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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
The Leicester Fertility Centre has held an uninterrupted active HFEA licence since 1997;
no additional conditions have been attached to its treatment and storage licence.
The centre is a self contained facility based at the University Hospitals of Leicester NHS
Trust (UHLT) and provides a range of fertility services to both NHS and privately funded
patients. Fertility services are provided under contract on behalf of two strategic health
authorities, four primary care trusts as well as privately funded patients. Eligibility criteria
for patients vary between commissioning authorities although the centre has common
standard operating procedures for all patients.
The facility comprises: a waiting and reception area; a fully equipped theatre; consulting
and treatment rooms; counselling room; embryology and andrology laboratories, cryo
storage room, sperm production rooms and staff facilities.
Activities of the Centre:
Type of treatment
In Vitro Fertilisation (IVF)
Intra Cytoplasmic Sperm Injection (ICSI)
Intra Uterine Insemination (IUI)
Donor insemination (DI)

Number of treatment cycles
for the period 2008
228
174
257
71
or Not applicable (N/A)

Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos
Research

N/A

*These data were extracted from the HFEA register for the period 2008. 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.
Updated actions since the centre was inspected
•

The PR has submitted a detailed action plan that shows that documented competency
assessments will commence in May 2010;

•

The PR has provided evidence that a master validation plan is in place and validation
of critical equipment and processing procedures have commenced as per action plan
and timetable;

•

The PR has submitted an action plan and accreditation schedule developed with the
Trust’s pathology governance team. It should be noted that the Microbiology/ Blood
Sciences/ Transfusion Medicine/cytogenetic/immunology laboratories are accredited;

•

The PR has provided evidence that the transport conditions for gametes and embryos
will be addressed as part of the validation process.
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Summary for licensing decision:
In considering overall compliance, the inspectorate considers that it has 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 and has discharged her duty under section 17 of the HF&E Act
1990 (as amended). The Person Responsible (PR) at the centre is a Consultant
Embryologist, has completed the HFEA PR Entry Programme (November 2007). The
PR has responded to the recommendations from the last inspection in March 2008
and has achieved compliance in all areas.

•

On inspection the premises appeared suitable for licensable activity;

•

On inspection the practices appeared largely suitable for licensable activity;

•

The centre has submitted appropriately completed documentation in support of the
application for renewal of its licence and has met the requirements of paragraph 16 of
General Direction 0008;

•

The centre has paid the required application fee on time to the HFEA in accordance
with requirements.

Recommendation to the Executive Licensing Panel:
The inspectorate considers that, overall there is sufficient information available to
recommend the renewal of this centre’s licence for a period of 4 years without additional
conditions.
The inspectorate wishes to make particular note of the following:
•

The PR and staff have developed and implemented a comprehensive quality
management system that encompasses detailed quality objectives, quality indicators
and detailed standard operating procedures. The audit schedule is comprehensive,
rigorously implemented and cross referenced with its ISO quality management
programme. Audit outcomes are discussed by the whole team at regular meetings
and corrective action implemented, documented and evaluated. Changes in practice
as a result of audit outcome were seen in a number of areas of scientific and clinical
practice.

•

From the evidence provided at the time of inspection the staff have achieved a high
level of compliance with the requirements for documenting contemporaneous double
witnessing of laboratory and clinical procedures. Monthly audit and constant review of
staff performance and documentation of corrective actions is carried out
comprehensively.

•

The centre has an active sperm recruitment programme for the local area, including
advertising in local sports and leisure facilities. From the evidence provided at
inspection the process for screening, information giving and consent taking is clear,
well devised and implemented so as to fulfil all aspects of regulatory compliance.
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•

The PR works with the Trusts’ Clinical Governance team to carry out an independent
root cause analysis (RCA) as it was felt that this would enhance the way incidents are
managed in the centre and improve the skills of the centre staff. The use of an
independent team to carry out an independent investigation is above the requirements
of compliance.
The Executive Licensing Panel is asked to note that the major non compliances listed
below had already been identified by the PR prior to inspection and had been
acknowledged in the pre inspection self assessment questionnaire (SAQ) submitted
prior to inspection. The PR provided documented evidence of action plans and rolling
programmes for carrying out all corrective actions.
The inspectorate recommends that the Executive Licensing Panel requires that the
Person Responsible complies with the following recommendations for the four major
non compliances list below within the prescribed timeframes set out in the inspection
report.
There were no critical non compliances identified at this inspection.
There were four major non compliances identified at this inspection:
•

Staff interviewed could not provide evidence of the evaluation of their competencies
being carried out at appropriate intervals and the results documented as required by
Licence Condition T12. The PR should ensure that the competency of the
personnel at the centre is evaluated at appropriate intervals and the results
documented as described in the action plan and timetable. The PR should provide
quarterly reports to the inspector on the progress of the action plan.

•

Not all critical procurement, processing and storage procedures have been
validated (Licence Condition T72). The PR should ensure that all critical equipment
(technical devices) and critical processing procedures have been validated as
described in their action plan and timetable. The PR should provide quarterly
reports to the inspector on the progress of validation until the action plan is
complete.

•

The centre has a third party agreement with a courier company for the transporting
of gametes and embryos. This third party agreement does not define the transport
conditions nor has the requirement for their maintenance been documented.
(Licence Condition T107) The PR should ensure that all transport conditions, such
as temperature and time limit are defined and maintained during distribution.

•

The laboratory that the centre uses for some diagnostic evaluation is not CPA (UK)
accredited as required by Licence Conditions T21 and T52. The PR must ensure
that diagnostic laboratory tests are carried out by a qualified laboratory, which has
suitable accreditation (for example by CPA (UK) Ltd or another body accrediting to
an equivalent standard.
The PR has provided evidence of addressing all the recommendations and her
response can be found from page 37 onwards.
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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

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should
include the following areas
•
Witnessing

•

Areas of concern – The analysis of the centre’s self assessment questionnaire and
the information the centre has submitted to the HFEA e.g. staff changes and the
treatment cycles carried out at the centre, have identified that the following areas
needed to be looked at during the inspection visit to this centre.
•
There were no areas of concern identified prior to the on site inspection

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)
The PR and staff provided verbal and written evidence that before any woman is provided
with any treatment services account is taken of any child born as a result of treatment by
the staff at the centre. (Licence Condition T58) The PR provided a detailed standard
operating procedure describing how each patient and their partner are approached about
possible welfare of the child issues at the first consultation prior to treatment. If staff have
any concerns they will bring them to the monthly management meeting for further
discussion. (Licence Condition T33b). Welfare of the child assessments and the
requirement to complete a questionnaire are first discussed at the information evening
held for patients and partners before any treatment is considered.
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During interview staff described how they can access further information about the patient
and their partners from the general practitioner, social services or other support services
including referral to the full time onsite counsellor if thought beneficial.
The counsellor is available for both staff and patients/partners to discuss or further explore
any issues that may be raised when considering the welfare of any child born as a result of
treatment.
Staff at the centre have access to the UHLT ethics – infertility sub committee for
discussion and advice in contentious or vexing situations.
The centre provides a small number of surrogacy treatments: evidence of welfare of the
child assessments were seen for both the commissioning couple and the surrogate and
partner (Licence ConditionT56)
Every month a sample of patient records are randomly selected and audited by clinic staff
for the presence and completeness of HFEA welfare of the child questionnaires.
At the time of the inspection the HFEA operational audit team reviewed eight sets of
patient records: all welfare of the child questionnaires were seen to be present, complete
and signed as required. (Patient records audited include: one sperm donor file;
four couples/civil partnerships using their own gametes; two married couples using donor
sperm and one married couple using donor sperm.)
Witnessing and assuring patient and donor identification (Guidance Note 18)
The centre has a comprehensive documented standard operating procedure for the
process to be followed for witnessing and assuring patient and donor identification. The
standard operating procedure identifies where patient/donor identification and all the
critical points of the clinical and laboratory processes require double checking. (Licence
Condition T33b)
Prior to treatment at the assessment stage of the treatment pathway patients/partners and
donors are identified using passport or driving licence photographs along with signatures
recorded in patient/donor records. Nursing staff described how this information is cross
checked as part of the witnessing process between patient and patient record during the
treatment process.
During the scientific/laboratory process double witnessing is carried out by two members
of staff when the procedure is done and a record is kept in the patients/donor records
which include all of the requirements of Licence Condition T71
The centre has established a quality indicator requiring that the level of witnessing should
be 100% and all signatures should be contemporaneous with the procedure (Licence
Condition T35) All quality indicators are described in detail in the document: Leicester
Fertility Centre – Quality Indicators in the quality management system.
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The PR provided documented evidence that monthly audits of witnessing practice by
laboratory and clinical staff are carried out and the results presented to the monthly
management meetings. Evidence of these discussions was seen documented in meeting
agendas and minutes. A review of the monthly audits showed that there had been no
omissions or non conformities relating to witnessing over the last year. The monthly
witnessing audit is also used to assess the competency of staff in witnessing. (Licence
Condition T15a)
Donor recruitment, assessment and screening (Guidance Note 11)
The centre has a comprehensive documented standard operating procedure for the
process to be followed for donor recruitment, assessment and screening. (Licence
Condition T33b). Staff at the centre have established quality indicators that span donor
recruitment, assessment and screening. (Licence Condition 35) A series of
comprehensive checklists for the process were seen to mirror the requirements of the
Code of Practice (8th Ed) and relevant Directions.
Information provided to donors includes: Information for sperm donor’s booklet – the
booklet contains all relevant information for sperm donors required by section 11.24 (a – o)
of the Code of Practice. (8th Ed) All donors undertake mandatory counselling where the
information leaflet is explained and further detailed questions answered or more
information provided. Donors are asked to sign a Consent to becoming an identifiable
gamete/embryo donor prior to donation to confirm they have been provided with written
information about becoming an identifiable donor; have had an appointment with a
counsellor; have been given the opportunity to ask questions; understand that they can
withdraw consent at any time and information about the legal parenthood of any child born
as a result of their donation. An audit of donor records showed all consents to be
complete.
Staff at the centre have developed a Consent Form & Screening Checklist for Donors that
itemises all the requirements for screening: an audit of four sperm donor and two egg
donor records showed all checklists to be complete. Staff carry out a rolling audit of the
checklists and donation does not go ahead unless the checklist is complete. (Licence
Conditions T52a & T55)
Reimbursement of donors (Guidance Note 13)
The PR provided evidence that any payments made to donors are restricted to expenses
incurred in the UK and that any compensation for loss of earnings is within regulatory
restrictions. (Directions 0001). The centre maintains a record of all reimbursements
including: the amount of actual expenses and/or lost earnings; the value of
reimbursements; the value of any compensation for lost earnings and where appropriate
receipts for claims. (Directions 0001)
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What the centre does well.
Witnessing (Guidance Note 18)
From the evidence provided at the time of inspection the staff have achieved a very high
level of compliance with the requirements for documenting contemporaneous double
witnessing of laboratory and clinical procedures. Monthly audit and constant review of
staff performance and documentation of corrective actions is comprehensively carried out.
Donor recruitment, assessment and screening (Guidance Note 11)
The centre has an active sperm recruitment programme for the local area, including
advertising in local sports and leisure facilities. From the evidence provided at inspection
the process for screening, information giving and consent taking is clear, well devised so
as to fulfil all aspects of regulatory compliance.
What they could do better.
Competency assessments:
Staff were able to describe in some detail the importance of considering the welfare of any
child born as a result of treatment and the processes they follow. They were not able to
provide documented evidence of regular evaluation of their competencies. (Licence
Condition T15(a))
At the time of inspection the PR was aware of this non compliance, had completed the pre
inspection self assessment questionnaire accordingly and provided documented evidence
of an action plan and rolling programme for carrying out regularly competency
assessments of staff.
The PR should ensure that the competency of the personnel at the centre is evaluated at
appropriate intervals and the results documented as described in the action plan and
timetable. (Licence Condition T12)
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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
Traceability (Guidance Note 19)
Staff at the centre provided a comprehensive documented standard operating procedure
for the process to be followed for the traceability of: patients/donors, gametes/embryos,
equipment, media and consumables. (Licence Condition T99)
Evidence was provided that all containers (dishes, vials, ampoules, tubes etc) used at all
stages of the procurement, processing and storage process are labelled with the
patients/donors full name and further identifier (Licence Condition T101)
Data on traceability was seen to be recorded and kept for the required length of time
(Licence Condition T103) on the centres commercial software programme. (IDEAS) This
ensures that relevant data relating to anything coming into contact (including equipment)
with gametes or embryos is traceable and can be easily identified from the software
programme. (Licence Conditions T22 & T99)
Staff at the centre have established quality indicators relevant to traceability and have
recently conducted an audit of ten randomly selected patient records (2010) (Licence
Condition T36) The inspectorate were provided with documented evidence that the audit
had been discussed at a management meeting; no discrepancies were found and no
corrective actions were required.
Intra-cytoplasmic sperm injection (ICSI) (Guidance Note 21)
Staff at the centre provided a comprehensive documented standard operating procedure
to be followed when carrying out ICSI (Licence Condition T33b)
Evidence was provided to show that staff at the centre carry out quarterly audits of ICSI for
each practitioner and the results documented. (Licence Condition T36) Each ICSI
practitioner keeps a record of their own individual practice that is reviewed quarterly and
reported to management meetings. Indicators were seen to include: implantation rates;
clinical pregnancy rates; biochemical pregnancy rates; fertilisation rates; cleavage rates
and damage rates. (Licence Condition T35)
What the centre does well.
N/A
What they could do better.
ICSI (Guidance Note 21)
The procedure for ICSI has not been validated (Licence Condition T72)
At the time of inspection the PR was aware of this non compliance and had completed the
pre inspection self assessment questionnaire accordingly and provided documented
evidence of an action plan and rolling programme for carrying out validation on all
equipment and procedures.
The PR should ensure that the ICSI process is validated and outcomes documented.
(Licence Condition T24)
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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
Staff (Guidance Note 2)
The PR at the centre is a Consultant Embryologist, has completed the HFEA PR Entry
Programme (Licence Condition T8) and has discharged the responsibilities described in
Licence Condition T9. The centre does have a registered medical practitioner/medical
director to advise on and oversee medical practice (Licence Condition T16)
The PR provided an organisational chart that detailed accountability and reporting
relationships within the centre, the Women’s and Perinatal Service Directorate and the
overall management structure of the Leicester Royal Infirmary. (Licence Condition T11) A
review of meeting minutes (monthly management; bi monthly clinical; and monthly finance
meetings) and discussions with staff provided evidence that there is good communication
between staff and that each member of staff has adequate supervision and professional
line management.
Staff training folders provided evidence of basic, initial and ongoing training for the staff.
Although staff turn over at the centre is very low evidence was provided to show that there
is a hospital and local induction programme for all new members of staff. There is also a
mandatory training programme run by the UHLT which every staff member must and do
attend.
A mixture of staff (clinical/scientific and counselling) was able to provide evidence of
training and appropriate continued professional development in their training folders. All
staff, where appropriate, was seen to be registered in accordance with the relevant
professional and/or statutory bodies. (Licence Condition T14) A number of the nurses have
completed or are in the process of completing recognised scanning courses; certificates of
achievement are displayed in the main patient corridor.
Since the last inspection the centre has begun to open for treatments at the weekends
which has had an impact on staff workload. The PR has worked with the UHLT Clinical
Governance directorate to carry out work force planning and has risk assessed the
number of staff by actual and projected increase in activity.
The results of the risk assessment showed that there appears to be sufficient staff for
present activity but any increase in activity as described in the centres business plan
would need to be further resourced.
It appeared at the time of inspection that personnel in the centre are available in sufficient
number for the present activity and work load and are qualified and competent for the
tasks they perform (Licence Condition T12)
What the centre does well.
N/A
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What they could do better.
Staff interviewed could not provide evidence that an evaluation of their competencies had
been carried out at appropriate intervals and the results documented as described in the
action plan and timetable.
At the time of inspection the PR was aware of this non compliance, had completed the pre
inspection self assessment questionnaire accordingly and provided an action plan and
timetable for the introduction of documented competency assessments to begin in spring
2010.
The PR should ensure that the competency of the personnel at the centre is evaluated at
appropriate intervals and the results documented as described in the action plan and
timetable. (Licence Condition T12 )
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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)
The PR has reported a small number of adverse incidents to the HFEA including three
diagnoses of Ovarian Hyper-Stimulation Syndrome (OHSS) since the last inspection. All
reporting has been done in a complete and timely manner in compliance with Licence
Conditions T118, T120, T121 and Direction 0011.
Evidence was provided to the inspectorate that the centre has established and
implemented a documented standard operating procedure to report, investigate, register
and report information about adverse incidents. (Licence Condition T118)
Requirements for adverse incident reporting were also seen detailed in a third party
agreement with a courier/transport company used regularly by the centre. (Licence
Condition T117 f)
A review of the minutes from team and management meetings at the centre showed that
incidents had been discussed in some detail and corrective actions planned and
implemented.
The PR provided sufficient evidence to demonstrate compliance with the requirements the
management of adverse incidents.
Complaints (Guidance Note 28)
The centre has, and adheres to, a complaints procedure. There is a designated nominated
member of staff identified as a first point of contact to deal with complaints (guidance
28.4). The centre participates in the University Hospitals of Leicester NHS Trust
complaints process. Complaints, Listening, Acting, Improving. If a complaint can’t be
resolved informally it will be escalated through to the complaints office and Chief Executive
of the Trust for investigation and resolution. (guidance 28.6)
A complaints information poster/notice is displayed in the main waiting area and leaflets
are available in the main corridor of the centre detailing the complaints procedure and who
to contact. Staff at the centre maintain a log of all complaints and their resolution.
A review of complaints and any remedial actions are reviewed as part of the quality
management system and documented in meeting minutes.
What the centre does well.
In a recent incident the PR asked the Trusts’ Clinical Governance team to carry out an
independent root cause analysis (RCA) as it was felt that this would enhance the way
incidents are managed in the centre and improve the skills of the centre staff. The Clinical
Governance team interviewed staff members; mapped the incident and provided a full
report which has been submitted to the HFEA. The use of an independent team to carry
out an independent investigation is above the requirements of compliance.
What they could do better.
N/A
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2.

Patient Experience

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

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should
include the following areas
• Information about the cost of treatment (costed treatment plans)

•

Areas of concern – The analysis of the centre’s self assessment questionnaire and
the information the centre has submitted to the HFEA e.g. staff changes and the
treatment cycles carried out at the centre, have identified that the following areas
needed to be looked during the inspection visit to this centre.
• The number of cycles that failed to reach embryo transfer (abandoned cycles)

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)
The centre has developed and implemented eligibility criteria for treatment based on
clinical/scientific standards and professional guidance. Each commissioning body (Primary
Care Trust PCT) has their own funding eligibility criteria that the centre follows.
The PR provided evidence that all patients/partners and donors are provided with
treatment carried out in licensed premises by staff trained and competent to perform their
jobs. All patients/partners and donors are provided with treatment using the same
standard operating procedures, follow the same patient pathways and are treated by the
same members of staff. The centre provides all patients/partners with an information
leaflet NHS funding for assisted conception treatment – a guide for patients that details
very clearly types of treatment funded and who is eligible for NHS funded treatment.
Patient/partner and donor literature is primarily available in English but on each
leaflet/material here is a list of all the languages that are readily available from the Trust
and details of how to access them. A translation service is also readily available from the
Trust.
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What the centre does well.
N/A
What they could do better.
N/A
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
Confidentiality and privacy (Guidance Note 30)
It appeared on inspection that patients/partners and donors are provided care and
treatment within licensed premises that provides for their privacy, dignity and comfort. All
treatment, scanning, consultation and counselling rooms appeared to be suitable for the
purpose for which they are used including confidential discussions and personal physical
examination and treatment.
The PR provided a comprehensive standard operating procedure describing how
information is kept confidential and how access is controlled to health data and records.
This standard operating procedure also includes the requirement of reporting any
breaches in confidentiality to the HFEA via the incident reporting system. (Licence
Condition T43)
Patient/partner and donor records are held in locked cabinets in the main reception/
administration area which is staffed at all times when the centre is open. Out of hours the
administration staff described how the individual cabinets are locked, the reception area is
locked and the main centre doors are also locked. (HFE Act 33A)
All secretarial support is provided on the premises so no patient records need to be moved
off site. All computer terminals in the centre are password protected to prevent
unauthorised access. (Licence Condition T45)
What the centre does well.
N/A
What they could do better.
N/A
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Give prospective and current patients and donors sufficient, accessible and up-todate information to enable them to make informed decisions (Principle 5).
Evidence of how the centre demonstrates compliance with this principle
Counselling (Guidance Note 3)
The counsellor provided a comprehensive documented standard operating procedure for
the process to be followed for the provision of counselling. (Licence Condition T33b)
The counsellor and staff at the centre provided evidence that all patients/partners and
donors are offered counselling prior to providing consent to treatment or donation.
Counselling of donors is mandatory and evidence of the offer and uptake is recorded in the
donor’s records. (Schedule 3 HFE Act)
The counselling service is introduced at the information evening attend by patients and
their partners before treatment begins. Counselling is offered at the first consultation and
the offer reiterated throughout the treatment process. Contact details and promotional
materials are also available for patients and partners in the waiting area. The counsellor
can be contacted via a referral from centre staff or a telephone number is available for self
referral if the patient prefers.
The centre employs a full time, suitably qualified counsellor who is also a qualified nurse
and has worked at the Leicester Fertility Centre for twenty one years. She holds a
recognised counselling qualification: is a member of the British Association for Counselling
and Psychotherapy and provided evidence of professional supervision and continued
professional development. (Licence Condition T12)
A second, sessional, counsellor is also available to patients/partners and donors for
counselling sessions. The two counsellors provide approximately 900-1000 sessions each
year. An audit of counselling provided to patients/partners and donors described the
number of counselling sessions; source of referral; cancellations; primary reason for
referral/type of counselling required and patient information provided. Client evaluation
questionnaires have a return rate of 75% and are appraised every six months.(Licence
Condition T36)
Staff at the centre can, where appropriate, refer patients/partner or donors for more
specialised counselling: genetic counselling is provided by counsellors at the Department
of Clinical Genetics at the Leicester Royal Infirmary, patients storing material pre oncology
treatment can be referred to the Oncology Counselling service also at the Leicester Royal
Infirmary. (3.10, 2.26)
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Information provided to patients prior to consent. (Guidance Note 4)
The PR provided twenty three patient information leaflets prior to inspection, many of
which are easily available on the centres website. Leaflets were available in the main
waiting area and distributed by staff when required.
Notice boards and information racks in the waiting/reception area provided information for
patients/partners and donors including: the centres HFEA licence to carry out licensable
activity (Licence Condition T5), information and photographs of staff, ISO 9001:2008
Quality Management System Certification, certificates of staff achievement and
qualification, the centres complaints process, the availability of the counselling service and
a number of other support organisations.
Patients and partners are invited to an open information evening before their first
consultation. During the evening they are provided with presentations from staff including
the clinicians, nurses, embryologist and the counsellor. They are given the opportunity to
ask questions or discuss any topic of concern and provided with supporting written
information which they are asked to read before their first consultation.
At the first clinical consultation much of this information is reiterated and patients/partners
are encouraged to discuss any concerns etc. The cost of treatment is discussed with
private patients at the time of their gynaecology outpatient appointment and a personalised
costed treatment plan discussed and provided at the time of their first consultation at the
centre. (guidance 4.3)
The second consultation is with a nurse who will take written consent from the
patients/partners and any further questions or concerns addressed. It was observed that
patient records contained checklists that included the requirements for providing
information and requires that the patients/partners acknowledge that they had received
sufficient information on which they can provide effective consent.
All patient information leaflets are assessed by the patient reader panel as part of the
UHLT Patient Information Group and are offered in number of languages relevant to the
local population. Patient questionnaire are used to assess the feedback from
patients/partners and donors about the quality of information given to them. Audits are
carried out, against quality indicators, of patient records to check that there is a record of
all information provided and are consistent with the consent forms signed. (Licence
Conditions T35 & T36)
What the centre does well.
N/A
What they could do better.
N/A
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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 to treatment, storage, donation and disclosure of information
(Guidance Note 5)
The PR provided evidence that written consent is obtained from patients/partners and
donors before any form of treatment or donation is provided (Licence Condition T57) as
described in a comprehensive documented standard operating procedure for the process
to be followed when obtaining consent (Licence Condition T33b)
The identity of patients and partners is checked by staff and cross checked with
documentation at the beginning of each consultation prior to obtaining consent and at each
step of the treatment process.
The PR has established quality indicators relevant to consent procedures (Licence
Condition T35) requiring that 100% of all patients should have the appropriate consent
form signed correctly prior to treatment or procedures commencing. The indicator includes
that consent should not be taken on the day of treatment.
Staff at the centre carry out a monthly audit of ten sets of patient records to assess the
accuracy of consent taking and that consent forms are in place at least 24 hours before
treatment begins.
Meeting minutes were seen to document that the results of the audit are presented at
monthly management meetings and any requirement for corrective actions carried out.
The cumulative data from the monthly audit programme is analysed annually as part of an
annual management review.
An audit carried out by the inspectorate of eight sets of patient records randomly selected
from the centre’s records storage cabinets found that all eight records contained the
correct consents forms for the treatment to be provided, signed and correctly filled in.
Documented consent for the disclosure of information was present in all files.
What the centre does well.
N/A
What they could do better.
N/A
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Live Birth Rates
Relative success rates from the HFEA held register data January 1st 2006 to December 31st
2009 show:
The centres success rates are in line with national averages with the following exceptions:
IVF and ICSI in the under 35 group which is significantly below the national average.
The PR is aware of this and presented the inspectorate with action plans to address it.
Please see PR comment on page 42.
Multiple Births
Evidence of how the centre improves its live birth rates &reduces the number of multiple births
Multiple Births (Guidance Note 7)
The PR has complied with HFEA Directions 0003 fully. A Multiple Birth Minimisation Strategy
(MBMS) was submitted to the HFEA by the date required and includes all requirements in
Directions 0003. At the time of inspection the PR provided audit evidence to show that the
centre’s multiple birth rate is 6% which is below the target set by Directions 0003.
(corroborated by HFEA data)
The MBMS, standard operating procedure and outcomes have been audited and a report
presented to the inspectorate prior to the onsite inspection. As part of the MBMS the criteria
for single embryo transfer is comprehensive and has been developed from recently published
professional guidance: Elective Single Embryo Transfer – guidance for practice: British Fertility
Society and Association of Clinical Embryologists.
The centre keeps a detailed and complete log of women receiving double embryo transfers:
the log indicates the reasons for variation from the single embryo transfer policy and
outcomes. (Directions 0003)
NB
It should be noted that two of the centres Primary Care Trusts (PCT) commissioners have
implemented a single embryo transfer policy for all patients irrespective of age, clinical
indications or previous successful or failed treatment cycles. The centre’s patient information
leaflet Guide to Single Embryo Transfer describes in some detail the criteria for single embryo
transfer by commissioning authority in order that patients/partners fully understand the
centre’s commitment to the reduction of multiple births and the commissioning authority’s
requirements. Information provided by the PR showed that this commissioning policy has had
a noteworthy impact on their live birth rates in the older age groups. The centre has
implemented a blastocyst transfer programme and will continue to monitor outcomes.
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Abandoned cycles: an abandoned cycle is defined to be any fresh, stimulated treatment cycle using
the patient’s own eggs that failed to reach embryo transfer.
It was noted at the time of inspection that that the centre has reported a relatively high number
of treatment cycles abandoned before egg collection. An HFEA comparison with the assisted
reproductive treatment sector in the UK conformed that the abandoned cycle rate is higher
than the national average.
At the time of inspection the PR was aware of this concern and had carried out a detailed audit
of the issue and had begun to put in place corrective actions. The PR provided evidence that
cycles have been abandoned due to a number of issues including stringent monitoring and
abandonment of the cycle if the patient is at risk of ovarian hyper stimulation syndrome
(OHSS). At the time of inspection the centres OHSS rate is less than 1%.
Resources for theatre sessions are provided by the Trust twice a week (Monday and
Wednesday) for egg collection, an analysis of the centres abandoned cycle rate showed that
with present treatment protocols it appears that a further theatre session is required for egg
collection in order to reduce the number of cycles abandoned due to lack of operating theatre
time. The PR should consider accessing a further operating theatre session in order to
provide clinically suitable access for all patients.
Please see PR comment on Page 42.
What the centre does well
N/A
What the centre could better
N/A
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3.

Protection of embryos

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

•

Areas of concern – The analysis of the centre’s self assessment questionnaire and
the information the centre has submitted to the HFEA e.g. staff changes and the
treatment cycles carried out at the centre, have identified that the following areas
needed to be looked during the inspection visit to this centre,
•
Validation of critical procurement and processing procedures
•
Definition of critical transport conditions.

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 of gametes and embryos (Guidance Note 15)
The PR provided comprehensive documented standard operating procedures for the
process to be followed when carrying out critical procedures: these include sperm
preparation, IVF and witnessing (Licence Condition T33b).
Using the recently published Association of Clinical Embryologists (ACE) documentation
staff at the centre have developed a validation action plan for the validation of critical
procedures and equipment and an analysis of equipment requirements has already been
completed. Validation of In Vitro Fertilisation (IVF) and Intra Cytoplasmic Sperm Injection
(ICSI) processes has already started.
Quality indicators relevant to procurement and processing have been developed and are
audited each month. Outcomes and any corrective actions are discussed and documented
at management meetings. Indicators include: oocytes recovery, instances of OHSS,
clinical and biochemical pregnancy rates and ectopic pregnancy rates. Staff are assessed
by peers and line managers for adherence to standard operating procedures. An audit of
one of the centres laboratory standard operating procedures (ICSI stripping) demonstrated
changes made as a result of the audit. Results of all audits and the discussions at
management meetings were seen documented in meeting minutes. (Licence Condition
T35)
Quality objectives relevant to IVF have been developed and are audited each month.
Outcomes and any corrective actions are discussed and documented at clinical and
management meetings. Indicators include: implantation rates, clinical pregnancy rates,
blastocyst pregnancy rates, fertilisation rates, cleavage rates and multiple birth rate.
(Licence Condition T35)
These audits are part of the centres annual International Organisation for Standardisation
(ISO) standards process and were provided by the centre as part of its evidence
supporting compliance.
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The centre has a standard operating procedure that details the circumstances,
responsibilities and procedures for the release of stored material prior to distribution
(Licence Condition T33b). It was observed in the donor sperm protocols that prior to
release a record is made that samples are suitable for release and subsequent use. (HFE
Act Schedule 3a)
The centre does not have its own transport shippers and has a third party agreement with
a courier company who provide transport containers and centre protocols detail the
preparation and packaging requirements (Licence Condition T108).
A comprehensive standard operating procedure describes a recall procedure and the
handling of returned material including a description of the responsibilities and actions to
be taken. (HFE Act Schedule 3a)
The inspector audited the documentation for the transportation of a sperm sample to
another licensed centre. All documentation and processes appear compliant with
regulatory requirements.
Storage of gametes and embryos (Guidance Note 17)
The PR provided comprehensive documented standard operating procedures for the
storage of gametes and embryos. (Licence Condition T33b).
Quality indicators relevant to the storage of gametes and embryos have been developed
implemented, documented and audited. Outcomes and any corrective actions discussed at
management meetings.
The quality indicators include: all relevant consents correct and in date; all gametes stored
with the statutory storage period. A complete audit of all stored gametes and embryos is
carried out every two years and the contents of the dewars checked against storage and
patient records. The patient records and standard operating procedures are audited every
year as part of the ISO 9001 programme.
Prior to storage the providers of gametes and embryos are screened for HIV 1 & 2 and
Hepatitis B & C as described in the centres detailed protocol. An audit of eight patient
records demonstrated compliance with requirements. (HFE Act Schedule 3)
Patients are written to twelve and six months before the expiry of their consent to storage
of gametes and embryos as part of the “bring forward” system. This ensures advance
notice of the end of the statutory storage period for gametes and embryos in storage.
The centre’s most recent audit (2009) demonstrated that all material currently in storage is
within the limit of the statutory storage period (HFE Act 14(1)c)
All practitioners carrying out the processing and storing of gametes and embryos have
been accredited by the Association of Clinical Embryologists (ACE) as part of their training
and competency assessment

Version: Final
Trim: 2010/000003733

22

Surrogacy (Guidance Note 14)
Staff at the centre have provided treatment in surrogacy arrangements. All gamete
providers have been registered and treated as donors with full donor screening carried out
results of which were seen documented in the relevant patient records. (Directions 0003
and Licence Condition T52)
In a last minute change in treatment plan the latest treatment resulted in a number of
embryos being cryo preserved and stored. These embryos were not put into quarantine.
Patients providing gametes in surrogacy arrangements must be registered as donors and
therefore: be screened as donors and be subject to all other requirements applicable to
donors. (HFE Act 1990 as amended)
The PR should evaluate the HFEA and current professional guidance as to the
requirement for the quarantining of embryos prior to their use in surrogate treatment.
Please see PR comment on page 42
What the centre does well.
The standard operating procedures dealing with procuring, processing, transportation and
storage of gametes and embryos are very comprehensive and are regularly audited as
part of the centres ISO 9001 and quality management system.
What they could do better.
Validation.
Not all critical procurement, processing and storage procedures have been validated
(Licence Condition T72)
At the time of inspection the PR was aware of this non compliance, had completed the pre
inspection self assessment questionnaire accordingly and provided evidence of a detailed
action plan for all critical procurement and processing procedures to be validated.
The PR should ensure that all critical equipment (technical devices) and critical processing
procedures have been validated as described in the action plan and timetable. The PR
should provide quarterly reports to the inspector on the progress of validation until the
action plan is complete.
Critical transport conditions.
The centre has a third party agreement with a courier company for the transporting of
gametes and embryos. This third party agreement does not define the critical transport
conditions nor has the requirement for their maintenance been documented.
The PR should ensure that all critical transport conditions, such as temperature and time
limit are defined and maintained during distribution (HFE Act Schedule 3a(11)
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Competency assessments
Not all relevant staff could provide documented evidence of the assessment of their
competence in procurement and/or processing procedures. (Licence Condition T15a)
At the time of inspection the PR was aware of this non compliance, had completed the pre
inspection self assessment questionnaire accordingly and provided an action plan and
timetable for the introduction of documented competency assessments to begin in spring
2010.
The PR should ensure that the competency of the personnel at the centre is evaluated at
appropriate intervals and the results documented as described in the action plan and
timetable. (Licence Condition T12)
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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
Quality Management System (Guidance Note 23)
The PR has implemented a computer based quality management system that reflects the
quality improvement requirements of the HFEA Code of Practice (8th Ed) (Licence
Condition T32) As part of the system there is a clearly articulated quality manual along
with training and reference manuals that were seen to be readily accessible by all
members of staff. (Licence Condition T33) Within the quality manual there are standard
operating procedures covering all aspects of the centres licensable activity. The quality
policy is displayed in the main corridor of the centre
A comprehensive index of the documents was provided prior to inspection and were
reviewed as part of this inspection.
The PR is the appointed quality manager for the centre and provided for inspection
established quality indicators for the centre’s licensable activities including indicators for:
consent; provision of information; witnessing; gamete and embryo storage; Intracytoplasmic sperm injection (ICSI); procurement and processing of gametes; OHSS;
traceability; confidentiality; submission of data to the HFEA; record keeping; adverse
incidents; welfare of the child assessment; selection and recruitment of donors; and
counselling. (Licence ConditionT35)
A documented audit schedule showed that licensed activities are audited for compliance
with standard operating procedures and quality indicators. It was seen in meeting minutes
that audit results, discrepancies and corrective actions are discussed in management and
team meetings and any required action plans implemented. A full review of the quality
management system is carried out in an annual management review in which all staff
participate.
The centre participates in the International Organisation for Standardisation ISO
9001:2008 Quality Management System Certification. No non conformities were identified
in the 2009 inspection and report and included the comment: all staff are extremely
proactive in identifying and implementing improvements to the service and facilities.
Premises and facilities (Guidance Note 23)
All activities are carried out on licensed premises and all premises are located in the same
building and are supervised by the PR (Licence Condition T1) It was seen on inspection
that an in-date, active licence is displayed at the licensed premises in a position where it
can be read by persons receiving treatment (Licence Condition T2) Staff at the centre
provided documented (on the intranet H drive and a paper record sheet) evidence of
regular cleaning and disinfection of the premises. (Licence Condition T26)
The centre has facilities for reception, clinical (including operating theatre) and counselling
activity, laboratory work, storage of confidential records, storing gametes and embryos and
ultrasound scanning. (guidance 25.8)
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Staff at the centre provided documented evidence that the processing of gametes and
embryos takes place in an environment of Grade A air quality with a background
environment of a Grade D air quality. (Licence Condition T20) Particle monitoring is carried
out annually in the critical processing area (flow hoods) as required by manufacturer’s
maintenance specifications and every three months in the laboratory (background):
bacterial counts/monitoring is carried out every month.
On previous inspection it was recommended that the PR risk assess the size of the cryo
store room as it may have been too cramped for staff to work in safely and comfortably.
The centres cryostore has been expanded providing more space and easier access to
storage tanks.
The clinical facilities provide for privacy and comfort of all patients, donors and those
providing sperm samples. The centre has access to emergency back up facilities via the
hospital emergency services team. (25.11). Counselling facilities provide quiet and
comfortable surroundings for private, confidential and uninterrupted sessions. (25.12)
Equipment and materials (Guidance Note 26)
At the time of inspection staff at the centre provided documented evidence of regular
cleaning and disinfection of equipment, the maintenance and regular inspection of
equipment in accordance with manufacturers instructions and that all equipment that effect
critical processing or storage parameters are subject to monitoring, alerts and alarms.
(Licence Condition T23, T24 and T26) The centre has an on call rota for response to alerts
or alarms including, dewars and incubator alarms, out of opening hours.
What the centre does well.
The PR has put in place a wide ranging quality management system. The PR provided
detailed evidence of audit outcome, discussion and corrective actions.
The PR and staff have developed and implemented a comprehensive quality management
system that that encompasses detailed quality objectives and quality indicators. The audit
schedule is comprehensive, rigorously implemented and cross referenced with their ISO
quality management. Audit outcomes are discussed by the whole team at regular meetings
and corrective action implemented, documented and evaluated. Changes in practice as a
result of audit outcome were seen in a number of areas of scientific and clinical practice.
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What they could do better.
Clinical Pathology Accreditation (UK) Ltd
The centre uses the University of Leicester Hospital Trust (ULHT) laboratory for some
diagnostic tests for patients but not for any of the andrology diagnostics.
Specialist sections of this laboratory (haematology and biochemistry) lost its CPA (UK) Ltd
accreditation in May 2009. Since losing accreditation the laboratory has been progressing
with their improvement plan to undertake a reassessment in August 2010. The PR and the
head of the laboratory have carried out a risk assessment of any clinical impact on fertility
services and provided a detailed action plan towards the laboratory’s reassessment.
The PR must ensure that diagnostic laboratory tests are carried out by a qualified
laboratory, which has suitable accreditation (for example by CPA (UK) Ltd or another body
accredited to an equivalent standard (Licence Condition T21 and T51)
The PR should keep the inspectorate informed of progress in the diagnostic laboratory regaining CPA accreditation.
Validation of equipment and materials (Guidance Note 26)
Some but not all critical equipment and processes have been validated (Licence Condition
T72) At the time of inspection the PR was aware of this non compliance, had completed
the pre inspection self assessment questionnaire accordingly and provided an action plan
and timetable for all critical equipment and processes to be validated. The PR should
ensure that all critical equipment (technical devices) and critical processing procedures
have been validated as described in the action plan and timetable
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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

•

Areas of concern – The analysis of the centre’s self assessment questionnaire and
the information the centre has submitted to the HFEA e.g. staff changes and the
treatment cycles carried out at the centre, have identified that the following areas
needed to be looked during the inspection visit to this centre.
•
There were no areas of concern identified prior to the inspection.

Maintain accurate records and information about all licensed activities (Principle 10).
Evidence of how the centre demonstrates compliance with this principle
Record keeping and document control (Guidance Note 31)
The PR has developed a standard operating procedure to be followed when submitting
data to the HFEA in compliance with the requirements of Directions 0005. (Licence
Condition T33b) The centre does use the HFEA’s Electronic Data Interchange (EDI) to
submit the required information to the HFEA. (Direction 0005)
Quality indicators for record keeping have been established and activity audited against
standard operating procedures. A comparison is made as part of the audit of submitted
HFEA forms and actual activity and audit error reports produced. The HFEA quality
assurance officer confirmed that any errors in submission are discussed with centre staff
and corrected promptly. Reported non conformities are monitored and discussed at
management meetings.
All patient/partner and donor records seen at the time of inspection were seen to be clear,
legible, very well organised and complete. Each record reviewed was seen to include:
patient/donor first name, surname, date of birth, age and sex. Details of how the
patient/donor had been identified (passport/driving licence): the treatment provided; a
medical history; welfare of the child assessment; relevant documented consents and
clinical and laboratory data and the results of tests carried out. (Licence Condition T46)
The centre’s traceability standard operating procedure detailed that records are
maintained for a minimum of 30 years after clinical use. (Licence Condition T48) Records
are appropriately archived separately in the main UHLT records department/storage in line
with the requirements of Licence Conditions T43 andT45
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Operational Audit Summary
To determine whether all licensed treatments are reported to the Authority as required by
Directions 0005 the HFEA operational auditors reviewed a sample of treatments recorded
on the centre’s IDEAS IT system as having been undertaken between 01/02/09 and
31/01/10 against data held on the HFEA statutory register.
Of the 110 IVF and 72 DI treatment in the audit sample, the reporting of 1 (circa 1%) IVF
treatment and of 3 (circa 4%) DI treatments were outstanding at the inspection date.
Of the 177 sample treatments that had been notified to the Authority, 17 (circa 6%) of the
109 IVF treatments and 67 (circa 99%) of the 72 DI treatments were notified to the
Authority in excess of the 5 working days requirement in Direction 0005.
Through the audit process the PR had already independently identified problems in the
reporting of donor insemination treatments and timely reporting prior to the inspection date
and indicated they were implementing a process change that should address the system
weaknesses found in this area.
To ascertain the quality of the data submitted by the centre for inclusion on the statutory
register, 81 sets of assorted form data submitted to the Authority between 01/02/10 and
31/01/10 were reviewed. Data included on the register was reviewed against source
documentation held on site (i.e. principally patient and donor records). 11 (14%) sets of
form data contained error or omission.
None of the errors/omissions were in critical fields and none were indicative of significant
systemic or systematic error/omission.
What the centre does well.
N/A
What they could do better.
N/A
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 information as required by the application process prior to inspection.
All members of staff cooperated fully with the inspection team and all further information
requested at the time of and post inspection was provided in a timely manner.
The PR has responded fully with the recommendations from previous inspections with no
outstanding issues.
What they could do better.
N/A
What the centre does well.
N/A
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5.
Changes / improvements since the last inspection on 4th March
2008
No major changes to the centre facilities or staff resources since the last inspection
Area for improvement
For the year up to February
2008 the average time taken
to pay HFEA invoices was 74
days. The HFEA Finance
department noted prior to the
inspection that there is an
invoice in dispute with the
centre.
A.16.3 (CoP 8th Ed)

Action required

Action taken as evidenced
during this inspection
The PR should resolve the The dispute has been
dispute with the Finance resolved and all HFEA
department of the HFEA
invoices have been paid on
time.

It was observed by the
inspection team that a
laboratory fire door was
wedged open for a period of
time at the time of inspection.
This represents a hazard to
the safety of the staff and
service users.
S.6.3.2 (CoP 7th Ed)

Staff must follow the available
University
Hospitals
of
Leicester NHS Trust Health
and Safety policies and
procedures

At the time of inspection it
was noted that staff follow the
University
Hospitals
of
Leicester NHS Trust Health
and Safety policies and
procedures.

During the inspection the
inspector
noticed
that
conversations
at
normal
volume could be heard
between the counselling
room and the adjacent
treatment room. This could
result in breaches in patient
confidentiality if counselling
sessions can be over heard.
S.6.3.5 & S.7.2.1 (CoP 7th
Ed)

A risk assessment should be
carried out on the specified
areas on the potential for
breaches in confidentiality
and remedial action taken.

One of the information
leaflets observed by the
inspection team noted that
“payment” was offered for
sperm donation.”
S.7.6.6b (7th Ed)

The PR should withdraw the
information leaflet
immediately and remove the
offer of “payment” from the
information leaflets and
amend to reflect a
reimbursement of expenses
for sperm donation

The PR and counsellor at the
centre conducted a risk
assessment of the
counselling room within a
week of the previous
inspection. The counselling
room has been moved to
another part of the centre and
provides quiet and
comfortable surroundings for
private, confidential and
uninterrupted sessions and is
compliant with the
requirements of CoP 25.12
(8th Ed)
The wording in the patient
information literature has
been changed to reflect the
reimbursement of expenses
and
is
compliant
with
requirements of CoP 11.24
(8th Ed)
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Assessment of compliance with statutory requirements
This page summaries the assessment of the extent to which the centre has complied with
the Act, licence conditions and Directions.
Fully Compliant = the centre has met the statutory requirement
Not compliant = the centre has not met the statutory requirement
“X” in the assessment box denotes that compliance with the Licence Condition was not
assessed during this inspection
“N/A” in the assessment box denotes that compliance with the Licence Condition is not
applicable to this centre
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Licence
Condition

Licensing

T1
T2
T3
T4
T5
T6
T7

Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant

T8
T9
T10

Fully Compliant
Fully Compliant
Fully Compliant

T11
T12
T13
T14
T15
T16

Fully Compliant
Not fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Facilities / Premises
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Not fully Compliant
Equipment and Materials
Fully Compliant
Fully Compliant
Not fully compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Quality Management
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Records and Information
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant

T17
T18
T19
T20
T21
T22
T23
T24
T25
T26
T27
T28
T29
T30
T31
T32
T33
T34
T35
T36
T37
T38
T39
T40
T41
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Person Responsible

Personnel
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Fully Compliant
Data protection and Confidentiality
T43
Fully Compliant
T44
Fully Compliant
T45
Fully Compliant
Patient Records
T46
Fully Compliant
T47
Fully Compliant
T48
Fully Compliant
Patient Selection Criteria and Laboratory Tests
T49
Fully Compliant
T50
Fully Compliant
T51
Not fully compliant
Donor Selection Criteria and Laboratory Tests
T52
Fully Compliant
T53
Not fully compliant
T54
Fully Compliant
T55
Fully Compliant
Welfare of the Child, Provision of Information, Counselling and Consent
T56
Fully Compliant
T57
Fully Compliant
T58
Fully Compliant
T59
Fully Compliant
T60
Fully Compliant
T61
Fully Compliant
T62
Fully Compliant
T63
Fully Compliant
T64
Fully Compliant
T65
Fully Compliant
Procurement of Gametes and Embryos
T66
Fully Compliant
T67
Fully Compliant
T68
Fully Compliant
T69
Fully Compliant
T70
Fully Compliant
Processing and Use of Gametes and Embryos
T71
Fully Compliant
T72
Not Compliant
T73
Fully Compliant
T74
Fully Compliant
Storage of Gametes and Embryos
T75
Fully Compliant
T76
Fully Compliant
T77
Fully Compliant
T78
Fully Compliant
T79
Fully Compliant
T80
Fully Compliant
T81
Fully Compliant
T82
Fully Compliant
T83
Fully Compliant
T42
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T84
T85

x

T86
T87
T88
T89
T90
T91

n/a
n/a
n/a
n/a
n/a
n/a

T92
T93
T94
T96
T97
T98

n/a
n/a
n/a
n/a
n/a
n/a

Embryo Testing

Use of Embryos in Training Staff

Traceability and Coding
T99
Fully Compliant
T100
Fully Compliant
T101
Fully Compliant
T102
Fully Compliant
T103
Fully Compliant
T104
Fully Compliant
Import, Export and Transportation / Distribution of Gametes and Embryos
T105
Fully Compliant
T106
Fully Compliant
T107
Not Compliant
T108
Fully Compliant
Receipt of Gametes and / or Embryos
T109
Fully Compliant
T110
Fully Compliant
Third Party Agreements
T111
Fully Compliant
T112
Fully Compliant
T113
Fully Compliant
T114
Fully Compliant
T115
Fully Compliant
T116
Fully Compliant
T117
Fully Compliant
Identification, investigation, reporting, recording and notification of serious adverse
events and reactions
T118
Fully Compliant
T119
Fully Compliant
T120
Fully Compliant
T121
Fully Compliant
T122
Fully Compliant
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None

Additional Licence Conditions
Licence Condition

HFEA Directions
HFEA Directions
0001 Gamete and embryo donation
0003 Multiple births
0005 Collecting and recording information for the HFEA
0006 Import and export of gametes and embryos
0007 Consent
0008 Form and content of applications
0009 Keeping gametes and embryos in the course of carriage
between premises
0010 Satellite and transport IVF
0011 Reporting adverse incidents and near misses
0012 Time periods for retention of records
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Assessment

Assessment
Compliant
Compliant
Compliant
Compliant
Compliant
Compliant
n/a
Compliant
Compliant

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 action

None
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PR Response

Executive Review

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.
Area of practice
Staff interviewed could
not provide evidence of
the evaluation of their
competencies being
carried out at appropriate
intervals and the results
documented.

Reference
Licence
Condition
T12

Action required
At the time of inspection
the PR was aware of this
non compliance, had
completed the pre
inspection self
assessment questionnaire
accordingly and provided
an action plan and
timetable for introduction
of documented
competency assessments
to begin in spring 2010.
The PR should ensure
that the competency of the
personnel at the centre is
evaluated at appropriate
intervals and the results
documented as described
in the action plan and
timetable.
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Timescale
20 May
2011

PR Response
Documented
competency
assessments due
to commence May
2010, as per
action plan and
timetable

Executive Review
The PR has submitted a detailed
action plan for the competency
assessments.
The PR should provide quarterly
reports to the inspectorate on the
progress of the action plan.
This area of practice will be
reviewed at the next inspection.

Area of practice
Not all critical equipment
(technical devices) and
critical processing
procedures have been
validated.

Reference
Licence
Conditions
T24 and T72

Action required
At the time of inspection
the PR was aware of this
non compliance, had
completed the pre
inspection self
assessment questionnaire
accordingly and provided
evidence of a detailed
action plan for all critical
procurement, processing
procedures and
equipment to be validated
The PR should ensure
that all critical equipment
(technical devices) and
critical processing
procedures have been
validated.
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Timescale
20 May
2011

PR Response
Master validation
plan in place and
validation of
critical equipment
and processing
procedures
commenced as
per action plan
and timetable

Executive Review
The PR has submitted a detailed
process and equipment validation
schedule/matrix
The PR should provide quarterly
reports to the inspectorate on the
progress of the action plan.
This area of practice will be
reviewed at the next inspection.

Area of practice
The laboratory that the
centre uses for some
diagnostic evaluation is
not CPA (UK) accredited.

The centre has a third
party agreement with a
courier company for the
transporting of gametes
and embryos. This third
party agreement does
not define the transport
conditions nor has the
requirement for their
maintenance been
documented.
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Reference
Licence
Condition T21
& T51

Licence
Condition
T107

Action required
The PR must ensure that
diagnostic laboratory tests
are carried out by a
qualified laboratory, which
has suitable accreditation
(for example by CPA (UK)
Ltd or another body
accrediting to an
equivalent standard

The PR should ensure
that all transport
conditions, such as
temperature and time limit
are defined and
maintained during
distribution
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Timescale
PR Response
1 November HFEA report
2010
communicated to
UHL Pathology
Quality Manager.
Update re
accreditation
expected by
August 2010,
following further
CPA inspection

Executive Review
The PR has submitted an action
plan and accreditation schedule
developed with the Trust’s
pathology governance team. It
should be noted that the
Microbiology/ Blood Sciences/
Transfusion
Medicine/cytogenetic/immunology
laboratories are accredited.

1
September
2010

The PR has submitted a detailed
process and equipment validation
schedule/matrix that includes
transport conditions.

Transport
conditions for
gametes and
embryos planned
to be addressed
as part of the
validation process

The PR should provide quarterly
reports to the inspectorate on the
accreditation process until full
accreditation is achieved.

Implementation of the /schedule
matrix will be monitored and
reviewed at the next inspection.

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
for action

None

PR Response

Executive Review

Additional information from the Person Responsible
Page 19:Live birth rates
As we discussed the majority of our patients are NHS funded and the commissioners have implemented a single embryo transfer
policy for all patients, regardless of age, embryo quality or previous treatment.
Page 20: Abandoned cycles
The UHL Trust have agreed the resources to provide an additional theatre list for a Friday morning. It is anticipated that this
additional flexibility will reduce the number of cycles cancelled before egg retrieval. We also predict that this will reduce the number
of cases cancelled before embryo transfer (freeze all cycles) as access to a Friday theatre list will mean that patients receive fewer
days of GnRH stimulation, thus reducing their risk of OHSS and allowing them to undergo embryo transfer.
Our cancellation rate before egg collection/embryo transfer reflects our low rates of OHSS admissions, currently less than 1%
Page 23: Surrogacy
The embryos from the patient undergoing a surrogacy treatment were frozen and put into quarantine. These embryos are currently
awaiting further viral screening tests from both gamete providers at the end of the 180 day quarantine period before they will be
released for use.
As a result of the inspection the unit has revised its protocols, and embryos for use in a surrogacy arrangement will now be put into
quarantine.
As an alternative and after discussion with all parties involved and appropriate risk assessments, the surrogate may be asked to give
informed consent for fresh embryo transfer. We are also investigating the possibility of NAT testing by PCR.
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