor gametes that
the gametes used are from the correct donor)

•

Ensuring donor gametes are only used where appropriate screening has taken place –
the health of patients and children, born as a result of treatment services, could be at risk if
gametes from unscreened donors are used in the provision of treatment services

►

Take account of the welfare of any child who may be born as a result of the licensed
treatment provided by the centre, and of any other child who may be affected by that birth
(Principle 4).
Evidence of how the centre demonstrates compliance with this principle.
Welfare of the Child (Guidance Note 8)
Prior to any couple being provided with treatment services at the centre, welfare of the
child (WoC) issues are considered. There is a standard operating procedure (SOP) in
place for assessing this issue and evidence of this procedure being performed was
observed in patient records and in discussions with centre staff on the day of inspection.
[Standard Licence Condition - SLC T56].

What they could do better.
WoC:Competency assessments
No formal assessment of staff competency to undertake the WoC process has been
recorded. [SLC T12].
Five patient files were reviewed to confirm they contained evidence of appropriate WoC
consideration prior to treatment being undertaken. No documentary evidence of WoC
consideration was found in one of the patient’s files. The PR should ensure that WoC
procedures are undertaken and recorded prior to treatment [SLC T56]
9
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►

Conduct all licensed activities with skill and care and in an appropriate environment,
in line with good clinical practice, to ensure optimum outcomes and minimum risk for
patients, donors and offspring (Principle 7).
Evidence of how the centre demonstrates compliance with this principle.
QMS (Guidance Note 23)
There is a quality management system (QMS) in place, which is maintained by a Quality
Manager [SLCT32; T33]. The majority of activities performed at the centre are covered by
a documented SOP (the exceptions are detailed below), which are reviewed on a regular
basis as part of the document control system [SLC T34]. The centre has acquired ISO
9001:2008 accreditation, which was mainly led and coordinated by the laboratory manager
and staff.
Donor recruitment, assessment and screening (Guidance Note 11)
As evidenced from the self assessment questionnaire (SAQ) and discussions with staff on
the day of inspection there are written SOPs in place for the recruitment, assessment and
screening of gamete/embryo donors. [SLC T52[.
Intra-cytoplasmic sperm injection (ICSI) (Guidance Note 21)
A SOP was seen to be in place for the ICSI process [SLC T33b], QIs have been
established [SLC T35], and an annual audit for the process was seen to have been
established [SLC T36]. Documented evidence was seen of the assessment of staff
competence to perform ICSI [SLC T15a].

What the centre does well
Reimbursement of donors (Guidance Note 13)
A robust process was seen to be in place for the recording of sperm/egg donor expenses,
which was compliant with current HFEA requirements (General Direction 0001). Individual
sperm donor payment records were observed which included receipts for travel and
subsistence.
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What they could do better.
QMS (Guidance Note 23)
It was noticed when reviewing the submitted SAQ prior to the inspection that there were
areas of the QMS which required further development, such as audit processes;
establishment of quality indicators (QI) and the annual management review. These areas
were discussed at length with the acting QM, PR and other centre staff, with the following
conclusions;
•

Although an acting QM is in post, they do not have the necessary
background/expertise and have not received appropriate training in order to perform
their duties to the required standard. [SLC T13;T15].

•

The acting QM, is responsible for the overall coordination of the QMS, but section
heads in, administration, clinical/nursing, and laboratory are responsible for the
implementation and maintenance of the QMS within their own designated areas.
This helps explain why the QMS is better developed in some areas, such as the
laboratory than in other areas, such as clinical/nursing.

•

o
o
o
o
o

Audits have been undertaken as part of the ISO-accreditation process, but when
reviewed were found to be ISO-specific and not HFEA-specific (ie audits of
licensed/non-licensed activities against compliance, approved protocols, regulatory
requirements and quality indicators). [SLC T36]. Areas where audits were lacking
were identified as;
WoC
Consent
Donor recruitment, assessment and screening
Training
Confidentiality & privacy

•
o
o
o
o
o
o

QI have not been established for the following processes. [SLC T35];
Counselling
Provision of information
Legal parenthood
Donor recruitment, assessment and screening
Training
Embryo thawing

•

SOPs for the following activities have not yet been formalised. [SLC T33b];
o When providing information to patients prior to taking effective consent
o Legal parenthood
o Confidentiality/privacy
o Training
o Referral of single women
11
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•

Although there was evidence of an annual management review having taken place
on 23 February 2010, the specific process of assessing resources (ie staff
complement) against centre activity had not been reported. The centre is presently
undergoing re-structuring as part of the Governments NHS review, and some
anxiety was expressed during discussions with staff relating to present staffing and
activity levels within the centre.

Donor recruitment, assessment and screening (Guidance Note 11)
During discussions with the laboratory manager it was established that consideration was
not currently being given to the risk of donor transmission of spongiform encephalopathies
(prion disease) as is recommended within current professional guidance (UK guidelines for
the medical and laboratory screening of sperm, egg and embryo donors (2008))
Although staff do scrutinise donors against the recruitment criteria detailed in the donor
recruitment SOP and sign off each donor on a checklist, there has been no formalised
audit of donor recruitment/selection against compliance with approved protocols, the
regulatory requirements and quality indicators (QI) within the last 2 years. [SLC T36].
QI’s concerning donor recruitment/selection are presently only in a draft stage and need to
be formalised. [SLC T35].
Intra-cytoplasmic sperm injection (ICSI) (Guidance Note 21)
The laboratory manager stated that they were in the process of validating the ICSI
procedure [SLC T72].
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►

Ensure that all premises, equipment, processes and procedures used in the conduct
of licensed activities are safe, secure and suitable for the purpose (Principle 8).
Evidence of how the centre demonstrates compliance with this principle.
Premises & Facilities (Guidance Note 25)
The centre is a purpose built unit which opened in January 2008. There have been no
structural changes to the premises since the last inspection and as such the premises and
facilities were observed to be suitable for the licensed activities undertaken [SLC T17].
A copy of the centre’s licence is clearly displayed in the patient waiting area [SLC T5]. The
centre appeared to be spacious and clean. Security is maintained via a key code entry lock
or with a swipe card. Service user access to the centre is via a designated main entrance
which is on view from the main reception at all times.
The ten multipurpose consulting/clinical rooms located on the ground floor are used by
medical and nursing staff and appeared to provide for the comfort and privacy of patients.
There are three sperm production rooms located on the ground floor in a secure private
area away from the main waiting area and patient thoroughfare. One of the rooms has
been specifically designed for disabled patients. There are three theatre units which have
been designed specifically for the procedures performed at the centre [SLC T23]. Each unit
is linked to the laboratory for collection and transfer of licensed material. There is also a six
bed recovery area which is monitored by theatre nurses.
The counselling room is located close to the main entrance of the facility in order to
maintain privacy and confidentiality of patients requiring this service. The room appeared
spacious, private and comfortable.
Laboratory premises and equipment were observed to be of high standard and well
designed and maintained for their intended purpose [SLC T23].
Equipment & Materials (Guidance Note 26)
Licensed activities are carried out using equipment/materials designed and maintained to
suit their intended purpose. [SLC T23].
A maintenance spreadsheet containing evidence of regular service/maintenance of critical
equipment was observed at inspection. Evidence of regular cleaning for all areas within
the centre was also seen. [SLC T26].
Within the laboratory most critical equipment and processes have been validated [SLC
T24] and revalidation of laboratory equipment following repair is standard practice [SLC
T25]. If there is any failure of critical equipment, the user manual for the particular piece of
equipment is consulted and any required actions undertaken [SLC T27]. All laboratory
critical equipment such as incubators and cryo-storage dewars are continually monitored
with respect to temperature, CO2 , level of liquid nitrogen etc and there is a low oxygen
monitor within the cryostore connected to an audio/visual alarm. All monitors and alarms
are connected to an auto-dialler system in case of out-of hours emergencies.
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Witnessing (Guidance Note 18)
The centre has a SOP for the process to be followed for witnessing and assuring patient
and donor identification. The SOP stipulates where patient/donor identification and all the
critical points of the clinical and laboratory processes require double witnessing. [Act
Schedule 3A (11) – 2006/86/EC, SLC T33(b)]. Witnessing performed during an embryo
thaw procedure was observed during the inspection and found to be compliant with
regulatory requirements.
There is an established retrospective audit procedure which reviews witnessing within
patient records each time a patient sample is either added to or removed from storage
[SLC T36]. An assessment of competence to undertake witnessing was seen to have been
undertaken and documented for all laboratory staff [SLC T15a].
What they could do better.
Equipment & Materials (Guidance Note 26)
During discussions with the laboratory manager it was agreed that laboratory equipment
traceability needs to be further developed [SLC T22] and that some equipment and
processes still require further validation (eg air quality testing methodology) [SLC T24]
Witnessing and assuring patient and donor identification (Guidance Note 18)
Although the witnessing SOP and practice covers all necessary steps identified as critical
within Guidance Note 18 and includes, names, status and signatures of practitioners, the
time when each event occurs is not presently recorded [SLC T71]
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►

Ensure that all staff engaged in licensed activity are competent and recruited in
sufficient numbers to guarantee safe clinical and laboratory practice (Principle 9).
Evidence of how the centre demonstrates compliance with this principle.
Person Responsible (Guidance Note 1)
The PR at the centre is a consultant Obstetrician and Gynaecologist and has been in post
since the new amalgamated centre opened in January 2008. He has successfully
completed the HFEA PR Entry Programme (PREP) [SLC T8], is appropriately qualified and
experienced to fulfil his role and was found at inspection to have attempted to discharge
his duties and responsibilities. [SLC T9]. There is a nominated registered medical
practitioner in post that staff have access to in order to resolve any clinical issues and to
oversee the centres clinical activities. [SLC T16]
Staff (Guidance Note 2)
Evidence of induction course training together with initial/basic training for all staff groups
was seen during the inspection. [SLC T15]. Evidence of staff attendance at mandatory
Trust training was also seen.
Records of laboratory staff competency assessment in key areas of practice, such as,
witnessing, egg collection, sperm processing, insemination, fertilisation check, embryo
transfer, ICSI, vitrification/cryopreservation, liquid nitrogen management and media
preparation, were seen to have been completed. The laboratory manager stated that other
areas of practice were to be added in order to cover all aspects of laboratory practice. [SLC
T12].
Regular, minuted departmental and unit meetings take place in order to discuss various
aspects of departmental/unit practice, provide feedback from patients and to receive
updates from departmental leads. Minutes from such meetings were made available to the
inspection team on the day of inspection.
All staff, where appropriate, are registered with the relevant professional and/or statutory
bodies such as the General Medical Council (GMC), the Health Professionals Council
(HPC) and the Nursing and Midwifery Council (NMC) [SLC T14]
All staff groups were seen to have access to continued professional development [SLC
T15]
What they could do better.
Staff (Guidance Note 2)
Review of the completed SAQ and interviews with staff during the course of inspection
indicated that the centre had room for improvement when recording the assessment of
clinical/nursing staff competency. No documented evidence of the assessment of
clinical/nursing staff competency was seen during the inspection and the senior
management team should address this regulatory requirement as soon as possible. [SLC
T12; T15a]
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►

Report all adverse incidents (including serious adverse events and reactions) to the
HFEA, investigate all complaints properly, and share lessons learned appropriately
(Principle 11).
Evidence of how the centre demonstrates compliance with this principle.
Adverse incidents (Guidance Note 27)
There is a documented procedure in place for reporting adverse incidents, events and
reactions to the HFEA [SLC T106]. The centre has continued to report incidents to the
HFEA and has taken into account the recommendation from the previous inspection report
concerning the reporting of all serious cases of ovarian hyper-stimulation syndrome
(OHSS). There was evidence of investigation of the incidents and of subsequent corrective
actions being undertaken.
Complaints (Guidance Note 28)
The centre has, and adheres to, a standardised complaints procedure. There is a
designated nominated member of staff who acts as a first point of contact to deal with any
arising complaint (guidance 28.4). Complaints information is displayed in the main waiting
area detailing the complaints procedure and who to contact. Staff at the centre maintain a
folder containing all complaints received, together with details of any additional
communications and subsequent action(s) taken.
What they could do better.
Adverse incidents (Guidance Note 27)
It was observed during a review of the centres incident log, that some of the recorded
incidents could/should have been forwarded to the HFEA for cataloguing for trend analysis.
These incidents were not thought to be serious as separate events, but would have
assisted with the ongoing trend analysis assessment of the sector by the HFEA clinical
governance team [SLC T120]
Complaints (Guidance Note 28)
Although there was a complaints procedure and folder in place, how the complaints were
processed appeared inconsistent. Similarly there was no evidence of trend analysis and/or
audit of complaints [G28].
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Patient Experience

19

Focus
•

Ensuring patients and donors are treated fairly and that any treatment is conducted in
suitable premises by trained competent staff – treatment should only be carried out in
licensed premises and staff must been trained and competent to perform their jobs. All
patients and donors should be treated fairly and without discrimination

•

Guaranteeing patients, donors and partners’ independent decision making – this
should be done through the careful giving of appropriate and accurate information and the
offering of counselling, and the subsequent taking and recording of effective consents

•

Outcome data – variation in quality of practice and subsequent treatment results

►

Treat prospective and current patients and donors fairly, and ensure that all licensed
activities are conducted in a non-discriminatory way (Principle 1).
Evidence of how the centre demonstrates compliance with this principle
Treating people fairly (Guidance Note 29)
During the course of the inspection the inspection team was informed at different points
and by different members of staff that the centre is part of a large NHS Trust, which has its
own policies relating to the fair treatment of patients, requiring all staff to be mindful and to
abide by the prescribed Trust policies at all times when dealing with patients.

What they could do better.
During discussions with staff it emerged that the centre does not treat single women. The
inspection team were unsure about how this current practice is reconciled against the
Trusts Equality and Diversity policy.
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►

Have respect for the privacy, confidentiality, dignity, comfort and well being of
prospective and current patients and donors (Principle 2).
Evidence of how the centre demonstrates compliance with this principle
Counselling (Guidance Note 3)
A SOP was seen to be in place for the process to be followed when providing counselling
[SLC T33b]. An audit was seen to have been undertaken using British Infertility Counsellors
Association (BICA) templates [SLC T36]. The senior counsellor is BICA and British
Association for Counselling and Psychotherapy (BACP) accredited and is also a BICA
trainer. Training files were reviewed, which gave details of recent participation in continued
professional development. [SLC T15; T12] Information about the counselling service was
seen to be available to patients throughout the centre [SLC T60; T61]
Premises/facilities (Guidance Note 25)
The premises and facilities at the centre were seen to be comfortable and able to provide
privacy for patients and/or donors during their treatment. [SLC T17]
Confidentiality and Privacy (Guidance Note 30)
The PR and other staff stated that staff attend mandatory NHS Trust training where the
importance of patient confidentiality is addressed. All staff sign a confidentiality declaration.

What they could do better.
Counselling (Guidance Note 3)
Following discussions with the senior counsellor it was agreed that formal QI needed to be
developed in the near future [SLC T35] and that more training on the Legal Parenthood
provisions and the treatment of single women was required [SLC T15]
Confidentiality and Privacy (Guidance Note 30)
In the SAQ the PR stated that the centre currently does not have an SOP to ensure that all
information is kept confidential and only disclosed in circumstances permitted by law [SLC
T43; T33b] and neither has it established QI’s for the maintenance of confidentiality [SLC
T35].
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►

Give prospective and current patients and donors sufficient, accessible and up-to-date
information to enable them to make informed decisions (Principle 5).
Evidence of how the centre demonstrates compliance with this principle
Information prior to consent (Guidance Note 4)
Information about the treatment pathway is sent out to prospective patients prior to their
first clinical consultation. A checklist is completed at the first clinical consultation noting
details of their medical history and of information provided; this checklist was seen to be
kept in the medical records. After discussions with staff it was established that a mixture of
verbal and written information is provided to patients prior to consent and treatment as
required by regulations.
General information about the unit and treatments services available is disseminated via
patient open evenings which are held bi-monthly.
NHT Trust and HFEA information leaflets, together with support group information, such as,
‘One at a time’ and information concerning the donor conception network were seen to be
available to patients within the patient waiting areas.
Counselling (Guidance Note 3)
Notices giving details about access to counselling were displayed in the patient waiting
area.
Costed Treatment plans
The centre provides patients with a leaflet containing the charges incurred for various
consultations, investigations and treatments.
What they could do better.
Legal parenthood (Guidance Note 6)
No SOP was seen to be in place for staff when providing information on legal parenthood.
[SLC T33b]. No evidence of staff training in legal parenthood provision was seen during the
review of staff training files and no assessment of nursing staff competence to provide this
information was documented [SLC T15]. The level of knowledge of parenthood provision
was poor.
Costed Treatment plans
No personalised costed treatment plans are currently provided for patients and none were
seen to be present within patient records that were reviewed. It was noted that three of the
patient complaints received over the previous 3 months related to ‘hidden costs’ that were
only discovered after completion of treatment and receipt of an invoice [G4.3].
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Ensure that patients and donors have provided all relevant consents before carrying out
any licensed activity (Principle 6).
Evidence of how the centre demonstrates compliance with this principle
Consent (Guidance Note 5)
As evidenced from the SAQ and from discussions with staff on the day of inspection, it was
established that an SOP is in place for taking effective consent from patients [SLC T33b].
A checklist is completed and enclosed within patient records to ensure that all the required
information has been given and discussed with patients prior to any consents being signed
(HF&E Act Schedule 3(3); SLC T58; T59)
Five patient records were reviewed for evidence of obtaining consent to treatment, storage,
donation and disclosure of information. Appropriate consents were seen to be in place in all
but one case.
Photo-identification for each patient is required by the centre prior to any consent forms being
signed.

What they could do better.
Consent (Guidance Note 5)
No evidence of a HFEA-specific audit of patient consents was seen as required by SLC T36.
In one set of five patient records reviewed, no signed treatment consent was found. [SLC
T57]
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Live Birth Rates
Relative success rates from the HFEA held data register for the period, 1 January 2007 to
31 December 2009 show that the centre’s success rates for Donor Insemination (DI), In
Vitro Fertilisation (IVF) & Intra Cytoplasmic Sperm Injection (ICSI) and Frozen Embryo
Transfer (FET) are all in line with national averages for all age groups.
Multiple Births
Multiple births (Guidance Note 7)
The centre currently has a Multiple Births Minimisation Strategy (MBMS) in place and
maintains a summary log of cases in which multiple embryos have been transferred to a
patient who meets the criteria for single embryo transfer (SET) [General Direction 0003]
2008 confirmed multiple pregnancy rate for all treatments (IVF/ICSI/IUI) for all age groups
with known scan outcome = 24%
2009 confirmed multiple pregnancy rate for all treatments (IVF/ICSI/IUI) for all age groups
with known scan outcome = 29%

Evidence of how the centre improves its live birth rates and reduces the number of multiple
births.
The laboratory manager acknowledged that their multiple birth rate (MBR) had increased
during the period 2008 to 2009, from 24% to 29%, but stated that the centre is presently
proactively addressing the issue by reviewing their MBMS every six months or sooner.
The centres latest review (March to June 2010) showed an increased uptake in single
embryo transfer (SET) by patients who fitted the MBMS criteria. The centre is determined
to continually monitor its MBR and review/amend its MBMS accordingly in order to reduce
its MBR in line with the 20% target set for 2010/11.

What the centre could do better.
During the period January 2008 to the inspection date the centre had transferred 3
embryos in 277 treatment cases. The laboratory manager was able to demonstrate that in
all of these cases the women involved were forty years of age or over. This was the main
criteria documented in the patients records as justification for the 3-embryo transfers. It was
hoped that with increasing utilisation of blastocyst culture techniques, then the number of
women over forty having a 3-embryo transfer would be reduced in the future.
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3.

Protection of embryos
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Focus
•

Safe procurement, processing, storage, application and disposal of gametes and
embryos – gametes and embryos must only be procured, processed, used, stored and
disposed off in accordance with the law

►

Have respect for the special status of the embryo when conducting
licensed activities (Principle 3).
Evidence of how the centre demonstrates compliance with this principle
Procuring, processing and transporting gametes and embryos (Guidance Note 15)
As evidenced by documentation provided prior to the inspection, the SAQ response and from
discussions with staff on the day of inspection, there are SOPs in place for the procurement
and processing of gametes and embryos. These SOP’s are in electronic format only and all
were observed to have been reviewed within the last 12 months [SLC T33b] QI are in place
for these processes and they are audited when the SOP’s are revised [SLC T35; T36]
The centre has an on-going air-quality monitoring and recording system in place, to ensure
that the air-quality, within which gametes/embryos are processed, is compliant with current
regulatory requirements. Results seen during the inspection illustrated that grade C air was
achieved as background, with grade A air being achieved during processing of
gametes/embryos within the laminar airflow workstations. [SLC T20].
Import and export (Guidance Note 16)
Documentation was reviewed at inspection and found to be compliant with General Direction
0006
Traceability (Guidance Note 19)
A system was seen to be in place which facilitates the traceability of all gametes and
embryo’s from procurement, through processing and on to treatment, storage or discard [SLC
T99a; T100; T101]. This system is documented in SOP’s [SLC T33b]. Details of media and
consumables used during laboratory processing are recorded in the patient records and
manufacturing certificates for media used are held on a computer spreadsheet [SLC T99b]. A
retrospective audit of traceability data in 43 sets of patient notes was undertaken in January
2010 [SLC T36]. Procedures were seen to be in place to ensure that traceability data is stored
for a minimum of 30 years [SLC T103].
Training (Guidance Note 22)
The laboratory manager explained that embryos utilised in staff training are only used in
activities expressly permitted by the Authority [SLC T93] and that none of the embryos thus
used would ever be considered for provision of treatment services [SLC T92]. He also stated
that in line with good laboratory practice, the number of embryos used for laboratory staff
training purposes are kept to a minimum [SLC T96].
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What they could do better.
Traceability (Guidance Note 19)
Not all equipment used during laboratory processing is currently being logged and the
process requires further development [SLC T99b].
Currently not all staff have been trained and shown to be competent when undertaking
traceability processes [SLC T15]. This assessment is planned and will be implemented in the
future.
Training (Guidance Note 22)
The laboratory manager stated that a SOP was currently being developed to cover all aspects
of the permitted use of embryos in laboratory staff training [SLC T33b; T95; T96; T97 & T98]
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►

Ensure that all premises, equipment, processes and procedures used in the conduct of
licensed activities are safe, secure and suitable for the purpose (Principle 8).
Evidence of how the centre demonstrates compliance with this principle
Storage of gametes and embryos (Guidance Note 17)
Documented SOP’s were seen to be in place for the storage of gametes, zygotes and
embryos [SLC T33b]. Storage procedures have been validated but the validations have yet to
be formally documented [SLC T72]. There is a retrospective audit procedure in place which
reviews the witnessing documented within patient records each time a patient sample is
added to or removed from storage [SLC T36]. Cryopreserved samples were seen to be
appropriately screened. Patient samples are stored separately to donor samples. [HF&E Act
Schedule 3A(11)-2006/17/EC, S50]. Evidence reviewed during the inspection confirmed that
screening tests were being performed in an appropriately accredited laboratory [SLC T21].
Assessment of staff competence in storage processes was documented for all laboratory staff
[SLC T15a]. There is a bring-forward system in place for the continuous review of the consent
status of all cryopreserved samples [17.7]
Third party agreements (Guidance Note 24)
The SAQ, discussions with staff and evidence seen on the day of inspection indicate that the
centre has established written agreements with those third parties who provide goods or
services that may influence the quality and safety of gametes and embryos. [SLC T111]. The
centre was seen to keep a list of all third party agreements. [SLC T115]
What they could do better.
Storage of gametes and embryos (Guidance Note 17)
A previous inspection on 22 July 2009 found that there was an ongoing audit of cryostored
gametes which had been transferred from centre 0032 in 2008. This audit is still incomplete at
the time of writing this report, although the laboratory manager did state that approximately
90% of samples had now been assessed He provided a commitment to the inspection team
that the completed audit would be submitted to the Executive as soon as it is finalised. The
present Trust legal advice is that no samples are to be discarded as yet, despite some being
without appropriate storage consents. Further decision-making concerning the continued
storage of these samples is being deferred until after completion of the audit, when a full riskassessment of the situation will be undertaken [HF&E Act Schedule 3; s8(1); SLC T79].
Patients are being asked to donate embryos to research, but there are no research projects
licensed at the centre and the embryos are not being donated to another HFEA-licensed
centre. The centre should review this situation as patients are presently consenting to storage
of their embryos for use in research in good faith, but these embryos are not being utilised in
any ongoing research project(s).
Third party agreements (Guidance Note 24)
The centre should include as part of any agreement that the third party will meet the
requirements of the relevant licence conditions and the guidance set out in the HFEA COP8
[SLC T112].
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4.

Good governance and record keeping

Focus
•

Where gametes or embryos are used complete and accurate information should be
recorded and reported to the HFEA in a timely manner – incomplete and / or inaccurate
information may lead to the wrong information being provided to offspring and / or
researchers

•

Ensuring gametes and embryos are only stored in accordance with effective consent
and within the statutory timeframe

•

Ensuring identifying information is only disclosed in accordance with consent

►

Maintain accurate records and information about all licensed activities (Principle 10)..
Evidence of how the centre demonstrates compliance with this principle
Record keeping (Guidance Note 31)
A SOP was seen to be in place for personnel to follow when submitting data to the HFEA in
compliance with General Direction 0005 [SLC T33b]
An audit of EDI data reporting to the HFEA, dated 21/07/09 and consisting of twenty sets of
patient records was reviewed on inspection. No non-compliances were found [SLC T36].
A document control system was seen to be in place for the continual review and up-dating of
centre documentation [SLC T34]
From the SAQ, discussions with staff and observations on inspection, it was determined that
the centre has a system in place to ensure that records are protected from unauthorised
amendment and are retained/readily retrieved [SLC T47]
A SOP was seen to be in place for the retention of patient/donor records for traceability
requirements for 30 years [SLC T48]

What they could do better.
HFEA error reports concerning the submission of data to the HFEA Register from periods,
01/01/2009 to 31/12/2009 and 01/01/2010 to 16/07/2010 have not been fully resolved
[Direction 0005]. Also the HFEA Audit team on the day of inspection found that:
•

16/72 (22%) of DI treatments reviewed were found to be unreported.

•

153/184 (83%) of all treatments reviewed had been notified to the Authority within the 5
working days but 17% were not reported on time.(there were significant differences
between reporting periods for IVF and DI treatments. 96% of IVF treatments are
reported on time, but only 54% of DI treatments.)

When reviewing the quality of data submitted to the HFEA Register it was found that;
•

11/79 (14%) sets of form data contained error or omission. (In one instance this was in
a critical field (i.e. a donor reference) that could affect Authority’s ability to fulfil
obligations to offspring).
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•

1/8 (12.5%) patient registration submissions reviewed showed a discrepancy between
the consent recorded on the patient file and that found on the register. This wasn’t an
error which jeopardised confidential patient information.

•

In 6 instances patients registered with the Authority after 01/10/09 had provided their
disclosure consent on the centre’s own ‘Consent to communication’ form. The centre’s
form does not include the questions relating to the use of register data for research
purposes and as a result patients and their partners may not have been given the
opportunity to consent.
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►

Conduct all licensed activities with regard for the regulatory framework governing
treatment and research involving gametes or embryos within the UK, including:
maintaining up-to-date awareness and understanding of legal obligations responding promptly
to requests for information and documents from the HFEA, co-operating fully with inspections
and investigations by the HFEA or other agencies responsible for law enforcement or
regulation of healthcare (Principle 13).
Evidence of how the centre demonstrates compliance with this principle
The PR provided all required information prior to inspection [General Direction 0008]. All
members of staff cooperated fully with the inspection team at the time of the inspection and
provided any further information requested during the inspection in a timely manner [SLC
T9c].
What they could do better.
Nothing noted during present inspection.
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Changes / improvements since the last inspection on 22 July 2009

Area for improvement

Action required

Action taken as evidenced
during this inspection
1. Licence renewal fee paid.

At the time of the
inspection, the centre was
taking an average of 51
days to pay their HFEA
invoices. This is considered
a breach of Standard
Licence Condition A.13.3.

The PR should review
payment processes to
2. No outstanding invoices
ensure the payment of
HFEA fees within 28 days of at the time of inspection.
the date of the notice.

One case of severe OHSS
was not reported to the
HFEA. Severe cases of
OHSS are considered to
meet the definition of an
adverse reaction and must
be reported to the HFEA in
accordance with Standard
Licence Condition A.4.5.

The PR should ensure that
cases of severe OHSS are
reported to the HFEA within
the timeframes specified in
S.9.4.2 of the Code of
practice.
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Severe OHSS cases are
now being reported as
incidents to HFEA
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Areas of practice that require the attention of the Person Responsible
The section sets out matters which the Inspection Team considers may constitute areas of non compliance. These have been classified into
critical, major and others. Each area of non-compliance is referenced to the relevant sections of the Acts, Regulations, Standard Licence
Conditions, Directions or the Code of Practice, and the recommended improvement actions required are given, as well as the timescales in which
these improvements should be carried out.

►

Critical area of non compliance
A critical area of non compliance is an area of practice which poses a significant direct risk of causing harm to a patient, donor or to an
embryo. A critical area of non-compliance requires immediate action to be taken by the Person Responsible.
Area of practice
Reference
Action required
Timescale for
PR
Executive
action
Response Review
There are consent issues
HF&E Act
The centre should finalise the
Within 3 months of Please see Interim audit
relating to cryopreserved
Schedule 3;
audit of cryopreserved
inspection date
Response report received.
gametes transferred from
s8(1); T79
gametes transferred from
1 below
Physical audit of
centre 0032 during the
centre 0032 in May 2008 which
stored samples
merger of the two previous
has been an issue since the
complete.
Bristol centres.
centre was established. A
Finalised audit
This issue was discussed
report and action-plan with
report to be
at the previous inspection,
timeline should be forwarded
forwarded to
but the audit is still to be
to the Executive as soon as
Executive by 12
completed and a report
possible.
November 2010.
forwarded to the
Executive.
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►

Major area of non compliance
A major area of non compliance is a non critical area of non compliance:
•
which poses an indirect risk to the safety of a patient, donor or to an embryo through the procurement, use, storage or
distribution of gametes and embryos, which do not comply with the centre’s licence;
•
which indicates a major shortcoming from the statutory requirements;
•
which indicates a failure of the Person Responsible to carry out his/her legal duties
•
a combination of several “other” areas of non-compliance, none of which on their own may be major but which together may
represent a major area of non-compliance.
PR
Executive Review
Area of practice
Reference Action required
Timescale
for action
Response
No appropriately trained/competent
Quality Manager (QM) is in place to
effectively oversee and coordinate
the Quality Management System
(QMS)

Data required to be supplied by the
PR concerning treatment cycles
undertaken at the centre is both late
and inaccurate.
HFEA error reports concerning the
submission of data to the HFEA
Register from periods, 01/01/2009 to
31/12/2009 and 01/01/2010 to
16/07/2010 have not been fully
resolved

T15; T32;
G23.3;
G23.4

The PR should ensure that
there is an appropriately
trained and competent QM
in place to oversee and
coordinate the QMS, which
underpins all activities
undertaken at the centre.

3 months

Please see Addressed by the
Response centre with the
2 below
nomination of the
Head of
Embryology &
Andrology as QM.

T9(e)
D0005

The PR should formulate an
action plan with timeline in
order to address the
ongoing problems
concerning both the timely
and accurate submission of
data to the HFEA Register.

Immediately

Please see Presently being
Response addressed by the
3 below
centre. Progress to
be monitored by
the Executive.

30

33

Area of practice

Reference

Action required

Timescale
for action

PR
Executive
Response Review

No SOP was seen to be in place T33b; T15
for staff when providing
information on legal parenthood.
[SLC T33b]. No evidence of staff
training in legal parenthood
provision was seen during the
review of staff training files and
no assessment of nursing staff
competence to provide this
information was documented
[SLC T15]. The level of
knowledge of parenthood
provision was poor.

The PR should undertake an audit of
Immediately
all those cases since October 2009 in
which donor sperm has been used for
women who are not married or in a civil
partnership, in order to confirm that
appropriate information was given and
consents recorded. The present
practice concerning legal parenthood
provision should be reviewed and
developed to ensure that there is an
SOP in place and that staff training and
competence assessment have been
undertaken and recorded.

Please
see
Response
4 below

Presently
being
addressed by
the centre.
Progress to
be monitored
by the
Executive.

There are numerous QMSrelated non-compliances
throughout the centre, such as;
Lack of HFEA –specific audits
Lack of Quality indicators (QIs)
in place
Lack of recording of the periodic
assessment of staff
competence;
Lack of SOPs being in place

The PR should ensure that all, HFEAspecific audits, QIs, SOPs and periodic
assessments of staff competence are
completed/ in place within the given
timescale.

Please
see
Response
5 below

Presently
being
addressed by
the centre.
Progress to
be monitored
by the
Executive.

T36
T35
T15a
T33b
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6 months
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Area of practice

Reference

Action required

Timescale
for action

PR
Response

The validation process requires
further development to include
all processes and equipment

T24

The validation of all critical
processes and equipment to
be completed.

3 months

Please see Being finalised by
Response centre. Executive to
6 below
monitor.

The times at which witnessing
events occur/signed off should
be recorded

T71

Review/amendment of
witnessing SOP to ensure
that times of witnessing
events are recorded.

immediately

Please see Implemented.
Response
7 below

Not all adverse incidents are
being reported to the HFEA for
trend analysis

T120

The PR should ensure that
all adverse incidents are
reported to the HFEA for
trend analysis.

immediately

Please see Ongoing discussion
Response with centre as to
8 below
definition of ‘adverse
incident’. Executive
to monitor.

The traceability process
requires further development to
include all equipment which is
used and could influence the
safety and quality of gametes
and/or embryos

T22; T99b

Further development of the
3 months
traceability system to include
all equipment which is used
and could influence the
safety and quality of
gametes and/or embryos

Please see Addressed by
Response centre.
9 below

When formalising any third
party agreement (TPA),
reference should be made to
the need of having to meet the
requirements of the relevant
licence conditions and the
guidance set out in the HFEA
COP8

T112

Review/amendment of the
SOP concerning the
formalisation of TPA’s to
ensure that all licence
conditions and guidance set
out in CoP8 are included.
This will include a review of
all TPAs currently in place to
ensure that all licence
conditons are being met.

Please see Presently being
Response addressed by the
10 below
centre. Progress to
be monitored by the
Executive.
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immediately

Executive Review
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►

Other areas of practice that requires improvement
Areas of practice that requires improvement is any area of practice, which cannot be classified as either a critical or major area of non
compliance, but which indicates a departure from good practice.
Area of practice
Reference Action required
Timescale
PR
Executive Review
for action
Response
There are no personalised costed
G4.3
Personalised costed
Please see Addressed by the
treatment plans provided to patients and
treatment plans
Immediately Response centre. Executive
stored within patient records
provided to patients
11 below
to monitor at next
and retained within
inspection.
patient records
During discussions with staff it emerged
that the centre does not treat single
women.

G29

The PR should ensure
that current practice is
reconciled against the
Trusts Equality and
Diversity policy.

Lack of an annual quality management
review which covers all aspects in CoP8

G23.12;
G23.13;
G23.14;
G23.15

The centre should
undertake an annual
6 months
quality management
review which covers all
aspects in CoP8

Patients are being asked to donate
embryos to research, as one of the
options available at storage review, even
though presently there are no active
research projects licensed at the centre
and neither are they being donated for
use at another licensed centre. Thus,
patients are presently consenting to
storage of their embryos for use in
research in good faith, but these embryos
are not being utilised in any ongoing
research project(s).

None

Review of present
practice to ensure that
the vital resource of
donated embryos are
utilised as per patient
wishes.
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Immediately

Immediately

Please see Addressed by the
Response centre. Executive
12 below
to monitor at next
inspection.
Please see Addressed by the
Response centre. Executive
13 below
to monitor at next
inspection.
Please see Addressed by the
Response centre. Executive
14 below
to monitor at next
inspection.
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Additional information from the Person Responsible
Response 1: Critical Non Compliance:
The centre questions the labelling of this issue as a critical non compliance as it does not appear to fit the HFEAs own definition of a
critical issue, i.e. “an area of practice which poses a significant direct risk of causing harm to a patient, donor or to an embryo”.
The audit of these samples is, as the inspection team acknowledged, a huge undertaking and involves several thousand samples for
approximately 700 patients. Furthermore, as these samples are held in the vapour phase, auditing is only possible for very short
periods of time to ensure the integrity of the samples is maintained and the safety of staff carrying out the audit assured. Full audits of
this size and nature therefore take a considerable amount of time when compared to the audit of samples held in the liquid phase,
which is why the physical audit of samples had not been completed by the time of the 2010 inspection.
Regarding the consent issue, this relates to the possibility that BCRM may have samples in storage where the initial consent period
has expired and it has not been possible to contact the patients to update their storage consent forms. Southmead Fertility Centre
and North Bristol NHS Trust sought independent legal advice on this matter prior to the merger date and BCRM has recently updated
this advice following the October 2009 amendments. The Centre and the Trust has been advised that continued storage is lawful,
providing certain strict criteria are met, even where “in date” HFEA consent forms are not present. The Centre (&Trust) has therefore
taken the position that continued storage up to the maximum period permissible by law is in the best interests of the patient. A full and
comprehensive report relating to these samples and their consent status will be submitted to the Authority within the time period
requested by this report.
Response 2: Quality Manager:
The Centre has recently nominated the Head of Embryology & Andrology as the Quality Manager and has begun the recruitment
process for a part time support role to ensure dedicated time is available to ensure the robustness of the QMS.
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Additional information from the Person Responsible
Response 3: EDI Reporting Times:
The Centre is in the process of reviewing its EDI reporting protocols with a view to improving this situation.
Response 4: Legal Parenthood Requirements:
An audit of all cycles is underway and SOPs are currently being developed.
Response 5: QMS:
Existing HFEA specific Audit Schedules, QuaIity Indicators and SOPs are currently in the process of being updated to include the
additional areas highlighted in the inspection report and will be in place within the timescales requested by the Report.
Response 6: Validation:
Validation documentation is currently being finalised.
Response 7: Times of witnessing events:
Implemented
Response 8: Reporting of Adverse Incidents:
The reporting requirements for adverse incidents are, necessarily, open to a certain degree of interpretation. The Centre believes it
did in fact report what it had considered to be all adverse incidents and would therefore ask the Authority to provide Centres with
further clarification regarding expectations in this area.
35

38
Additional information from the Person Responsible
Response 9: Traceability of Critical Equipment:
Traceability protocols have now been amended to include all critical equipment.
Response 10: Third Party Agreements:
A review of all TPAs is currently being undertaken.
Response 11: Personalised Costed Treatment Plans:
Costed treatment plans will now be provided to patients prior to treatment commencing.
Response 12: Treatment of single Women:
At the time of inspection the Centre informed the Inspection team that this was under review. The Centre now accepts referrals for the
treatment of single women.
Response 13: Annual QM Review meeting:
The Inspection Report implies that the centre has not held QM review meetings. This is not the case and therefore the Centre would
ask that the wording be revised. The Centre does however accept that the last QM did not cover all of the required areas; these have
now been added into the agenda of the next meeting.
Response 14: Donation of Embryos to Research:
The option to donate to research has been removed from storage review letters. Where appropriate, those patients who had indicated
their desire to donate to research will be contacted and the situation discussed.
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Additional information from the Person Responsible
Additional comments
The centre notes that the Inspection Report states that the success rates for the clinic are in line with national averages for 2007 to
2009. The centre, which opened in 2008, would like to state that HFEA website quotes the success rates for some treatments within
this time frame as being significantly above the national average, eg clinical pregnancy rates for IVF/ICSI cases for patients under
35 years using their own eggs.
Responses provided, as agreed with the Lead Inspector, by:
Assistant General Manager, Fertility
Head of Embryology & Andrology
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