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Renewal Inspection Report
Date of Inspection:
Length of inspection:
Inspectors

7 September 2010
7 hours
Parvez Qureshi
Andy Leonard

Inspection details:
The report covers the pre-inspection analysis, the visit and information received between 2
October 2008 and 14 January 2011.
Date of Executive Licensing Panel: 14 January 2011
Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the HF&E
Act 1990 (as amended), the HF&E Act 2008 and the HFEA Code of Practice to ensure that
centres are providing a quality service for patients. The report summarises the findings of
the licence renewal inspection highlighting areas of good practice, as well as areas where
further improvement is required to improve patient services and meet regulatory
requirements. It is primarily written for the Executive Licensing Panel which make the
decision about the centre’s licence renewal application.

Centre details
Centre Name

Royal Surrey County Hospital

Centre Number

0159

Licence Number

L0159/9/c

Centre Address

Department of Cytopathology, Royal Surrey County
Hospital, Egerton Road, Guildford, Surrey, GU2 7XX

Telephone Number

01483 406 614

Person Responsible

Mrs Barbara Sayer

Licence Holder

Dr Stephen Whitaker

Date Licence Issued

1 April 2006

Licence expiry date

31 March 2011

Additional conditions
applied to this licence

N/A
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Report to Licence Committee / Executive Licensing Panel
Brief description of the centre and its licensing history:
The centre is part of the Royal Surrey County Hospital and operates within that NHS Trust.
The centre has been licensed since 1994 to provide a sperm storage service for both
private and NHS patients. The most common reason for storing sperm at the centre is
because of possible fertility compromise due to forthcoming urological surgical procedures
or chemo/radiotherapy treatment.
The centre had an interim inspection on 2 October 2008. An application to vary the centre’s
licence to move to a new purpose built semenology laboratory on a different floor of its
current building was granted by an Executive Licensing Panel in July 2010.
The centre is currently licensed for procurement and distribution of gametes, processing of
gametes and storage of gametes. The centres renewal application states that the centre
wishes to be licensed for processing of gametes and storage only. Following discussion
with the executive however, the centre has confirmed that they also wish to renew their
licence for procurement and distribution of gametes.
The Person Responsible (PR) is a Grade C Clinical Scientist and is registered with the
Health Professions Council. She is also the director of the cervical screening training
school at the hospital; the co-ordinator for the cervical screening programme and has
clinical responsibility for all semenology. The PR has successfully completed the PR Entry
Programme.
Activities of the Centre:
Number of treatment cycles for
the period
N/A

Type of treatment
None (Storage only)
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos
Research

9 or Not applicable (N/A)
(N/A)
9
(N/A)
(N/A)
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Summary for licensing decision:
In considering overall compliance, the inspection team 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 PR has successfully completed the HFEA’s PR Entry
Program
• the premises are considered largely suitable
• the practices are considered largely suitable
• the centre has submitted appropriately completed documentation in accordance with
General Directions 0008 in application for renewal of its licence
• the centre has submitted an application fee to the HFEA in accordance with
requirements
Recommendation to the Executive Licensing Panel:
The centre has addressed the recommendations made in the previous inspection report but
further development in a number of areas was required at the time of the inspection.
Post inspection the inspectorate made the following recommendations:
•

The PR should ensure that quality indicators relevant to procurement and
processing, witnessing, traceability and maintaining patient confidentiality are
established.

•

The PR should develop a third party agreement with the unit in the main hospital in
which sperm samples are produced
Following review of the draft report, the PR has provided assurance and evidence that all of
these recommendations have been implemented.
In relation to the following recommendations, the PR has provided assurances that the
recommendations will be implemented and where requested has submitted timelines for
completion of the actions:
•
•

•

•

The PR should ensure that all critical sperm processing procedures and the air
quality monitoring processes are validated.
The PR should audit the centre’s processes related to traceability and maintaining
patient confidentiality and privacy, to ensure their compliance with the approved
protocols, regulatory requirements and quality indicators (QIs). These audits must be
performed in an independent way, at least every two years. Findings and corrective
actions must be documented.
The PR should ensure the traceability of all materials which come into contact with
gametes during licensed activities, including the pots in which sperm is collected
during procurement.
The PR should establish written agreements with all third parties who provide goods
or services that influence the quality and safety of gametes.
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•

The PR should ensure competency assessments for all staff are conducted and
documented.

•

The PR should develop SOPs which document
a) The processes by which information is provided to patients
b) The processes by which patient consents are collected
c) The processes by which air quality is monitored

•

The PR should review written and verbal information provided to the patients to
include all the information required by CoP Guidance.

The centre has been proactive in responding to the findings of this and the previous report
and the inspection team consider that overall there is sufficient information available to
recommend the renewal of this centre’s licence for a period of four years without additional
conditions.
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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

•

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

►

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.
The quality management system – Guidance Note 23
The Department of Cellular Pathology has a well developed quality management system
(QMS), which incorporates the HFEA licensed activities undertaken by the Department
(Standard Licence Condition (SLC) S32). The PR reported that a QMS specific to the
HFEA licensed activities will be developed following a review of the existing QMS. The
existing QMS consists of a quality manual and training and reference manuals, as required
by (SLC) S33. In addition, the centre has established quality indicators for licensed
activities and has conducted audits, the results of which were seen on inspection (SLCs
S35 and S36).
A process is in place for the annual review of the performance of the QMS to ensure
continuous and systematic improvement. Evidence of this was submitted as part of the
inspection documents.
The PR reported that a document control procedure is in place that records the history of
document reviews and ensures that only current versions of documents are in use (SLC
S34). Evidence of this was noted from the documents submitted during the inspection
process.
What the centre does well.
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What they could do better:
Nothing noted at the time of inspection.

►

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.
Witnessing – Guidance Note 18
Inspection of laboratory sheets and patients’ notes indicated that the identification of
samples and patients at all critical points is witnessed by two members of staff and
documented appropriately at the time of the procedure. Witnessing during sperm
processing was also observed during the inspection and was found to be compliant with
the centre’s witnessing SOP and HFEA requirements (SLC S33(b) and S71).
Third party agreements – Guidance Note 24
A sample of agreements with third parties who provide goods and services that influence
the quality and safety of gametes was reviewed by the inspectorate; their contents were
found to be compliant (SLC S111). The PR reported that no issues have arisen with third
parties regarding their ability to meet the required standards (SLC S112).
What the centre does well.
.
What they could do better.
Witnessing – Guidance Note 18
An audit of stored samples is performed annually and witnessing is checked as part of this
process; this check of witnessing and its findings are however not documented, noncompliant with SLC S35.
The competence of two members of staff to carry out witnessing could be evidenced
indirectly through the summary of a documented vertical process audit. There is however
no formal programme of regular competence assessment for staff, which includes their
competence to perform witnessing (SLC S15(a)).
Third party agreements – Guidance Note 24
The inspection team noted that the centre has not established third party agreements with
all third parties who provide goods and services that influence the quality and safety of
gametes, non-compliant with SLC S111.
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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
An organisation chart is in place which defines accountability and reporting relationships
(SLC S11). All staff at the centre are qualified and competent for the tasks they perform,
with exceptions related to the lack of documented competence assessments, as discussed
below. The centre has assessed the workforce requirements within the last year (CoP
25.10). The PR reported that currently they are operating with a full staff complement and
she considered that the number of staff is adequate for the current volume of work being
undertaken by the centre (SLC S12).
What the centre does well.
What they could do better.
Staff – Guidance Note 2
The competence of laboratory staff to perform key activities could be evidenced indirectly
through the lack of errors in the annual audit of stored samples. There is however no
formal programme for the active assessment of competence of the laboratory staff in their
key roles, e.g. sperm processing for freezing; witnessing, non-compliant with SLC S15(a).

►

Report all adverse incidents (including serious adverse events and reactions) to the
HFEA, investigate all complaints properly, and share lessons learned appropriately
(Principle 11).
Evidence of how the centre demonstrates compliance with this principle.
Adverse incidents – Guidance Note 27
There is a documented procedure in place for reporting adverse incidents to the HFEA
(SLC S118). Members of staff were able to demonstrate this during discussions with the
inspection team. A review of the centre’s incident log showed that since the last inspection
in October 2008, no reportable adverse incidents had taken place at the centre.
Complaints - Guidance Note 28
Since the last inspection of the centre in October 2008, the HFEA has not received any
complaints regarding this centre. The centre’s complaints procedure was seen during the
inspection and provided evidence that complaints reported to the centre were being
investigated and managed in line with centre’s policy.
What the centre does well.
What they could do better.
Nothing noted at the time of inspection.
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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

►

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 PR and members of staff who met with the inspection team reported that the centre
follows the Trust Equality and Diversity Policy on treating patients fairly and ensures all
licensed activities are conducted in a non-discriminatory manner.
What the centre does well.
What they could do better.
Nothing noted at the time of inspection.

►

Have respect for the privacy, confidentiality, dignity, comfort and well being of
prospective and current patients and donors (Principle 2).
Evidence of how the centre demonstrates compliance with this principle
Counselling: Guidance Note 3
The PR reported that all oncology patients are offered the opportunity of receiving
counselling with a specialist fertility counsellor at the Woking Nuffield Hospital centre 0144
prior to sperm storing. This information is also highlighted in the centre’s patient
information leaflet. A third party agreement was seen to have been established with centre
0144. The PR reported that to date no patient has taken up the offer of counselling at
centre 0144.
Confidentiality and privacy – Guidance Note 30
Discussions with staff, a review of information submitted prior to inspection and the tour of
the premises indicated that patient privacy, dignity, comfort and confidentiality are
maintained. All information at the centre is kept confidential and the PR reported that there
is a SOP in place to ensure that information is only disclosed in circumstances permitted by
9
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law (SLC S43 and S33(b)). The PR also reported that all staff have been trained in the
maintenance of patient confidentiality and this forms part of the trust induction programme
(SLC S15(a)).
What the centre does well.
What they could do better.
Confidentiality and privacy – Guidance Note 30
The centre has not established quality indicators relevant to maintenance of confidentiality
and has not undertaken audits of procedures to ensure that information is kept confidential
(SLCs S35 and S36).

►

Give prospective and current patients and donors sufficient, accessible and up-to-date
information to enable them to make informed decisions (Principle 5).
Evidence of how the centre demonstrates compliance with this principle
Information to be provided prior to consent – Guidance Note 4
An audit of centre’s patient information was conducted against HFEA Guidance in the CoP
and was found to be compliant, with exceptions detailed below (SLC S58).
What the centre does well.
What they could do better.
Information to be provided prior to consent – Guidance Note 4
The centre’s written and verbal information provided to the patients does not include the
following:
1. Information on success rates using frozen sperm.
2. Data confidentiality and consent for disclosure.
3. The option to withdraw consent for storage, consenting for posthumous use of
gametes and the requirement on the centre to dispose of stored samples once
consent has expired.
4. The 55 year extended storage limit is discussed in written patient information but
needs to be qualified, to include that such an extension is only possible if the sperm
provider’s fertility is compromised.
There is also no SOP in place for the process to be followed when providing information to
patients prior to consenting to treatment (SLC S33(b)).

►

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 storage and disclosure of information: Guidance Note 5
Six sets of patient notes examined during the inspection were found to contain effective
10
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consent for storage of sperm and consent for the disclosure of information (SLC S57).
Staff confirmed that the identity of the person providing consent is verified when consent is
provided (CoP 5.10). The identity of the person who gave consent is also cross referenced
to the records when procedures are carried out (CoP 5.11). The centre has established
quality indicators relevant to obtaining consent (SLC S35) and the PR reported that these
have been audited and, where required, corrective actions have been documented and
implemented (SLC S36). Documented evidence of the audit of consents was observed on
inspection.
What the centre does well.
What they could do better.
Currently there is no SOP in place for the process to be followed when obtaining consent
(SLC S33(b)).
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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

►

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
Procuring, processing and transporting gametes: Guidance Note 15
The centre has a SOP for the processing and storage of sperm (SLC S33(b)). Prior to
processing, a sperm sample is checked to ensure it is accurately labelled with the patient’s
details to ensure the identification of the gametes from procurement to use (SLC S70). Five
sets of patient records were audited during the inspection which confirmed that the
justification for storage of their gametes was documented (SLC S49).
The centre has sperm production rooms in a unit in the main hospital which the inspection
team considered were suitable for their intended purpose. Occasionally sperm samples
have to be produced at home; the laboratory staff reported that when this occurs, it is
documented in the gamete provider’s records (SLC S68).
Processing procedures are audited on a regular basis and, when required, corrective
actions have been taken and documented (SLC S36). Evidence of this was observed in
the vertical audit report provided on inspection.
There is a SOP in place that details the circumstances, responsibilities and procedures for
the release of stored material prior to distribution (SLC S33(b)). Prior to samples being
distributed the appropriate consents and virology results are verified by the centre staff and
these accompany the samples. The PR also verifies that the shipper is fit for the purpose,
i.e. that the static holding time and evaporation rate are suitable for the duration of the
journey (SLC S95 and SLC S107). The centre also has a SOP in place for the receipt of
cryopreserved material from other licensed centres and the handling of returned material.
Imports and exports (guidance note 16):
Since the last inspection in October 2008, the centre has not imported or exported any
samples. There is however a procedure for the receipt and transport of samples.
Storage of gametes: Guidance Note 17
A SOP for the process to be followed when storing gametes was provided on inspection
(SLC S33(b)). The storage procedures have been validated based on the centre’s audit
data and past results (SLC S72). The centre has established quality indicators relevant to
storage (SLC S35). Procedures require storage consents to be present for all samples
being stored. The centre operates a bring-forward system in order to ensure sufficient
advance notice of the end of the statutory storage period for gametes in storage (CoP
17.7). A storage audit was conducted by the centre in December 2009. An audit report
12
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provided to the inspection team confirmed that storage consents were in place for all
gamete samples in storage (SLC S36).
Prior to storage, gamete providers are screened for HIV 1 and 2, and hepatitis B and C. In
the event of any positive results the centre has facilities to store samples separately (SLC
S50). All screening tests are carried out by a laboratory which is accredited by Clinical
Pathology Accreditation (CPA) UK Ltd.
Traceability: Guidance Note 19
All gametes are traceable from procurement to disposal (SLC S99). Procedures for
maintaining traceability are incorporated in laboratory documents and the general process
SOP (SLC S87). Containers including dishes and tubes used at all stages of procurement,
processing and storage of gametes are labelled with the patient’s full name and date of
birth (SLC S89). All records are collected and stored on site and procedures require data
necessary for traceability to be stored for at least 30 years.
Premises and facilities: Guidance Note 25
Documented evidence was provided by laboratory staff showing that the critical work area
where gametes are processed achieves Grade C air quality, with a background of Grade D
air quality (SLC S20). Staff reported that diagnostic testing takes place in CPA accredited
laboratories (SLC S21).
Equipments and materials: Guidance Note 26
Staff provided evidence of regular cleaning and disinfection of equipment, the maintenance
and regular inspection of equipment and that equipment that effects critical processing or
storage parameters is subject to monitoring, alerts and alarms (SLCs S23, S24 and S26).
The centre has an on-call rota to ensure a response to alerts or alarms. All medical devices
used are CE marked, where possible (SLC S30).
What the centre does well.
What they could do better.
Procuring, processing and transporting gametes: Guidance Note 15
The centre has not established quality indicators relevant to procurement and processing
procedures, except for the annual audit of stored samples (SLC S35).
Some documented evidence was provided of the assessment of laboratory staff
competence in processing procedures; i.e. a vertical process audit which assessed the
adherence of one staff member to the processing and storage SOP, and a retrospective
audit of stored samples and processing documentation. In the opinion of the inspection
team, a more formal competence assessment programme needs to be documented and
applied at regular intervals, to ensure the on-going competence of laboratory staff to
perform key processes, thus complying with SLC S15(a).
The centre’s cryopreservation process has not been validated, non-compliant with SLC
S72.
A SOP for air quality monitoring needs to be developed and validated (SLC S72).
13
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Traceability: Guidance Note 19
The annual audit of the laboratory sheets which record details regarding sample processing
and storage, reviews the completion of traceability data. The centre has not however
established quality indicators relevant to traceability (SLC S35). Also while a vertical audit
of traceability processes against the SOPs and an audit of records for traceability data have
been performed, the centre has not audited the process and SOP against the regulatory
requirements, non-compliant with SLC S36.
Staff were not able to provide documented evidence of the receipt of training in traceability
procedures (SLC S75).
Traceability batch data is recorded on laboratory forms for nearly all items which come into
contact with gametes. No traceability data is however recorded for the plastic pots in which
sperm samples are produced (SLC S99(b)).
Premises and facilities: Guidance Note 25
Processing and storage occurs on the licensed premises in a laboratory building 30 metres
from the main hospital. Sperm samples are produced in a unit within the main hospital and
there is no third party agreement between the licensed centre and the procurement unit
(SLC S111). Indeed, procurement on unlicensed premises without a third party agreement
is contrary to HF&E Act (1990) as amended, Section 12 (1) and Licence Condition T1.
The inspection team noted that a copy of the Certificate of Licence was not on display at
the licensed premises (Licensed Condition S5).
There is no third party agreement with the company providing air monitoring services (SLC
S111), though the agreement was said to be in development.

14
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4.

Good governance and record keeping

Focus
•

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

•

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

•

Ensuring identifying information is only disclosed in accordance with consent

►

Maintain accurate records and information about all licensed activities (Principle 10)..
Evidence of how the centre demonstrates compliance with this principle
Record keeping and document control: Guidance Note 31
Patient records reviewed at the time of inspection were seen to be clear, legible, well
organised and complete. Each record reviewed was seen to include the patient’s first
name, surname, date of birth, age and sex. Details were seen of the treatment provided; a
medical history; relevant documented consents, laboratory data and the results of tests
carried out (SLC S46). The centre has procedures in place to ensure that records are
protected from unauthorised amendment and are retained and readily retrieved in this
condition throughout their specified retention period (SLC S47).
What the centre does well.
What they could do better.
Nothing noted at the time of inspection.

►

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
Obligations and reporting requirements of centres – Guidance Note 32
The PR provided all information required by the application process prior to inspection.
Centre staff cooperated fully with the inspection team and all further information requested
for the inspection was provided in a timely manner. The PR has responded to the
recommendations from the previous inspection.
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What the centre does well.
What they could do better.
Nothing noted at the time of inspection.
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5.

Changes / improvements since the last inspection on 2 October 2008
and change of premises inspection on 2 July 2010.

Area for improvement

Action required

Action taken as evidenced
during this inspection

Interim inspection, 2 October 2008
One third party agreement
for the supply of pipettes
remains outstanding.

The centre should establish
a written agreement with
third parties for external
activities which influence
the quality and safety of
gametes and embryos
procured or processed and
in particular where:
(b) A third party provides
goods or services that affect
gamete or embryo quality
and safety assurance,
including the process of
distribution (Standard
License Condition A.5.1).

Third party agreement in
place with the pipette
supplier. However, third
party agreements need to
be established with the
providers of air quality
monitoring, transportation
services and liquid nitrogen.
.

Samples of documents
reviewed during the course
of the inspection were
version controlled except for
the counselling protocol.

The procedure to control all
documents should be
followed to ensure that the
counselling protocol is also
version controlled (CoP 7th
S.2.5 (a)).

All documents reviewed as
part of the inspection
process were within review
dates and were version
controlled. The centre is
now compliant with this
requirement
No further action required.

The air quality within the
laboratory has not been
tested and monitored.

The PR should ensure that
gametes are processed in
an environment of at least
Grade C air quality with a
background environment of
at least Grade D air quality
to comply with Standard
SLC A.10.19.
The PR agreed gave her
assurances that testing
would occur as the earliest
possible opportunity and
that these results would be
submitted to the HFEA prior
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No further action required.
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Area for improvement

The recently installed flow
hood cabinet used to
process sperm samples has
not been validated.

Action required
to the Licence Committee
date.
The PR should arrange for
the immediate validation of
the new air flow cabinet to
ensure the safety and
quality of gametes
processed within this piece
of equipment. (CoP 7th
S.6.4.2(a))

Action taken as evidenced
during this inspection

The new flow hood has
been validated.
No further action required.

The centre does not have
documented procedures for
the receipt of gametes from
another HFEA licensed
centre.

The PR should establish
documented procedures for
the receipt of gametes in
accordance with CoP 7th
S.7.7.15 and S.7.7.16 and
the recommendations
outlined in Alert 21 for
transporting gametes and
embryos.

A gamete receipt SOP is in
place.
No further action required.

NHS patients considering
the storage of their sperm
are not given a suitable
opportunity to receive
proper counselling, from an
independent counsellor,
about the implications of
giving consent to treatment
or to the storage of their
gametes. This is a breach
of Schedule 3 paragraph
3(1)(a) of the HFE Act 1990
and Standard 7.5.4(a) of the
CoP 7th.

The PR should comply with
this breach, ensuring that
before people give consent
to the storage of gametes
they are given a suitable
opportunity to receive
proper counselling, from an
independent counsellor,
about the implications of
giving consent to the
storage of gametes.

Patients are offered
counselling with a qualified
fertility counsellor at the
Woking Nuffield Hospital,
centre 0144. A third party
agreement has been
established to cover this
service.
No further action required.

An annual audit of the
counselling work was not
supplied to the HFEA prior
to the centre’s inspection.
This was also the case at
the 2007 inspection.

The PR should supply an
annual audit of counselling
work as requested by the
HFEA within 28 days before
any future inspection in
compliance with standard
licence condition A.13.2.

Counselling is offered as
part of the treatment and
patient satisfaction with this
service is captured as part
of the patient questionnaire
survey. However, there has
been no uptake of
counselling provided by
fertility counsellor at the
Woking Nuffield Hospital,
centre 0144. Therefore no

The PR should refer to 8.10
(ii) of BICA Guidelines for
Good Practice 2007 which
outlines the level of detail
18
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Area for improvement

The written information
given to patients before
consenting to the storage of
gametes does not fully
comply with CoP 7th
guidance.

Action required
and scope needed to
adequately compile an
annual audit of counselling
work.

Action taken as evidenced
during this inspection
audit has been performed.
No further action required
until there is an uptake of
counselling.

The PR should ensure
information outlined in CoP
7th Guidance 5.2.1(e), (f)
and 5.10.1(a) is provided to
patients.

Patient information has
been updated and is
compliant, with exceptions
discussed in Section 2,
principle 5.

It is acknowledged that this
information may be
provided verbally or in
another form. If this is the
case, the PR should
communicate this to the
HFEA. A written record
should be kept of all
relevant information
provided to patients in
accordance with CoP 7th
Guidance 5.1.2.
The documentation of
witnessing does not provide
a space for two individuals
to sign, date and time when
labels on cryopreservation
tubes are cross-referenced
against source
documentation or when the
location of storage is
witnessed.

The PR should revise
witnessing documentation
so that it complies with CoP
7th Guidance G.13.1.1 (h)
and G.13.2.1.

The nurses providing
counselling to NHS patients
considering the storage of
their sperm are not qualified
counsellors.

To comply with CoP 7th
Guidance G.1.4.2, the
member of staff appointed
to fulfil the counsellor role
should:
(a) hold either a recognised
counselling, clinical
psychology, counselling
psychology or
psychotherapy qualification
to diploma of higher
education level or above; or
(b) hold an Infertility

Witnessing documentation
has been revised and is
now compliance with CoP
requirements.
No further action required.
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Patients are offered
counselling with a qualified
fertility counsellor at the
Woking Nuffield Hospital,
HFEA centre 0144. A third
party agreement has been
established to cover this
service.
No further action required.

152

Area for improvement

Action required

Action taken as evidenced
during this inspection

Counselling Award; or
(c) hold a professional
social work qualification
recognised by one of the
UK social care councils; or
(d) be able to provide
evidence of working
towards accreditation
through the British Infertility
Counselling Association/
British Fertility Society
Infertility Counselling
Award.
In this arrangement, the
provision of counselling is
not clearly distinguished
from clinical care.

The centre’s documented
procedures for the release
of samples do not specify
the requirement for:
• Communication with the
receiving centre to agree
arrangements with the
before the release of
samples. The scientific
inspector was informed
that although not
documented, the PR
communicates with the
receiving centre and/or
courier.
• Requirements for
labelling transport
packages.
• The information that
should be

The PR should comply with
CoP 7th Guidance G.7.1.1
ensuring that the provision
of counselling is clearly
distinguished from the
clinical assessment of a
person’s suitability for
storage, the provision of
information prior to
obtaining consent and the
normal relationship between
clinical staff and patients.

Nurses provide information
and counselling from a
qualified fertility counsellor
is available as part of the
service. Information
regarding the availability of
specialist fertility counselling
is provided well before
consent is taken.

The PR should amend the
documented procedures for
the release of samples to
incorporate the
recommendations outlined
in Alert 21 for transporting
gametes and embryos.

The centre’s gamete
transportation SOP now
includes all these
requirements
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No further action required.

No further action required.

153

Area for improvement

Action required

Action taken as evidenced
during this inspection

communicated to
patients about the risks
associated with
transporting the
gametes.
Change of premises inspection 2 July 2010
Premises and facilities –
At the time of the
inspection, the centre could
not demonstrate that the
processing of sperm will
take place in an
environment of at least
Grade C air quality with a
background environment of
at least Grade D air quality
as defined in the European
Guide to GMP.
Standard Licence Condition
S20

The PR should submit
documented evidence
demonstrating that the
processing of sperm will
take place under the
required air quality
conditions.

Air quality monitoring is now
performed and evidence
was provided on inspection
that air quality is compliant
with SLC S20.
No further action required.

Equipment and materials
– The centre’s new flow
hood had not been
validated at the time of the
inspection.
Standard Licence Condition
S25

The PR should ensure that
the newly installed flow
hood is validated to confirm
that it has been installed
according to the design
intent and operates in
accordance with the
manufacturer’s
specifications. Test results
should be documented and
submitted to the
Inspectorate.

The new flow hood has
been validated.
No further action required.

Storage and transport of
gametes – At the time of
the inspection the centre
could not demonstrate how
they were going to ensure
that the quality and safety of
the stored sperm samples
would be maintained during
their transfer to the new
storage room.
Standard Licence Condition
S75, CoP Guidance

The centre should conduct
and submit to the
Inspectorate a risk
assessment for the
transport of the storage
dewars to the new
premises. The risk
assessment should include
the measures that will be
put into place to ensure that
the safety and quality of the
stored gametes is

The risk assessment was
provided after the last
inspection. The cryostore
was seen on this inspection
to be equipped with a low
oxygen monitor and alarm
system.
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No further action required.

154

Area for improvement

Action required

Note17.3

maintained. The
assessment should also
include confirmation that the
low oxygen alarm and
dewar alarms are installed
and commissioned
immediately following the
move.

Storage of gametes –
Access to the cryostore
room is not limited to staff
authorised under the terms
of the centre’s licence. Both
the cryostore and
semenology laboratory are
accessible to staff working
in the main pathology
laboratory.
CoP Guidance Note 17.5

Access to the laboratory
and cryostore was seen on
inspection to be effectively
controlled.
No further action required.
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Action taken as evidenced
during this inspection

155

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, SLCs, 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

Action required and timescale

PR Response

Executive Review

None identified at the time of
this inspection.

►

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.
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156
Area of practice

Action required and timescale

PR Response

Executive Review

Sperm samples are produced
on unlicensed premises
within the main hospital,
separated by 30 metres from
the building containing the
licensed premises. The
absence of a third party
agreement with the
unlicensed procurement site
is contrary to HF&E Act
(1990) as amended, Section
12 (1) and Licence Condition
T1.

The centre must establish a
third party agreement, compliant
with the requirements of SLC
S114, with the unit in which
procurement occurs in the main
hospital. This action should be
completed as soon as is
reasonably practicable and
definitely by 3 December 2010
(i.e. the date on which this
report will be considered by the
Executive Licensing Panel)

3rd party agreement arranged
with The Fountain Centre.

The submitted 3rd party
agreement has been
reviewed and appears to be
compliant with requirements.
It should be noted that the
legal definition of procurement
lacks clarity. The HFEA
recognises that semen
samples may be produced at
home (non licensed premises)
without the need for a third
party agreement. Should
future clarification of the
definition of the procurement
conclude that procurement
begins after the production of
the sample then this centre
would not be in breach as
described.

Critical processing
procedures have not been
validated, contrary to SLC
S72.

The PR should validate all
In hand.
critical processing procedures.
This validation may be based on
studies performed by the
establishment itself, data from
published studies or from wellestablished processing
procedures, or by retrospective
evaluation of the clinical and
laboratory results. This action
should be completed by 7 March
2011.
24
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The inspectorate considers
this to be an acceptable
response. Progress to be
reviewed by 7 March 2011

157
Area of practice

Action required and timescale

PR Response

Executive Review

The centre has not
established quality indicators
(QIs) relevant to Procurement
and processing; Witnessing;
Traceability; Confidentiality
and privacy, contrary to SLC
S35

The PR should ensure that QIs
relevant to these areas of
practice are documented and
monitored by 7 December 2010

Quality indicators have been
established and are now
incorporated in the Monthly
Audit report. All new patient
data is checked for compliance
of witnessing etc. and reported
on a monthly basis.

The inspectorate considers
this to be an acceptable
response.

Processes for traceability and
maintaining patient
confidentiality have not been
audited against the approved
SOPs, the regulatory
requirements and QIs,
contrary to SLC S36

The PR should ensure that
these processes are audited by
7 December 2010. These audits
must be performed in an
independent way, at least every
two years. Findings and
corrective actions must be
documented.

Horizontal audit to be
conducted by time specified.

The inspectorate considers
this to be an acceptable
response.

Traceability data for the pots
used to collect produced
sperm is not currently
recorded, contrary to SLC
S99b.

The PR should ensure that
relevant traceability data relating
to anything, including the sperm
pots, coming into contact with
gametes is recorded. This action
should be implemented by 7
December 2010

Pots are to be labelled in
cytology with batch no. and
distributed to nurse
counsellors. To be
implemented after next team
meeting to be held in
November 2010.

The inspectorate considers
this to be an acceptable
response. To be reviewed at
the time of next inspection.

The centre must establish a
written agreement with those
third parties who provide
goods or services which may
impact on the quality and

The PR should review the
providers of goods and services
to the centre and ensure that
third party agreements are
established with all providers of
goods or services that influence

Health and Safety Officer is in
conversation with liquid
nitrogen provider and PR in
conversation with an air quality
monitoring provider re

The inspectorate considers
this to be an acceptable
response. Progress to be
reviewed by 7 March 2011
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158
Area of practice

Action required and timescale

PR Response

safety of the gametes, to
comply with SLC S111. This
includes the providers of air
quality monitoring,
transportation services and
liquid nitrogen.

the quality and safety of
gametes. The review of
providers should be completed
by 7 December 2010 and all
third party agreements should
be established by 7 March 2011

environmental testing to set up
3rd party agreements.

►

Executive Review

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

Action required and timescale

PR Response

Executive Review

Not all staff were able to
provide documented
evidence of the assessment
of their competence to
perform their designated
tasks, contrary to SLC S15a

A formal plan for the regular
assessment of staff competence
to perform key activities, such
as witnessing, processing and
freezing of gametes, maintaining
the cryostore, traceability etc,
should be documented and
implemented. The results of
such assessments should be
documented. This action should
be implemented by 7 March
2011

Examination audits to be
conducted on staff.
To be completed by March
2011.

The inspectorate considers
this to be an acceptable
response. Progress to be
reviewed by 7 March 2011

There are no SOPs which
document:

The PR should ensure
documented SOPs are
developed to describe these
processes, to ensure
compliance with SLCs T33b.

Nurse counsellors to be asked
to provide SOPs at next team
meeting to be held in
November 2010.

The inspectorate considers
this to be an acceptable
response.

a) The processes by which
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159
Area of practice

Action required and timescale

information is provided to
patients, contrary to SLC
S33b

This action should be completed
by 7 December 2010.

PR Response

Executive Review

b) The processes by which
patient consents are
collected, contrary to SLC
S33b
c) The processes by which air
quality is monitored, contrary
to SLC S33b
Written and verbal
information provided to the
patients was considered noncompliant with CoP Guidance
because:
1. The 55 year extended
storage limit is
discussed in written
patient information but
needs to be qualified,
to include that such an
extension is only
possible if the sperm
provider’s fertility is
compromised.
2. Information on
success rates using
frozen sperm is not

SOP to be written by PR.

The PR should review written
and verbal information provided
to the patients to include all the
information required by CoP
Guidance. This action should
be completed by 7 December
2010.

The inspectorate considers
this to be an acceptable
response. Progress to be
monitored for completion.

2. It does not seem appropriate
The inspectorate considers
to include success rates on
cryopreserved sperm as many this to be an acceptable
27
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Patient information leaflet has
been reviewed and will be
discussed at next team
meeting November 2010. It will
then be submitted for approval
by Chair of PIG Committee.

160
Area of practice

Action required and timescale

included.
3. Data confidentiality
and consent for
disclosure is not
included.
4. The option to withdraw
consent for storage,
consenting for
posthumous use of
gametes and the
requirement on the
centre to dispose of
unconsented stored
samples, are not
included.
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PR Response

Executive Review

of the samples that we store
are of very poor quality.

response.

161

Additional information from the Person Responsible
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