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About the Inspection:
This inspection visit was carried out on 20th May 2009 and lasted for 6 hours. The report
covers the pre-inspection analysis, the visit and information received from the centre between
20th June 2008 and the inspection.
The purpose of the inspection is to follow up issues highlighted during the renewal inspection
in June 2008 and verify they have been addressed. This is to ensure that centres are
providing a quality service for patients in compliance with the HF&E Act 1990, Code of
Practice and that they are working towards compliance with the EU Tissue and Cells Directive
2004/23/EC.
The report summarises the findings of the interim 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 Licence Committee who make
the decision about the centre’s licence renewal application. The report is also available to
patients and the public following the Licence Committee meeting.
At the visit the inspection team assesses the effectiveness of the centre through five topics.
These are:
How well the centre is organised
The quality of the service for patients and donors
The premises and equipment
Information provided to patients and to the HFEA
The clinical and laboratory processes and competence of staff.
An evaluation is given at the end of each topic and for the overall effectiveness of the centre:
No Improvements Required – given to centres where there are no Code of Practice, legal
requirements or conditions that need to be imposed.
Some Improvements Required – given to centres that are generally satisfactory but with
areas that need attention. Recommendations will usually be made to help Persons
Responsible to improve the service.
Significant Improvements Required – given to centres that have considerable scope for
improvement and have unacceptable outcomes in at least one area, causing concern
sufficient to necessitate an immediate action plan or conditions put on the Licence.
Where recommendations are made the HFEA will provide details of what needs to be
addressed but not how they should be carried out as this is the responsibility of the Person
Responsible.
The report includes a response form for the Person Responsible to complete following the
inspection.
The HFEA welcomes comments from patients and donors, past and present, on the quality of
the service received. A questionnaire for patients can be found on the HFEA website
www.hfea.gov.uk .
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Brief Description of the Centre and Person Responsible
The Oxford Fertility Unit was first established as a HFEA licensed clinic in 1992. The centre is
located in the John Radcliffe Hospital, Oxford, but will move to new premises to the east of
Oxford in August 2009. These new premises are currently being refurbished to the Centre’s
own specifications.
The Centre provides licensed treatment (IVF/ICSI; frozen embryo transfers; Donor
Insemination; intrauterine insemination; sperm, oocyte and embryo storage) for self-funded
and NHS patients. The Centre also provides egg sharing, egg and sperm donation and
preimplantation genetic screening (PGS). The centre is the only one in the UK currently
providing in-vitro maturation of oocytes with subsequent IVF or ICSI. The Centre performed
1367 licensed treatment cycles in 20081.
The Centre is open 7 days a week, 08.00 to 16.30 Monday to Friday and 08.00 to 12.00 on
Saturday and Sunday. Egg collections, IUI and DI are performed Monday to Friday, while
embryo transfers are performed 7 days a week. The Centre has two satellite clinics, one at
the Great Western Hospital, Swindon, the other at the Berkshire Independent Hospital,
Reading. A member of medical staff is contactable 24 hours a day, 7 days a week via an
emergency number provided in patient information and also by the Centre answerphone.
The unit has a robust Quality Management System (QMS) in place, an experienced quality
manager in post and has been ISO9001:2000 certified since 2004. There is an annual recertification assessment.
The PR is accredited with the General Medical Council (GMC) as both Consultant
Obstetrician & Gynaecologist and a sub-specialist in reproductive medicine. He is also the
designated consultant for the Centre. The PR has completed the HFEA PR entry programme.
The Centre was inspected in June 2008 as part of the licence renewal process, and only
minor improvements were found to be needed. The Centre’s licence was renewed until 31
December 2013 and includes: Storage of Embryos, sperm and eggs; In-vitro fertilisation;
Procurement and distribution of gametes and embryos; processing of gametes and embryos;
insemination; Intracytoplasmic sperm injection; treatment with donor gametes and embryos;
and pre-implantation genetic diagnosis.
There have been no significant changes in the Centre in terms of activity or patient
demographics since the last inspection.

1

This data is supplied to the HFEA by individual clinics who are responsible for its accuracy and for verifying it.
The data published by the HFEA is a snapshot of the state of the Register at a particular time. 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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Centre activities2 for the time period 1st January 2008 to 31st December 2008
In vitro fertilisation (IVF)
Intracytoplasmic sperm injection (ICSI)
Frozen embryo transfer (FET)
Donor insemination (DI)
Gamete intrafallopian transfer (GIFT)
Research
Storage gametes/embryos

544 cycles
395 cycles
290 cycles
130 cycles
NO
YES (R0111; R0143; R0149)
YES

2

This data is supplied to the HFEA by individual clinics who are responsible for its accuracy and for verifying it.
The data published by the HFEA is a snapshot of the state of the Register at a particular time. 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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Summary for Licence Committee
The Oxford Fertility Unit was established as a HFEA licensed clinic in 1992. The current
licence was granted on 1 January 2009 and will expire on 31 December 2013 and includes:
in-vitro fertilisation (IVF); intracytoplasmic sperm injection (ICSI); insemination; treatment with
donor gametes and embryos; processing of gametes and embryos; procurement and
distribution of gametes and embryos, storage of embryos, eggs and sperm; and preimplantation genetic screening. This report concerns a targeted interim inspection on 20 May
2009, which followed up on a renewal inspection in June 2008.
Between 1 January 2008 and 31 December 2008, the Centre reported 939 IVF and ICSI
treatment cycles, 290 frozen embryo transfers (FET) and 130 donor insemination (DI) cycles,
with no significant change in activity relative to 2007. The inspectorate have no concerns
regarding live birth rates for IVF/ICSI, FET or DI, which are generally comparable to national
averages, and above in some age groups; e.g. live birth rates after IVF and FET in patients
aged <35 years were significantly greater at 35.6% and 30.3%, respectively.
Sufficient numbers of appropriately qualified and competent staff are employed at the centre
and there is an organisational structure in place which defines accountability, responsibility
and reporting relationships. The PR is accredited with the General Medical Council (GMC) as
a Consultant Obstetrician & Gynaecologist and a sub-specialist in reproductive medicine. He
is also the designated consultant for the Centre. The unit has a robust Quality Management
System (QMS), an experienced quality manager and has been ISO9001:2000 certified since
2004.
The centre is located in the John Radcliffe Hospital, Oxford, but will move to new premises to
the east of Oxford in August 2009. The current premises are appropriate for the centre’s
activities and provide a clean, private, well maintained and functional environment for patients
and centre staff.
Review of patient records and consenting processes indicate that the patient consultations
ensure patients are well informed about their treatment and have opportunities to ask
questions of clinical staff before completing consent forms. Consent forms were all completed
appropriately. Patient information content was compliant with the regulatory requirements.
Clinical and laboratory practices, and other centre activities, were generally appropriate. The
Centre was seen to have responded to all recommendations made in the report from the
inspection in June 2008, albeit some breaches and non-compliances were noted at this
inspection, improvements being needed in the areas of:
• Welfare of the Child Assessment.
• Validation of key equipment and processes.
• The appropriate accreditation of the oestradiol assay service.
• One error noted in the recording of witnessing in patient records.
• One egg donor not being screened according to the recently introduced professional body
guidelines (Human Fertility, 11 (2008), 201 -210).
The inspection team recommend that progress in addressing these issues is made within the
timescales specified. They also recommend continuation of the Centre’s licence.
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Evaluations from the inspection
Topic
1. Organisation
2. Quality of the service
3. Premises and Equipment
4. Information
5. Laboratory and clinical processes

No
Improvements
required
X
X
X

Some
Improvement
required

Significant
Improvement
required

X
X

Breaches of the Act, Standard Licence Conditions or Code of Practice:
The table below sets out matters which the Inspection Team considers may constitute
breaches of the Act, Standard Licence Conditions and/or the Code of Practice, and their
recommended improvement actions and timescales. The weight to be attached to any breach
of the Act, Standard Licence Conditions or Code of Practice is a matter for the Licence
Committee;Breach
Review of 12 patient records indicated
problems with regard to Welfare of the
Child (WoC) assessment. In one set, the
consent to disclosure form was
incorrectly completed, while in 4 sets, the
section in the assessment form for
completion by clinical staff, was not
completed. The Centre should ensure
that WoC assessment forms and
consents to disclosure are completed as
required by Licence Condition A.12.4.

Action required
Time scale
The PR should ensure that Immediate
action
WoC assessments and required;
to
be
consents to disclosure are monitored against on
completed
next inspection

New
laboratory
procedures
and
equipment are validated but some
established equipment and long-standing
procedures are not. It is recognised that
the validation tools have only recently
been released and that the Centre is
preparing to relocate. It is however still a
breach of standard licence condition
A.11.11.
The Centre has an oestradiol assay
machine used for patient monitoring. At
the last inspection it was recommended
that the PR should review the
requirement for accreditation of this
service. On this inspection it was found
that the oestradiol assay service had not
been accredited. The PR questioned the
need to accredit the service and said that
the assay service may be discontinued

The PR should ensure that
validation
of
all
key
equipment and processes is
completed as soon as is
reasonably practical.
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Within 3 months of
the move to new
premises (ca. 30th
November). Progress
to be monitored at the
time of the next
inspection.

The PR should review the To be monitored at
requirement
for the time of the next
accreditation
of
the inspection.
oestradiol assay laboratory.
If it is concluded that the
laboratory should obtain
accreditation then the PR
should
be
able
to
demonstrate
significant
progress towards obtaining
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due to the move to new premises and accreditation at the time of
the service contracted out. The PR the next inspection.
questioned the need to implement this
inconvenient
and
expensive
arrangement, since the assay service is
governed completely by the centre’s
quality management system, which the
HFEA considers is compliant, all
operators are trained and experienced,
the machine is operated according to the
manufacturer’s
procedures,
and
appropriate
quality
controls
and
standards are included with all assays for
validation purposes. The PR considers
that
accreditation
is
unnecessary
because of these factors, and would also
be expensive and time consuming to
achieve. He considers the oestradiol
assay results to be as reliable as those
he could obtain from an accredited
laboratory, if not more so, since the
machine is entirely under the Centre’s
control.
One error of recording witnessing
signatures was noted in 4 sets of patient
records.
This is potentially noncompliant with Code of Practice, 7th
edition, Standards S.7.8.15 ‘These
checks shall be completed and recorded
at the time the clinical or laboratory
process/procedure takes place.’
Non-Compliances
Area for improvement
It was noted that one egg donor,
screened after the release of the new
professional body recommendations
regarding donor screening (Human
Fertility 11 (2008), 201 - 210), had not
been screened according to those
guidelines. No evidence of HTLV-1 and
HTLV-2 screening or consideration of the
risk of prion-related disease was seen.
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The PR should ensure that To be monitored on
all witnessing checks are next inspection
recorded at the time that
they are performed, to
comply with

Action required
The PR should review the
protocol for screening of
prospective donors after
consideration of the 2008
UK
donor
screening
guidelines,
to
ensure
compliance
with
HFEA
Code of Practice, Guidance
G.4.9.1. If the screening
procedure
is
changed,
patient information should
be updated to include all
screening tests. The reason

Time scale
31st July 2009;
To be monitored on
next inspection

Trim: 2008/000000346
Page 9 of 31

for
remaining
noncompliances
with
the
professional body guidance
should be documented.
Recommendations
Area of recommendation
The Clinical Inspector noted that annual
basic life support training had been
provided to staff as required, but that
relatively few clinical staff had received
advanced life support training. The
inspector noted that the Centre’s imminent
move to new premises would distance the
Centre from the emergency medical
support available from the John Radcliffe
Hospital at the current location.

Action suggested
The Clinical Inspector advises the PR to ensure
a suitable procedure and arrangements for the
care of medical emergency cases are developed
for the new premises. The PR should also
ensure that in resource planning for the new
premises, it is included that at all times of
activity, suitable numbers of trained staff are
available to provide appropriate care to
emergency cases before and, if necessary,
during transfer to hospital. This may require an
increase in the provision of advanced life support
training amongst the Centre’s clinical and
nursing staff, though this is for the PR to decide.

Changes/ improvements since last inspection
Changes and improvements related to recommendations and requirements in the report of
the renewal inspection in June 2008 are detailed within the report as they were targets on this
interim inspection
In addition:
1. The Centre plan to move to new premises from 24 August 2009, with licensed activities
starting around 30 September 2009.
2. The Centre has introduced blastocyst culture, transfer and vitrification and has further
developed its invitro maturation of oocytes programme.
3. A PGS service has been developed at the Centre and they recently carried out their
first case which resulted in an on-going pregnancy.
4. The Centre were recently awarded a service provision contract by the East of England
service purchasing consortium.

Additional licence conditions and actions taken by Centre since last inspection
PGS has been approved by a Licence Committee as a licensed activity on the Centre’s
licence.
No additional licence conditions have been imposed.
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Report of inspection findings
1. Organisation
Desired Outcome: The centre is well-organised and managed and complies with the
requirements of the HFE Act.
Summary of the findings from the inspection of the following areas of practice:
• Leadership and management
• Organisation of the centre
• Resource management
• Clinical governance
• Risk management
• Incident management
• Alert management
• Complaints management
• Contingency arrangements
• Establishment of third party agreements
• Meetings / dissemination of information
• Payment of licence/treatment fees
Findings on this interim inspection regarding regulatory issues at the renewal inspection in
June 2008
1) At the inspection in June 2008, the PR said that he had completed the PR entry
programme in June 2007. No record of this was present in the Centre files at HFEA. This has
been followed up with the PR and he has re-completed the PR entry programme and resubmitted it to HFEA.
Other findings on this interim inspection
This Centre had on the 31 March 2009 no invoices outstanding and the centre had taken on
average 29 days in the previous year to pay invoices according to HFEA Finance
Department. The lack of any current outstanding invoices beyond the 28 day payment period
indicates the Centre is currently compliant with Licence Condition A.13.3.
The Centre has recently appointed a designated IT Manager, a Business Manager and an
embryologist, and will be soon appointing another embryologist, due to concerns related to
staff resources associated with the move to new premises and the potential for a future
increase in activity level. This was considered to provide strong evidence of effective resource
management at the Centre.
Resource management was discussed with the PR and he outlined how these issues are
discussed weekly at management team meetings and six-monthly at the quality management
review meetings. Minutes for the last quality management review were provided to the
inspection team and discussion of resource management issues was clearly evidenced.
The complaints policy was on display in the patient waiting area and in consulting rooms. The
complaint log was examined and indicated that detailed investigation and corrective actions
were undertaken, when required. Learning from complaints is discussed shared at monthly
staff meetings. Complaints are discussed at weekly management team meetings and at the
SOP Number: RIF-11-A
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six monthly quality management system review.
All third party agreements were seen to be in place and are subjected to annual review.
No other findings were discussed as the centre was compliant in all other requirements in this
section at the last inspection in June 2008, as discussed below. These requirements were
therefore not focussed on in this targeted interim inspection and no observations on this
inspection suggested the Centre may not be compliant with these requirements.
Areas for improvement
None
Areas for consideration
There is an anticipated change to new premises by 1 September 2009, these being in a
renovated and refurbished building on the edge of Oxford. Drawings of the planned Centre
were provided and work was seen to be in progress during a site visit. The Centre wish to
transfer licensed activity to the new centre on or around 1 September 2009.
Executive recommendations for Licence Committee
None
Areas not covered
All areas covered either at the last renewal inspection in June 2008 and seen to be compliant,
or at this targeted interim inspection.
Evaluation
No improvements required.
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2. Quality of service
Desired Outcome: Patients receive a good standard of service, appropriate treatment
and are treated with courtesy and respect.
Summary of the findings from the inspection of the following areas of practice:
• Quality management system
• Quality policy
• Quality manual
• Quality objectives and plans
• Quality management review/evaluation
• Feedback
• Document control
• Live birth rates
Findings on this inspection regarding regulatory issues at the renewal inspection in June 2008
1) At the inspection in June 2008, comments from staff and observation of documents in the
quality manual, led to the PR being reminded of the need for annual review of documents
comprising the quality management system, as per Standard S.5.2.5.
In appendix C of the June 2008 inspection report the PR stated:
All laboratory SOPs are reviewed within the year. We have a document review plan for the year where
the month by which all documents must be reviewed is set. There are over 80 laboratory SOPs so
the comprehensive review of each SOP starts before this end date in order that they are all reviewed
within the year. This is quite a time consuming process as they need to be first reviewed by a Senior
Embryologist, then any corrections made by a member of the Quality Management team and finally
signed off by the Consultant Embryologist. There is not a problem with staff shortage, but the scientists
do need to fit this in around their normal clinical duties. The valid until date in the footer is the same
date as on the document review plan. It therefore does look as if some SOPs are reviewed outside the
12 months but this is never the case as can be seen if previous years SOPs review dates are examined.
We will now ensure that the valid unit date on the footer is never more than 12 months after the review
date. No breach of the code has occurred as the documents were within the 12 months of their last
review. (The point regarding not being short of staff has been acted upon in the report by the Lead
Inspector)
On this inspection:
The inspectorate reviewed documents in the quality manual and laboratory procedures and
observed that all documents were within review dates and that all had been subjected to
annual review. A spreadsheet of all centre document detailing review dates and responsible
authors was also observed which indicated document review was compliant with the
requirements of the HFEA Code of Practice, 7th edition.
Other findings on this inspection
Live birth rates in 2008: The Centre reported 939 IVF and ICSI treatment cycles, 290 frozen
embryo transfers (FET) and 130 donor insemination (DI) cycles. Figures for 2007 were 926,
376 and 137 cycles respectively. Thus activity has not changed significantly between 2007
and 2008. The Centre’s live birth rates for all IVF/ICSI treatment cycles in January 2005 –
December 2007 in the age groups 35 – 37 years, 38 – 39 years, 40 – 42 years and >42 years
were comparable to national averages, while the live birth rate in the <35 years age group
SOP Number: RIF-11-A
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was significantly above the national average at 35.6%.
Live birth rates for all FET cycles in January 2005 – December 2007 in the age groups 35 –
37 years, 40 – 42 years and >42 years were comparable to national averages, but the live
birth rate for FET in the <35 years and the 38 – 39 years age groups were significantly above
the national average at 30.3% and 24%, respectively.
Live birth rates for all DI treatment cycles in January 2005 – December 2007 in the age
groups <35 years, 35 – 37 years, 38 – 39 years, 40 – 42 years and >42 years were
comparable to national averages
The Centre performs frequent patient satisfaction surveys in targeted areas, dependent on
staff concerns and patient feedback. The inspectorate was provided with a copy of the current
patient satisfaction questionnaire related to implementation of the multiple birth minimisation
strategy. Patient satisfaction with a satellite service has also been recently assessed and the
results of this survey were also provided. Patient questionnaires are detailed and provide
good evidence of the Centre having a thoughtful and proactive approach to obtaining patient
feedback in areas of concern.
An audit plan was provided to the inspectorate. It detailed 60 audits between July 2008 and
June 2009, across many aspects of the Centre’s activities, as well as the reason for audit.
This indicated that audits were performed in response to incidents and complaints,
information from the patient questionnaires, HFEA reports, as well as focussing on key areas
of activities. The audit schedule was considered by the inspectorate to provide good evidence
of compliance in this area. Audit results were available from the quality management area of
the Centre’s server, and those requested were quickly found and printed by managerial staff.
A set of minutes from the last quality management system review in February 2009, covering
the 2008 year, were provided. These minutes were detailed and broad-ranging, covering the
mission statement and quality policy, a medical summary, key performance indicators
monitoring, incidents, audits, complaints, patient questionnaires, egg donation service,
discipline reviews (administration; nursing; laboratory; medical; quality management);
concerns for the future (administration; nursing; laboratory; medical; quality management);
staffing resources; finance; key objectives (achieved in 2008, setting for 2009); changes that
may affect the QMS; project development – the move to new premises; resources; review of
continuous improvement plans; staff competency assessment; issues outstanding; any other
business. The review was thought by the inspectorate to provide a comprehensive analysis of
the Centre’s activities and to provide robust evidence of the maintenance of an effective
quality management system.
No other findings were discussed as the centre was compliant in all other requirements in this
section at the last inspection in June 2008, as discussed below. These requirements were
therefore not focussed on in this targeted interim inspection and no observations on this
inspection suggested the Centre may not be compliant with these requirements.
Areas for improvement
None
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Areas for consideration
None
Executive recommendations for Licence Committee
None.
Areas not covered on this inspection
All areas covered either at the last renewal inspection in June 2008 and seen to be compliant,
or at this targeted interim inspection.
Evaluation
No improvements required.
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3. Premises and Equipment
Desired outcome: The premises and equipment are safe, secure and suitable for their
purpose.
Summary of the findings from the inspection of the following areas of practice:
• Premises
• Clinical facilities
• Counselling facilities
• Laboratory facilities
• Air quality
• Management of equipment and materials
• Storage facilities for gametes and embryos
• Staff facilities
• Storage of records
Findings on this inspection regarding regulatory issues at the renewal inspection in June 2008
1) At the renewal inspection in June 2008, observation related to security of the premises
were considered by the inspectorate to be potential breaches of Code of Practice, 7th edition,
Standard S.6.3.1 (‘The Centre shall have Documented Procedures for controlled access’) and
S.6.3.2 (‘The Centre shall provide a safe working environment for all staff.’). The inspectorate
recommended that the PR risk assess security within the Centre given the current practices
and implement control measures if risk assessment indicates them to be necessary.
In appendix C of the June 2008 inspection report the PR stated:
We take security in the unit very seriously. The last audit and risk assessment was done on 26/01/08
and was discussed with all members of staff at the Unit Meeting on 30/01/08.
On this inspection:
The PR informed the inspectorate that a risk assessment had been performed and that
regular audits of security are undertaken by a designated individual responsible for centre
security. Security audit summaries were observed by the inspectorate and detailed
assessments throughout the centre. When touring the Centre, all doors in vulnerable areas
were seen to be secured using key pad locks and no obvious hazards to security and patient
confidentiality were identified.
2) At the renewal inspection in June 2008, it was noted that two dewars used for sperm
samples were stored in the clinical area adjacent to the laboratory. These dewars are
equipped with low nitrogen alarms connected to the monitoring facility, however the clinical
area is not fitted with a low oxygen monitor. This situation has been risk assessed by the PR.
It has been assessed to be a minimal risk as the air circulation rate and room volume are
large enough to prevent a nitrogen spillage from lowering oxygen in the room to a dangerous
concentration.
On this inspection:
The same situation was observed but has been risk assessed by the centre and is not
considered a significant hazard. Furthermore, the Laboratory Director pointed out that the
Centre are soon to move to new premises which will have a dewar store large enough to
accommodate these two dewars in a monitored and secure environment.
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Other findings on this inspection
The Centre has appointed an IT Manager who is responsible for maintaining IT systems,
including their security, and will be coordinating the movement of IT systems to the new
premises. This manager will also be implementing an IT programme to allow digital
maintenance of patient records to allow the Centre to go ‘paperless’ at the new premises.
The Centre has also recently appointed a Business Manager who will co-ordinate the
development of the new Centre premises and the movement of activity to that new Centre.
Air quality in the laboratory was discussed with the Laboratory Director who confirmed that air
quality was still assessed in the same way as previously reported in June 2008. The
Laboratory Director noted that air quality in the critical work areas was always within HFEA air
quality requirements but that occasional monthly tests (particulates or microbial counts from
surface swabs, contact plates or air sampling) of laboratory background air marginally failed
to achieve grade D. This was not considered a surprise given the laboratory has no active air
purification system. When this occurs, the Laboratory Director assesses the results and
determines whether it is safe to continue work. It has always been safe to date as the air
quality in the critical work areas have achieved grade A, the gametes and embryos are not
openly exposed to background air in the laboratory, and the failures in background air quality
are marginal.
No other findings were discussed as the centre was compliant in all other requirements in this
section at the last inspection in June 2008, as discussed below. These requirements were
therefore not focussed on in this targeted interim inspection and no observations on this
inspection suggested the Centre may not be compliant with these requirements.
Areas for improvement
None
Areas for consideration
None
Executive recommendations for Licence Committee
None
Areas not covered on this inspection
All areas covered either at the last renewal inspection in June 2008 and seen to be compliant,
or at this targeted interim inspection.
Evaluation
No improvements required.
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4. Information
Desired outcome: Information is relevant, clear and up to date for patients and the
HFEA
Summary of the findings from the inspection of the following areas of practice:
• Information for service users
• Consent
• Welfare of the child
• Access to health records
• Provision of information to the HFEA register
Findings on this inspection regarding regulatory issues at the renewal inspection in June 2008
1) At the renewal inspection in June 2008, it was determined that a single person was
responsible for all data entry at the Centre on the HFEA electronic data interface (EDI). The
workload is significant and this had led to a substantial number of errors in the Centre’s EDI
entries. It was recommended that the Centre considered training other administrative staff in
EDI entry to spread the workload and to allow a more rapid resolution of the EDI errors.
On this inspection:
The PR reported that 3 members of staff are now fully trained on the EDI data entry system
and that the Centre considers they are up-to-date with data entry and error clearance. The
HFEA Registry liaison for the Centre reported that there are no concerns with the Centre’s
EDI data entry.
Other findings on this inspection
Patient information regarding PGS was found to be compliant when reviewed as part of the
Centre’s licence variation application to provide PGS as a licensed activity. Patient records
related to the recent case of PGS performed at the Centre were reviewed. The patient couple
signed to indicate that information related to PGS had been received. A signed consent to
the use of PGS in treatment was also present in the record. All other consents required by the
HFEA, as well as centre consents for a range of treatments, were found to have been
appropriately completed.
HFEA treatment consents were seen to be appropriately completed in patient records for 2
IVF cases, 2 IVF egg sharer cases and 1 egg donor case.
Staff taking patient consents are competency assessed on induction and provided with
training if needed, before being allowed to perform this activity. Consenting competency
assessment is repeated as required and specified in the quality manual.
Areas for improvement
1) At the renewal inspection in June 2008, review of 10 patient records indicated 3 sets of
records had problems with regard to Welfare of the Child (WoC) assessment. The PR was
required to ensure that WoC assessments and consents to disclosure are completed as
stated in their procedure and required by Licence Condition A.12.4.
On this inspection:
The PR said that after the report was provided to the Centre, a spot check of WoC
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assessment was performed. It found no discrepancies. WoC assessment was also discussed
in a team meeting and it was realised that the checking of WoC assessments was not as
consistent as it should be. All staff were reminded of the Centre’s WoC assessment
procedure and instructed to ensure WoC assessment was completed before treatment starts.
The PR said on inspection that he considers that the situation has improved. An audit report
for a check of WoC assessment in 20 sets of patient records in May 2009 was provided to the
inspectorate, which indicated no problems with the taking of WoC assessment and consent to
disclosure.
Review of 5 sets of patient records on the day of inspection and 6 sets the next day during a
research inspection, indicated that the WoC assessment form and consent to disclosure form
was not appropriately completed for some patients. It was seen in one set of records on the
day of inspection that Centre staff had not completed the section of the WoC form which
indicates they have considered the patients’ responses. In another record, the consent to
disclosure was signed but did not detail the person to whom disclosure was allowed. It was
again observed the next day in 3 sets of patient records, that the element of the WoC
assessment to be filled in by Centre staff was not completed.
The PR should ensure that WoC assessment and consent to disclosure forms are
appropriately completed in all cases, as stated in their procedure and required by Licence
Condition A.12.4.
Areas for consideration
None
Executive recommendations for Licence Committee
Licence Committee is asked to endorse the recommendation that the PR should ensure that
WoC assessment and consent to disclosure forms are appropriately completed in all cases,
as stated in their procedure and required by Licence Condition A.12.4.
Areas not covered on this inspection
All areas covered either at the last renewal inspection in June 2008 and seen to be compliant,
or at this targeted interim inspection.
Evaluation
One improvement is required.
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5. Clinical, laboratory and counselling practice
Desired outcome: Clinical, counselling and laboratory practices are suitable and are
provided by competent staff.
Summary of findings from inspection:
•
•
•

•
•

Staff training and competency
Clinical practice
o Screening of donors
o Three embryo transfer
Laboratory practice
o Procurement, distribution and receipt of gametes and embryos
o Traceability and coding
o Selection and validation of laboratory procedures
o Coding/ identification of samples
o Witnessing
Counselling practice
o Counselling audit
Storage of gametes and embryos

Full time equivalent staff
GMC registered doctors
NMC registered nurses
Non NMC registered clinical staff
HPC registered scientists
Scientists working towards registration
Laboratory support staff
Support staff (receptionists, record managers, quality and risk managers etc)
Counsellors

4
9.2
1
6.4
1
1.6
10.6
0.4

Findings on this inspection regarding regulatory issues at the renewal inspection in June 2008
1) At the renewal inspection in June 2008, it was noted that the Centre record nearly all the
equipment and consumables with which embryos and gametes come into contact which may
impact on safety and quality. However the scientific inspector noted that ICSI needle and
freeze straw traceability data is not retained. The Centre were required to review the
equipment, media and consumables about which they collect traceability data to ensure
compliance with standard licence conditions A.3.2 and A.10.30.
After the inspection, the inspectorate was informed by the Laboratory Director that this issue
would be dealt with.
On this inspection:
Traceability in the laboratory was discussed with the Laboratory Director who informed the
inspectorate that ICSI needles and embryo freeze straws have been added to the
consumables list for which the Centre maintained a log of traceability data. It was also
outlined that an automated batch records control system will be implemented when the
Centre transfer to new premises.
SOP Number: RIF-11-A
Version: 1

Trim: 2008/000000346
Page 20 of 31

2) At the renewal inspection in June 2008, the Centre had a transportation procedure which
did not comply with some aspects of Code of Practice, 7th edition, S.7.7. The PR was required
to update the transportation procedure to ensure compliance with all aspects of Code of
Practice, 7th edition, Standards S.7.7.
On this inspection:
The transportation protocol was reviewed and seen to fulfil all requirements detailed in the
HFEA Code of Practice, 7th edition. The Centre has performed 1 import and 1 export of sperm
and 1 import of embryos since the last inspection. All were performed by transfer notification
and supporting documents were available to evidence they had been performed in
compliance with Directions.
3) At the renewal inspection in June 2008, neither the SOPs for sperm and embryo storage
audit, nor the audit reports provided from December 2007, discussed the requirement to audit
stored samples and storage logs against the patient records, so that consent for storage of
each sample is confirmed and tallied with that recorded in computer and paper logs. This
increased the possibility that a sample could be stored beyond its consented storage period.
In appendix C of the June 2008 inspection report the PR stated:
The audits of sperm and embryos in storage are not checked against the notes due to the numbers
involved. There are currently 1217 patients with embryos and 908 patients with sperm in storage. As
each of these patients has a letter sent out annually it is more practical to check their storage consents
and record of stored material against the computer records at this time. Therefore the patient records
are being reviewed annually and there is no risk of breaching Standard S.7.8.11. This process is not in
the SOP for Audit as it is part of the SOP for Annual Storage Letters.
On this inspection:
Updated SOPs for embryo and sperm audit were provided and it was clearly specified within
them that patient notes and consents are to be checked annually when the ‘annual storage
letter’ is prepared and dispatched to the patients, to ensure patient consent for storage is in
place for the next year. These consent checks and the dispatch of the ‘annual storage letter’
are performed by a designated person on a monthly cycle.
4) At the renewal inspection in June 2008, three issues related to witnessing were noted two
of which are addressed here: a) The embryologists labelled patient samples with the patient’s
initial and surname and the date on which it was prepared, but not with a unique identifier; b)
The identification on the egg collection dish was not directly witnessed by another
embryologist or the nurse.
In appendix C of the June 2008 inspection report the PR stated:
The description of the witnessing process is only partially accurate. As you say, the nurse writes the
name of the current patient on the white board. Each time an egg is found the embryologist takes the
dish from the incubator and reads out the name written on it. The nurse looks at the whiteboard to
check it is the right patient and calls that name back to the embryologist to indicate that she has a. heard
the embryologist and b. confirming the name of the patient is correct. It is this latter part that is
missing from your report (this element has been added in the report – Lead Inspector). Thus double
witnessing is performed and is an active rather than passive means of witnessing, which is in line with
HFEA requirements. I appreciate it is slightly unconventional but we believe this is a more robust
system than having a second embryologist checking the name on each dish throughout the procedure.
In this situation they are likely to become bored and cease to concentrate and therefore more likely to
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miss an error as a result. You will be well aware that the Toft Report highlights the issues of
involuntary automaticity that can arise in such circumstances. In recognition that this is a little
unconventional we have recently performed an audit on the process and this was shown to your
inspector on the day. I have attached a copy for your attention. You will see that witnessing was part of
that audit. We initially audited this a year ago and because we felt the system was not robust then (was
more passive, with the nurse just shouting yes) changed it to the current system which seems to be
working well. A review of all witnessing procedures & a full risk assessment were performed by the
Safety Officer in November 2007. The witnessing at oocyte recovery is done in accordance with these
recommendations.
On this inspection:
All gamete and embryos in the laboratory are now labelled with the patients name and a
unique identifier so that witnessing can be performed according to HFEA requirements. The
witnessing at egg collection has not been modified but the potential breach of Code of
Practice Guidance G.13 is adequately justified by the risk assessment and audits of
witnessing performed, and the consideration given to the process of witnessing by the
Laboratory Director and staff. A recently revised laboratory witnessing procedure was
provided which was considered compliant by the scientific inspector since it detailed witness
checks at all stages required by the HFEA Code of Practice, 7th edition. The Laboratory in the
new premises to which the centre will be moving at the end of August, will be equipped with
an electronic witnessing system. Laboratory process mapping is also being performed and
this will include the witnessing system.
Other findings on this inspection
The inspectorate were provided with a copy of the Centre’s multiple births minimisation
strategy (MBMS), implemented in January 2009 and an on-going analysis of outcomes. The
PR said that blastocyst culture, transfer and vitrification have been implemented and are in
general clinical use. The MBMS was reviewed by the inspectorate and considered to be
appropriate, patient selection for elective single embryo transfer (eSET) being based on age
(34 years old or less) and laboratory results (2 or more blastocysts of at least grade 4Bb). A
log of non-compliances is maintained by the Laboratory Director.
The analysis of outcomes indicated that in fresh IVF cycles in 2008, the Centre’s clinical
pregnancy rate (CPR) was 32.5% in total and 37.9% in patients aged 34 and less, while the
multiple pregnancy rate (MPR) was 25.6% in total and 33.6% in those patients aged 34 or
less. Data for the first 3 months of the MBMS implementation indicate these figures to be for
CPR 34.4% and 48.2%, respectively, and for MPR 24.4% and 14.8%, respectively. The
summary indicates good compliance with the MBMS (71.4%; only 2 cases) and notes in
patients aged 34 or less, a >50% decrease in the MPR and a 5-fold increase in eSET, without
impact on the CPR. It also notes that the total MPR for the Centre has only fallen marginally
to 24.4% from 25.6% in 2008, and suggests that criteria for eSET may be widened after 6
months. If this occurs, the inspectorate consider the Centre’s quality management system,
which ensures close monitoring of their outcomes, will assist in their development of robust
and effective, evidence-based eSET criteria.
The 3 embryo transfer rate in 2007 was 8.15% in frozen embryo transfers and 3.26% in fresh
IVF-ICSI cases. Rates in 2008 were 4.1% and 1.7%, respectively, all in patients aged 40
years or more.
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The Centre recently performed their first case of pre-implantation genetic screening (PGS),
having varied their licence to include PGS in November 2008. This has resulted in a
pregnancy. The patient records for this case were reviewed. All consents were seen to be in
order and a WoC assessment had been performed. Information provision to the patient
couple regarding PGS was documented and had been signed for by the patient. Information
was provided well before consent was taken to perform PGS. All witnessing steps were also
seen to have been appropriately completed in the patient laboratory sheets.
A counselling audit was provided prior to this targeted interim inspection. Between April 2008
and April 2009 counselling was provided to 18 individuals and 19 couples for IVF/IUI/ICSI
treatment, and 24 individuals and 107 couples for donor recipient/sharing/providing.
Counselling referrals are by clinical staff in roughly half of cases, and directly by the patients
in the remainder.
The PR discussed the Centre’s oocyte in vitro maturation (IVM) programme. The PR noted
that their live birth rate after treatment with IVM oocytes was approximately 10% less than for
normal IVF treatment at the Centre, but because the Centre’s success rate for IVF was well
above the national average, the success rate for IVM treatment was actually comparable to
the UK national average for IVF treatment.
Summary of laboratory audit
The Centre provided audits of stored gametes and embryos, dated December 2007, to the
inspectorate at the last renewal inspection. These audits were considered robust and
compliant by the inspectorate, with the exception of the issue raised in areas for improvement
at the time. This specific issue was addressed on this inspection, as discussed above. The
Centre are required to audit stored gametes and embryos every two years. The audit
performed in December 2007 indicates compliance with this requirement.
Summary of spot check of stored material
Not performed on this targeted interim inspection as no embryo storage issues had been
detected.
Areas for improvement
1) At the renewal inspection in June 2008, the Centre informed the inspectorate that all new
processes and equipment introduced within the laboratory have been validated, but that longstanding critical laboratory processes have not been validated. This was a breach of standard
licence condition A.11.11 and Code of Practice, 7th edition, Standards S.7.8.3. The Clinical
Laboratory Director was aware of the need for validation but was waiting for the publication of
professional body guidelines. It was recommended that the Centre identifies critical
procedures and prepares a prioritised plan for their validation.
In appendix C of the June 2008 inspection report the PR stated:
The report is correct in that we are waiting for guidelines for complete validation of laboratory
processes. However we would like it noted that all new processes and new equipment which are used
within the laboratory are validated (this point has been acted upon in the report by the Lead Inspector).
Critical equipment, such as incubators are rigorously monitored and regularly serviced. We have
already prioritized the critical processes and equipment which require validation and for those where
verification is appropriate this is being done. This documentation was available at the time of the
inspection.
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On this inspection:
The issue of validation was discussed with the Laboratory Director, who informed the
inspectorate that all new equipment and processes introduced in the last year have been
validated. The late release of the Association of Clinical Embryologists (ACE)/HFEA validation
tools has however meant that validation of established key equipment and procedures has
not yet been completed. These validations are in progress, and the more detailed ACE
validation mechanisms are being used, which require more time to complete. The Laboratory
Director said that the user requirement specification documentation was being used for all
new equipment required at the Centre and at the new premises, and that subsequent
validation of equipment when installed at the new premises had been included in the contract
with the supplier. Thus while the Centre are still not compliant with standard licence condition
A.11.11, they have taken substantial steps to ensure compliance within a reasonable time
frame given the Centre’s move to new premises.
2) At the renewal inspection in June 2008, the Centre were seen to have an oestradiol assay
machine in the andrology laboratory which is used to provide an oestradiol assay service for
patient monitoring. The machine was serviced regularly under a maintenance contract. The
Code of Practice, 7th edition, Standard S.7.8.2, states that if the Centre has laboratories or
contracts third party laboratories or practitioners to undertake the diagnosis and investigation
of patients, patient partners or donors, or their gametes, embryos or any material removed
from them, these laboratories shall obtain suitable accreditation. The pathology disciplines
involved in diagnosis and investigation include clinical biochemistry (S.7.8.2). The PR was
required to review the requirement for accreditation of the oestradiol assay laboratory. If it
was concluded that the laboratory should obtain accreditation then the PR was expected to
be able to demonstrate significant progress towards obtaining accreditation at the time of the
next inspection.
On this inspection:
The oestradiol assay machine is still used however the PR said it could be dispensed with
after the move to new premises. The oestradiol assay service would then be performed by an
external, accredited, contractor. The PR questioned the need to implement this more
expensive and inconvenient arrangement.
The PR acted on the recommendation of the June 2008 report that he should review the
requirement for accreditation of the oestradiol assay service; he found that it did not require
accreditation. He considered that the oestradiol assay service is governed completely by the
centre’s quality management system, which the HFEA (and ISO) considers is compliant, all
operators are trained and experienced, the machine is operated according to the
manufacturer’s procedures, and appropriate quality controls and standards are included with
all assays for validation purposes. The PR considered, and still considers, that accreditation is
unnecessary because of these factors and would be expensive and time consuming to
achieve. If required to stop providing the oestradiol assay service using the machine in the
andrology laboratory, he is prepared to do so, but he wishes to continue using it because he
considers that the results it produces are as reliable as those he could obtain from an
accredited laboratory, if not more so, since the machine is entirely under the Centre’s control.
The Centre is potentially non-compliant with Standard S.7.8.2, however the inspectorate note
the PR’s points regarding the requirement for accreditation in this case.
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3) At the renewal inspection in June 2008, three omissions of witnessing signature were
noted in five sets of patient records. The PR was required to ensure review of witnessing
procedures to attain compliance with witnessing guidelines, as detailed in the Code of
Practice, 7th edition, Guidance G.13, or to document justification for any remaining noncompliances.
On this inspection:
Witnessing was reviewed in patient records from the Centre’s first PGS case, an ICSI case,
and from 2 IVF cases. Witnessing was seen to have been performed at all required stages in
the PGS and ICSI cases, and one IVF case, and to have been appropriately documented in
the patients’ ‘laboratory sheets, with the operator and witness’s signatures being recorded
with a procedure time and date. In the other IVF case, all required witnessing steps had been
completed except for one step for one patient (a significant tube-tube transfer during a sperm
preparation), in which only one signature was present. The PR should ensure that all
witnessing steps are appropriately documented in patient records, to attain compliance with
witnessing guidelines, as detailed in the Code of Practice, 7th edition, Guidance G.13.
Areas for consideration
In the pre-inspection questionnaire, the PR omitted to say that donors were screened for
chlamydia and gonorrhoea. This was checked on inspection with the PR and by review of
donor records. The Centre do screen donors for these conditions according to the PR and
this was confirmed by review of screening in 3 sets of egg donor records. It was noted that
one patient was screened after the release in December 2008 of the new professional body
recommendations regarding donor screening (Human Fertility 11 (2008), 201 - 210), but the
screening was not compliant in that there was no evidence of HTLV-1 and HTLV-2 screening
or consideration of the risk of prion-related disease. The PR should review the protocol for
screening of prospective donors after consideration of the 2008 UK donor screening
guidelines, to ensure compliance with HFEA Code of Practice, Guidance G.4.9.1. If the
screening procedure is changed, patient information should be updated to include all of the
screening tests carried out. The rationale for any remaining non-compliance with this
professional body guidance and thus with G.4.9.1 should be documented.
The Clinical Inspector noted that basic life support training had been provided to staff as
required, but that relatively few staff had received advanced life support training. The
inspector noted that the Centre’s imminent move to new premises would distance the Centre
from the emergency medical support available from the John Radcliffe Hospital at the current
location. The inspector advises the PR to ensure a suitable procedure for the care of medical
emergencies is developed for use at the new premises. In planning for licensed activity at the
new premises, the PR is also advised to ensure that suitably trained staff are available to
provide care for medical emergencies before and, if necessary, during transfer to hospital.
Executive recommendations for Licence Committee
That the Licence Committee require the PR to ensure validation of the Centre’s key
equipment and process is performed and completed as soon as is practical, to comply with
standard licence condition A.11.11.
That the Licence Committee consider the PR’s comments regarding the issue of the
oestradiol assay service and its accreditation, as appears to be required by Code of Practice,
7th edition, Standards S.7.8.2.
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That the Licence Committee require the PR to ensure that all witnessing steps are
appropriately documented in patient records, to attain compliance with witnessing guidelines,
as detailed in the Code of Practice, 7th edition, Guidance G.13.
That the Licence Committee require the PR to review the procedure for screening of
prospective donors after consideration of the 2008 UK donor screening guidelines (Human
Fertility 11 (2008), 201 – 210), to ensure compliance with HFEA Code of Practice, Guidance
G.4.9.1. If the screening procedure is changed, patient information should be updated to
include all screening tests. The rationale for any remaining non-compliance with professional
body guidance should be documented.
Areas not covered on this inspection
All areas covered either at the last renewal inspection in June 2008 and seen to be compliant,
or at this targeted interim inspection.
Evaluation
Four improvements required.
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Name
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Designation

Scientific Inspector, HFEA

Date

30th May 2009

Appendix A: Centre staff interviewed
PR, Laboratory Director, Nursing Manager, Quality Manager

Appendix B: Licence history for previous 3 years

Licence
L0035/12/a

L0035/10/a
L0035/9/d
L0035/9/c
L0035/9/b
L0035/9/a

Status
Active
Expired
Replaced by New Version
Replaced by New Version
Replaced by New Version
Replaced by New Version
Replaced by New Version
Replaced by New Version

Type
Treatment with Storage
Treatment with Storage
Treatment with Storage
Treatment with Storage
Treatment with Storage
Treatment with Storage
Treatment with Storage
Treatment with Storage

Start
01/01/2009
13/11/2008
05/07/2007
01/11/2005
27/06/2005
16/12/2004
24/02/2004
01/01/2003

Expiry
31/12/2013
31/12/2008
31/12/2008
31/12/2008
31/12/2005
31/12/2005
31/12/2005
31/12/2005

L0035/12/a
No Conditions or Recommendations on Licence.
Licence Committee Minutes
11 September 2008: Oxford Fertility Centre (0035), Licence Renewal
1.
The papers for this item were presented by Chris O’Toole, Head of Research
Regulation. Dr O’Toole informed the Committee that this private centre was first licensed by
the HFEA in 1992. It provides a range of licensed treatment to both self-funded and NHS
patients.
2.
Dr O’Toole reported that the renewal inspection visit took place on 25 June 2008. The
inspection identified a number of areas for improvement, as listed at pages 7 to 12 of the
inspection report.
3.
The Committee noted that the inspection identified the following areas for
improvement:
• Some documents were not being reviewed on an annual basis
• some doors at the centre were not kept locked, falling short of the requirement for
controlling access
• the centre appears not to be following its procedures for Welfare of the Child
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•
•
•
•
•
•

assessments
ICSI needle and freeze straw traceability data is not retained
Long-standing procedures are not validated
the ostradiol assay machine requires to be accredited
the centre’s procedures for transporting samples require revision
witnessing procedures are not compliant with Code of Practice guidelines

4.
Dr O’Toole drew the Committee’s attention to the response to the inspection report by
the Person Responsible, appended at pages 32 to 33 of the report. Dr O’Toole informed the
Committee that the Person Responsible claims to have submitted his Person Responsible
Entry Programme (PREP) assessment. The Executive has no record of this having been
received and furthermore the PREP does not appear to have been assessed.
5.
The Committee noted the inspection report and endorsed the recommendations and
timescales suggested by the inspectorate. The Committee agreed that it was satisfied that the
Person Responsible has previously submitted a PREP assessment but asked that the Person
Responsible resubmit it in order that it can be evaluated. This would enable the HFEA to
uphold a consistent approach on this issue across all centres.
6.

The Committee decided to renew the centre’s licence for a period of 5 years.

Licence Committee Meeting: 13 September 2007
1. The papers for this item were presented by Wil Lenton, HFEA Inspector. Mr Lenton
informed the Committee that this centre treats a mixture of NHS and self-funded patients and
carries out about 1,200 cycles per year. It has been ISO accredited since 2004 and has an
experienced Person Responsible. The centre’s risk assessment score stands at 11%, in the
low range.
2. Mr Lenton drew the Committee’s attention to the finding on page 8 of the inspection report,
that centre staff had not been conducting contemporaneous double witnessing when
transferring fertilised eggs during fertilisation checks. The inspection team had reminded the
Person Responsible that this constituted a breach of Directions D2004/4 and this had been
acknowledged.
3. The Committee noted the breach and reminded the centre to comply with HFEA
witnessing requirements, which are now stated at G.13 of the 7th edition of the Code of
Practice.
4. Mr Lenton informed the Committee that one of the findings from a survey of patient
questionnaires was that patients did not feel that the counselling service was well publicised
to patients undergoing second or subsequent cycles. The Committee agreed that it would be
useful for the centre to consider ways of addressing this point, particularly as patients at later
stages of treatment could be faced with different problems to patients beginning treatment.
5. Mr Lenton reviewed the recommendations made to the centre, listed on page 8 of the
report, these were: that a risk assessment is carried out in relation to lack of alarms in semen
production rooms, that the centre’s oestradiol assay process be accredited before the next
inspection and that the centre assesses the continued use of one of its laminar-flow work
stations.
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6. The Committee endorsed the recommendations made by the inspection team and agreed
that they would expect to see them all actioned in the time suggested in the report. They
agreed that the centre’s licence should continue with no additional conditions.
Licence Committee Meeting: 2 May 2007
1. The papers for this item were presented by Wil Lenton, HFEA Inspector. Mr Lenton
informed the Committee that the centre’s risk rating, reflecting the degree of compliance with
EUTD requirements, was 8%, in the low range.
2. Mr Lenton informed the Committee that this centre has already achieved ISO accreditation
and will be moving to new premises at the end of this year.
3. The Committee noted that the centre is working towards full compliance with the
requirements of the EUTD and that progress will be assessed at the next inspection visit to
the centre.
4. The Committee agreed to vary the centre’s licence pursuant to the Human Fertilisation and
Embryology Act 1990, as amended by the Human Fertilisation and Embryology (Quality and
Safety) Regulations 2007.
L0035/9/d-c
No Conditions or Recommendations on Licence
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Appendix C: Response of the Person Responsible to the report
Centre Number

0035

Name of PR

Mr Enda McVeigh

Date of Inspection 20th May 2009
Date of Response 15th July 2009
Please state any comments regarding the inspection and actions you have taken or are
planning to take following the inspection with time scales
The inspection was carried out professionally and fairly. The inspection report states that ‘improvement
are necessary in the following areas’
1. Welfare of the Child Assessment.
2.Validation of key equipment and processes.
3.The appropriate accreditation of the oestradiol assay service
4.One error noted in the recording of witnessing in patient
records.
5.One egg donor not being screened according to the recently
introduced professional body guidelines (Human Fertility, 11
(2008), 201 -210).
My response to these are:
1. The Welfare of the Child assessments and consents form complication has again been
highlighted to all staff. An internal audit of the consent forms and specifically consent to
disclosure will be carried out in 3 and 6 months time.
2. We like all other units undergoing a continuous validation of procedure and equipment. As
mentioned in the report it has only been recently that the validation tools for some of the
laboratory has been available. We are moving to new premise on 1st October 2009 and by end
of November 2009 we expected to have all validation completed.
3. Accreditation of the oestradiol assay service I would argue is in place. This service is provided
by the Oxford Fertility Unit by a piece of equipment that is annual validated and serviced with
the overall service falling under our quality management system which is ISO9001 accredited.
Out sourcing of this service which is the alternative I would argue would leave us with an
inferior and potential less controlled service
4. The error noted in patient record is being correct. Staff have been informed again of necessity
for recording of witnessing and this will be subject to an internal audit in 3 months time
5. Regarding the screening of donors for HTLV-1 and 2. Patient information will be changed
showing compliance with professional bodies and screening for both virus will take place
immediately
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2. Correction of factual inaccuracies
Please let us know of any factual corrections that you believe need to be made (NB we will
make any alterations to the report where there are factual inaccuracies. Any other comments
about the inspection report will be appended to the report).
The are not factual correction required

SOP Number: RIF-11-A
Version: 1

Trim: 2008/000000346
Page 31 of 31

