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Purpose of the Inspection report
The purpose of the inspection is to assess a centre’s compliance with the HF&E Act 1990 (as
amended), the HF&E Act 2008 and the HFEA Code of Practice, 8th edition (CoP) to ensure
that centres are providing a quality service for patients. The report summarises the findings
of the interim inspection, highlighting areas of good practice as well as areas where further
improvement is required to improve patient services and meet regulatory requirements. It is
primarily written for the Authority’s Executive Licensing Panel which makes the decision about
the continuation of the centre’s licence.

Centre details
Centre Name
Centre Number
Licence Number
Centre Address
Telephone Number
Person Responsible
Licence Holder
Date Licence issued
Licence expiry date
Additional conditions applied
to this licence

Version: 0
Trim:

Bath Fertility Centre
0139
LO139-12a
Forbes Fraser, Royal United Hospital, Combe Park
Bath, BA1 3NG
01225 825560
Mr Nicholas Sharp
Mr David Walker
1 September 2008
31 August 2013
None

1

Contents
Page
Centre details ......................................................................................................................... 1
Contents ................................................................................................................................. 2
Report to Executive Licensing Panel ................................................................................... 3
Recommendation to the Executive Licensing Panel ........................................................ 3
Details of Inspection findings............................................................................................... 4
Brief description of the centre and its licensing history .................................................... 4
Activities of the Centre..................................................................................................... 4
Updated actions since the centre was inspected ............................................................. 5
Focus of inspections for 2010-12..................................................................................... 8
Changes/improvements since the inspection on 28th February 2008 ............................ 13
Areas of concern............................................................................................................ 16
Areas of practice that require the attention of the Person Responsible
Critical area of non compliance...................................................................................... 26
Major area of non compliance........................................................................................ 27
Other area of practice that requires consideration ......................................................... 35
Additional information provided by the Person Responsible.......................................... 40

Version: 0
Trim:

2

Report to Executive Licensing Panel

Recommendation to the Executive Licensing Panel:
With regard to overall compliance, the inspectorate considers that it has sufficient information
drawn from documentation submitted by the centre prior to the inspection and from
observations and interviews conducted during the inspection and in the post inspection period
to conclude that:
•
•
•

The Person Responsible (PR) is considered by the inspectorate to have discharged his
duties under S.17 of the HF&E Act 1990 (as amended). It is noted that significant progress
has been made to address regulatory issues observed on inspection
Premises, processes and procedures used in the conduct of licensed activities were on
the whole suitable.
Improvements were recommended and the centre has already taken action in many areas
such that on 16 April 2010 the out-standing regulatory issues concerned:
•
•
•
•
•
•
•

Procedures related to legal parenthood
Staff competency assessment
The audit of procedures against the regulatory requirements
Third party agreements
Document review
Sample labelling
The accuracy of data submitted to the HFEA

• The PR has action plans to address most of these issues within appropriate timeframes,
albeit plans to address aspects of staff competency assessment and sample labelling
remain to be defined.
• The inspectorate recommends the continuation of the centre’s licence without additional
conditions.
• The inspectorate recommends that the Executive Licensing Panel requires that the PR
complies with the recommendations detailed in this report within the prescribed timeframes.
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Details of Inspection findings
Brief description of the centre and its licensing history:
The Bath Fertility Centre (previously The Bath Assisted Conception Clinic) is a well
established centre first licensed by the HFEA in 1994. The centre occupies detached
premises in the grounds of the Royal United Hospital (RUH) which is managed by the Bath
NHS Trust. Treatments are provided to patients who are both private and funded by the
National Health Service (NHS). The team hope to relocate to new premises and will keep the
authority informed regarding progress in this area.
There have been no additional conditions on the centre’s licence since 2000. The centre was
inspected for renewal on 16 January 2008. Issues found on that inspection are detailed below
with observations made on this inspection regarding their compliance in these areas. A
Licence Committee on 24 April 2008 renewed the centre’s licence for five years. This licence
now states that the licensed activities are: The storage of eggs, sperm and embryos; In vitro
fertilisation (IVF); Intracytoplasmic sperm injection (ICSI); Insemination; Procurement and
distribution of gametes and embryos; Processing of gametes and embryos; Treatment with
donor gametes and embryos; Mechanically assisted hatching; Use of embryos in training.
The centre provided approximately 420 treatment cycles in the last year, 50% of which were
to NHS funded patients. The centre’s success rates for IVF and ICSI are comparable to
national averages for women of all ages.
The Person Responsible (PR), Mr Nicholas Sharp, is a consultant obstetrician and
gynaecologist and has been in post since the centre’s inception. He has completed the PR
entry programme and this has been assessed as satisfactory.
*Activities of the Centre in the year 1 November 2008 – 31 October 2009:
Type of treatment
In vitro fertilisation (IVF)
Intracytoplasmic sperm injection (ICSI)
Frozen embryo transfer (FET)
Donor insemination (DI)
Egg sharing
Egg donation

Treatment cycles
186
234
25
27
0
6

Other licensable activities
or not applicable (N/A)
Storage of eggs
Storage of sperm
Storage of embryos
Research
Donates embryos to R0111 at centre 0035
*These data were extracted from the HFEA register for the period indicated above. The data may be subject to

change as errors are notified to us by clinics, or picked up through our quality management systems
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Updated actions since the centre was inspected on 4 February 2010, as of 6 April 2010:
No further action required
The PR’s response in this report and information provided by the PR after the inspection
indicate that actions have already been taken to bring the centre’s practices into compliance
with regard to the following items:
• Area of practice 1
The recording of witnessing, previously non-compliant with T71
• Area of practice 2
Documenting quality indicator monitoring for witnessing, previously non-compliant with T35.
• Area of practice 4
Responsibilities of the PR, as defined by HF&E Act (1990) as amended, Section 17,
paragraphs 1(b),1(d),1(e)
• Area of practice 6
Quality indicator monitoring: previously non-compliant with T35
• Area of practice 8
Documenting home production of sperm, previously non-compliant with CoP 15.7 (b) – (d).
• Area of practice A
Centre information and procedures did not account for: Extension of embryo statutory
storage up to 55 years in 10 year steps in certain situations; A one year cooling off period in
the event of consent for embryo storage being withdrawn by one of the gamete providers.
Corrected information and procedures have been prepared and provided to the
inspectorate.
• Area of practice E
The equipment maintenance and repair procedure did not previously include the need for
revalidation of equipment returning from repair. It has been revised and is now compliant
with licence condition T25
• Area of practice F
The centre did not have a procedure for the control of confidential documents which
included measures for establishing/maintaining data security and accuracy and resolving
discrepancies, as required by licence condition T44 (a) and (b). This procedure has now
provided to the inspectorate and is compliant with requirements.
Further action required- A
The centre has developed appropriate action plans to bring its practices into compliance with
regard to the following issues. These action plans have yet to be completed thus the centre’s
practices remain non-compliant in these areas, though compliance will be attained on
completion:
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• Area of practice 3
Practices and procedures related to legal parenthood when donor gametes are used are
non-compliant with T64(b) and T65. The PR states that the SOP for treating recipients of
donor gametes will be modified to account for the report’s recommendations, to comply with
T64(b) and T65. The PR must ensure these revisions are carried out by 30 April 2010 and
report to the inspectorate when they are completed, as the centre is non-compliant with
T64(b) and T65 until this occurs.
• Area of practice 7
The procedures associated with counselling provision; provision of information to patients;
consenting; WoC; donor selection; gamete and embryo procurement, processing and
transport; gamete and embryo storage; witnessing; traceability; and patient confidentiality
have not been recently audited against HFEA regulatory requirements, contrary to T36. The
PR stated that all procedures are currently under review for compliance with regulatory
requirements. The centre is non-compliant with T36 until this plan is completed, so it should
be expedited as soon as practicable or by 30 April 2010 at the latest. The clinical manual
was provided to the inspectorate on the 16 April and had been reviewed as required. Other
associated protocols are still being reviewed. The PR should advise the inspectorate when
the reviews and corrective actions have been completed.
• Area of practice 9
Unlicensed premises might potentially (i.e. if a patient needed general anaesthesia) be used
for gamete procurement without a third party agreement, non-compliant with T1. A third
party agreement has been prepared but still needs to be signed by the operating theatre
manager by 30 April 2010. The PR should inform the inspectorate when this has been
accomplished.
• Area of practice B
The third party agreement with the courier did not include that the courier contracts to
maintain the specified conditions during gamete or embryo transport, non-compliant with
HF&E Act 1990 (as amended), Sch 3A(11). An appropriate third party agreement has been
prepared but still needs to be signed by the courier’s representative. This should be
completed by the 31 May and the HFEA inspectorate informed when this occurs.
• Area of practice C
Annual review of documents was inconsistently applied, non-compliant with CoP Guidance
31.6. The centre plans to review all documents and patient information by 30 April 2010,
and henceforth will perform an annual review, as now stated in the centre’s document
control procedure. The PR should inform the inspectorate when the document review is
completed.
• Area of practice G
HFEA Registry reported that the centre have few errors in their registry data, except in May
– Nov 2008, when registrations were filed without passport or NHS numbers, non-compliant
with General Direction 0005. The PR outlined the difficulty in approaching patients some
time after unsuccessful treatment for, what they will consider is, administrative data and said
the staff will obtain information from any patients revisiting the centre to allow correction of
incomplete registry entries. The PR must note however that Direction 0005 requires that all
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registry data submitted by a centre should be complete and accurate. The centre will
continue to liaise with HFEA registry and make efforts to ensure their submitted registry data
set is compliant with Direction 0005.
Further action required-B
It is unclear whether action plans have been developed to address the following regulatory
issues detailed in ‘Areas of practice for the attention of the PR’
• Area of practice 8
To ensure compliance with licence conditions T12 and T15a, the PR must ensure that ongoing competency assessment plans are prepared for each staff group. These plans should
identify the key activities which require competency assessment for each staff group, and
the method and frequency of assessment. Evidence was subsequently provided that
competency assessment plans have been documented for embryologists, laboratory
assistants, and nursing staff and have been or soon will be implemented. These changes
are a positive response to compliance with T12 and T15a. It is however noted that
competency assessment plans for clinical staff other than the nurses and the administrative
staff, have not been described. The PR should note the competence of all staff who have an
impact on licensed activity should be regularly assessed, to become fully compliant with T12
and T15a. Competency assessment plans should be developed, as the report recommends.
• Area of practice-D
The LM reported that samples are labelled with the patient’s initial and surname and the
clinical number. The sample labelling convention is potentially non-compliant with licence
condition T101, which requires that all samples should be labelled with at least the patient’s
full name and a unique identifier. The PR considers that the patient’s initial, surname and
clinical number provide unique identification of all samples and that the labelling convention
is compliant with T101. Lack of space prevents the complete first name being written on the
label, thus the first initial and surname are used. The inspectorate notes that the meaning of
‘full name’ in T101 is ill-defined, but that in some common uses full name describes the
complete first name and surname. The inspectorate asks the Executive Licensing Panel to
consider T101 and assess whether use of the patient’s initial and surname complies with
the requirement in T101 to use the full patient name in labelling.
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1.

Focus of inspections for 2010-12

Witnessing
Evidence of how the centre demonstrates compliance with Guidance Note 18 of the CoP,
including the requirement to double check the identification of samples and the patients or
donors to whom they relate at all critical points of the clinical and laboratory process.
The centre has a witnessing protocol which has been assessed by the Laboratory Manager
(LM) for compliance with CoP guidance note 18. It was reviewed by the inspectorate and was
seen to detail witness checks at all critical steps required by CoP guidance 18.4. All
witnessing was said by the LM to be performed manually and contemporaneously; this is
stated in the witnessing protocol.
Witnessing at embryo transfer was observed by the inspectorate. Appropriate witnessing
steps were performed by the embryologist and clinician regarding the identification of the
patient and of the embryos selected for loading into the catheter. Witnessing signatures were
however recorded immediately after the embryo transfer, when the embryologist and clinician
had removed their gloves.
Review of patient records indicated that witnessed procedures are all timed and dated and
signed by the processor and witness. Each signature is also marked with a unique staff code,
which is written immediately before the witnessing step occurs. The staff code identifies the
witness name and status on a master sheet, provided for the inspectorate by the LM.
Quality indicators have been established for witnessing, the quality objective being that 100%
of witnessing steps are performed, as indicated by their correct recording in patient records
reviewed retrospectively. A recent audit recorded that over 139 frozen and 105 fresh cycles,
approximately 10% of records exhibited a missing witnessing signature or time. These
omissions amounted to 2% and 0.5%, respectively, of the total witnessed steps in frozen and
fresh cycles. The audit detailed actions to correct non-conformities and had been signed off
by the LM.
Staff were said to be trained and competency assessed to perform witnessing at induction
and witnessing competency sign-off was seen in laboratory staff records. The PR considered
in the self assessment questionnaire that competency assessment of witnessing was partially
non-compliant; it may be that nursing staff have not been competency assessed or this has
not been documented. If this is the case, competency assessment should be completed and
documented as soon as practicable, as discussed in Section 2-1.
What the centre does well.
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What they could do better.
The inspectorate note that the centre’s witnessing is contemporaneous, but that the recording
of checks sometimes occurs at the end of a procedure if dictated by circumstances, i.e.
maintaining sterility during embryo transfer. The centre’s witnessing audit and inspectorate
review of witnessing in patient records indicate that occasional witnessing signatures and/or
timings were missing, albeit the witness staff code was normally present. Licence Condition
T71 states that witnessing ‘checks must be completed and recorded at the time the clinical or
laboratory process/procedure takes place.’ The inspectorate consider the centre’s practice is
compliant therefore, as witnessing is recorded as part of the procedure albeit at its end. The
small delay in collecting witnessing signatures while a procedure is completed would appear
however to occasionally interrupt the recording of witnessing. Corrective actions detailed in
the centre’s witnessing audit include that all staff should be told to sign the witness sheet at
the time of witnessing and that the witnessing sheets should be checked before filing to
ensure all witnessing checks are complete. The inspectorate concurs with the first action and
also recommends:
1) that the processor should be responsible for ensuring the witness signature is collected.
2) that the PR may wish to consider performing the check that all witnessing signatures are in
place just before embryo transfer, rather than when the witnessing sheet is filed, as this may
enhance the robustness of witnessing as well as being a useful quality indicator.
The frequency and method of quality indicator monitoring for witnessing were discussed with
the LM. Annual retrospective witnessing audits are currently performed but this is not stated
in the quality manual, contrary to licence condition T35. The PR must ensure that the
frequency and method of quality indicator monitoring for witnessing are stated in the quality
manual to comply with licence condition T35.
Parenthood
Evidence of how the centre demonstrates compliance with Guidance Note 6 of the Code of
Practice in relation to legal parenthood:
The centre has established written procedures which ensure that: 1) Consent forms are
completed for parenthood prior to treatment with donor gametes and embryos; 2) Patients are
fully informed about parenthood laws prior to signing consent forms.
Appropriate records of consent for parenthood were observed in patient records. Written and
verbal information regarding parenthood legislation is provided by nurses during consultation
with patients.
What the centre does well: Nothing noted at inspection
What they could do better.
No procedure was available which ensured that treatment was not provided when a person
has withdrawn their consent to be the second parent of a child, without telling the women
being treated that the consent has been withdrawn, contrary to licence condition T64(b). The
PR should ensure that the centre’s procedures include a check in which, before treatment, it
is verified that consent to be the second parent has not been withdrawn by the patient’s
partner.
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What they could do better. Continued
No procedure could be provided which ensured that where a patient had withdrawn her
consent to her nominated second parent being treated as the legal parent, or had more
recently consented to a different person being the legal parent, that the original nominated
second parent was notified in writing of the withdrawal of consent, contrary to licence
condition T65. The PR should ensure that the centre’s quality manual includes a procedure
to comply with licence condition T65.
Competency assessment of staff taking consent has not been performed, including whether
they are competent to inform patients regarding parenthood legislation, contrary to licence
conditions T12 and T15a. Competency assessment programmes for all staff informing
patients regarding parenthood legislation need to include this activity to ensure compliance
with licence conditions T12 and T15a.
Patient consent to the disclosure of information, held on the HFEA Register, for use in
research
Evidence that the centre provides information to patients about the disclosure of identifying
information, held on the HFEA Register, for use in research. (Guidance Note 5, section 5.26
of the Code of Practice)
In discussion, centre staff demonstrated their awareness and understanding of the CoP
requirements related to disclosure of information for use in research. The new HFEA consent
forms which came into force on 1st October 2009 are used by nursing staff to consent all
patients. These include the facility to consent to disclosure of information to researchers.
The inspectorate considers consenting practices with respect to the disclosure of registry
information to researchers were compliant.
What the centre does well: Nothing noted at inspection
What they could do better. Nothing noted at inspection
Information about the cost of treatment
Evidence of how the centre demonstrates that it has introduced personalised costed
treatment plans for all patients in compliance with Guidance Note 4, section 4.3 of the Code
of Practice.
Both self funding and NHS funded patients are provided with services at the centre. Self
funded patients are provided with a printed costed treatment plan. A copy is kept in the
patient record. The inspectorate considered the plans to be detailed and informative.
The inspectorate considers practices related to costed treatment plans were compliant.
What the centre does well: Nothing noted at inspection.
What they could do better. Nothing noted at inspection.
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Consent issues in relation to the storage of embryos (including cooling off period)
Evidence of how the centre demonstrates compliance with Schedule 3 of the Human
Fertilisation and Embryology Act 1990 (as amended) and Guidance Note 5 of the Code of
Practice relating to the withdrawal of consent to storage of embryos intended for use in
treatment:
The centre has revised its standard operating procedure (SOP) for embryo storage review to
reflect the change in the general statutory storage period to 10 years for embryos.
The centre operates an embryo storage review system which sends an annual letter to
patients with a form for them to withdraw storage consent if they so wish, or a form to sign for
payment of another year’s storage fee. One year before expiry of the statutory or consented
storage period, patients are advised regarding the impending expiry and asked if they wish to
seek an extension. If they fail to respond, a further letter is sent three months from expiry. In
the absence of a response, further attempts to contact them are then made in writing and by
telephone. In the absence of any response, the embryos are discarded at the end of the
week in which the storage period expires.
The SOP for storage review includes a check of all the contents of a dewar against the
register of dewar contents and the consents held in the patient records. The centre performed
a full dewar audit in October 2008 and no discrepancies were noted. In compliance with CoP
guidance 17.16, the LM stated that a full dewar audit will be completed by October 2010.
What the centre does well: Nothing noted at inspection
What they could do better.
The storage consent form sent to patients with embryos in storage and associated
information, the general information regarding IVF and ICSI provided to patients before
treatment, and the embryo storage review SOP need to be updated to include:
1) The possibility of extension of embryo statutory storage up to 55 years in the event that a
medical practitioner signs to the effect that one of the gamete providers, or the woman to be
treated if donor gametes were used to produce the embryos, is, or is likely to become,
prematurely infertile.
2) The recent regulatory changes which allow a one year cooling off period in the event of
consent for embryo storage being withdrawn by one of the gamete providers. This cooling off
period does not however allow embryo storage beyond the statutory storage period.
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Multiple Births
Evidence of how the centre demonstrates compliance with Guidance Note 7 of the
Code of Practice in relation to multiple births:
The centre has a multiple births minimisation strategy (MBMS) with elective single embryo
transfer (eSET) criteria, which was submitted to the HFEA in January 2009, in compliance
with directions. The strategy has, notably, been operational from January 2008 and the centre
staff strongly support it and promote it as much as possible when consulting patients. An
important aspect of the strategy is the information provided to patients regarding the MBMS
and eSET. This was reviewed by the inspectorate and was considered well written,
appropriately detailing the risks of multiple births and providing access to further information
at the ‘one at a time’ website.
Verbal and written information provided on inspection (thus not verified on the HFEA
Registry), indicate that initial implementation of the MBMS led to the centre’s annualised
multiple pregnancy rate (MPR) dropping from 23% to 15% between 2007 and 2008, while the
annualised clinical pregnancy rate (CPR) dropped from 44% to 34%. The selection criteria
were reviewed and the age cut off for eSET was lowered from <37 years to <36 years in
December 2008, without modifying other criteria. In 2009 this led to a recovery in CPR but
also an increase in MPR from 15% to 19%, i.e. still below the 24% target set by the HFEA in
2009 and the 20% target for 2010. In 2009, 119 patients (ca. 33% of total patients attending
for IVF and ICSI) were recommended for eSET and this was accepted by 81 (68%) of them.
The CPR was 50% in those who rejected eSET and 35% in eSET patients, but the eSET
group exhibited a MPR of only 3% whereas it was 37% in the former group.
The MBMS was further updated in December 2009 in response to a review of CPR, MPR and
live birth rates at the centre. This was done in an attempt to increase eSET take-up and
reduce the MPR while maintaining success rates. To this end, the centre is also introducing
more blastocyst culture and embryo vitrification for storage, building on the introduction of
these methodologies in 2008, and will continue to promote the MBMS through patient
information and at consultations.
In compliance with Directions, a log of non-compliance with eSET criteria is maintained and
was provided for inspection. It clearly states the reasons for non-acceptance of eSET.
Patients rejecting eSET are provided with information regarding the risks of multiple births
and this is noted in the patient records, along with the reasons for rejection.
What the centre does well:
The centre’s proactive implementation of their MBMS in January 2008 with associated
changes in embryological practice, and the subsequent monitoring, review and revision of the
MBMS (as discussed above), were considered by the inspectorate to be notable examples of
good practice at the centre.
What they could do better. Nothing noted at inspection
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2.

Changes/improvements since the inspection on 16 January 2008

Recommendation
1) Competencies to be
documented for all team
members
(ref
Code
of
Practice S.6.2.2)

Observations on this inspection
Competency assessment frameworks were seen on this
inspection to have been documented for nursing and
embryology staff. They have however only been fully
implemented for the embryologists, as observed in staff
records; some but not all competency assessments have
been performed for nursing staff, and some of these are not
recorded.
No competency assessment plans were
available for clinical staff or other staff groups (e.g.
administration). The frequency of on-going competency
assessment for each of the key activities carried out by
each staff group, has also not been documented. These
observations indicate the centre is non-compliant with
licence conditions T12 and T15a. These observations
concur with the centre’s self assessment questionnaire
which indicated that competency assessment for
information provision, consenting, welfare of the child
(WoC) assessment, donor selection, witnessing and the
maintenance of confidentiality were not fully compliant with
HFEA requirements.
To ensure compliance with licence conditions T12 and
T15a, the PR must ensure that on-going competency
assessment plans are prepared for each staff group. These
plans should identify the key activities which require
competency assessment for each staff group, and the
method and frequency of assessment.
Competency
assessments should then be performed and recorded in an
appropriate manner. The results of the assessments should
be reviewed and corrective actions, e.g. retraining,
implemented as necessary. These processes should also
be appropriately recorded. Competency assessment should
be repeated at the frequency specified in the quality
manual.

Recommendation
2) Staff to ensure that security
and
confidentiality
is
maintained in all areas. For
example ensure that doors
are closed appropriately and
patient identifying information
is not left on view. (ref Code
of Practice S.7.2.1)
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Observations on this inspection
Recent changes to the centre premises have improved
confidentiality, e.g. the receptionist is now located in a
secure office which looks onto the waiting area, rather than
in the waiting area itself. On inspection, all rooms were
seen to be appropriately secured and there have been no
patient complaints to HFEA regarding confidentiality.
The only issue related to confidentiality seen on inspection
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2) Continued

was that patient records for the day’s patients were
observed in the corridor outside the scanning rooms. This
corridor is accessible to unaccompanied patients, though
patients are normally accompanied, and the notes were
concealed under a clipboard. This issue was brought to the
attention of the Lead Nurse as a potential risk to
confidentiality and a risk control measure was introduced
on the day of the inspection, to the satisfaction of the
inspectorate.

Area of practice
3) Oncology samples are
stored with donor sperm
samples.
The centre has
agreed to risk assess this
practice
taking
into
consideration
that
these
samples have different levels
of screening. (ref. Code of
Practice S.6.3.8 (b))

Observations on this inspection
The risk assessment was performed soon after the report
of the last inspection was provided to the centre. The risk
assessment was observed on this inspection and had been
completed in a manner which indicated that the centre staff
had given due consideration to the risks associated with
this area of the centre’s practices.

Area of practice
4) The risk assessments seen
on
inspection
required
signatures.

Observations on this inspection
This issue was corrected after the last inspection according
to the PR.
All risk assessments observed on this
inspection had been signed.

Area of practice
5) Contingency arrangements
with Bristol to be formalised
and documented.

Observations on this inspection
A formal contingency agreement with Bristol Southmead
Centre was observed on this inspection. The centre also
has a formal contingency arrangement with a centre in
Southampton.

Area of practice
6) If laboratory equipment is
found to be out of normal
parameter range it is adjusted
by the laboratory manager.
This
was
discussed
at
inspection and the laboratory
manager
informed
the
scientific inspector that they
will add to the protocol that
equipment which is very out
normal
range
must
be
removed from service. (ref.
Code of Practice S.6.4.3)

Observations on this inspection
The PR provided an updated protocol after the last
inspection. This protocol was observed on this inspection
and was seen to include the required provision that
malfunctioning equipment was to be removed from service.
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Area of practice
7)
The
protocol
for
transportation of samples
requires review and revision
taking into account alert 21:
Transport
hazards
of
gametes/embryos nationally
and internationally.
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Observations on this inspection
The PR provided an updated protocol after the last
inspection. This protocol was observed on this inspection
and was seen to have been updated and to have
incorporated the requirements of Alert 21 and be compliant
with the requirements of the CoP and licence conditions.
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3.

Areas of concern

The analysis of the centre’s self assessment questionnaire (SAQ) 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.
Area of concern-1

Inspection findings

The SAQ says the PR
spends less than 20% of a
full time equivalent on the
role

The PR is a Consultant employed by the
Bath NHS Trust to provide secondary and
tertiary fertility services at the hospital and
contribute to the obstetric service. This is
also the case with the Licence Holder. The
Lead Nurse said on inspection that patients
appreciated the presence of known clinical
staff from infertility investigation all the way
through treatment to birth.
On inspection it was apparent that the
centre was well organised and generally
compliant with CoP requirements. The
clinicians perform only the egg collections
and the service is effectively nurse-led,
though consultant support was said by staff
to be available at all times. The PR
effectively delegates to other managers,
notably the nursing and laboratory
managers, but understands his legal
responsibilities as PR. Thus all but one of
the breaches at the last inspection had
been addressed, and progress has been
made on the outstanding issue (Section 2,
item 1).
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Assessment of whether the action taken meets
requirement or whether any further action is required
The inspectorate has no concerns regarding the PR’s time
commitments, since on inspection it was apparent that the
centre was well organised and generally compliant with CoP
requirements.
The inspectorate notes however that a breach of licence
conditions from the last inspection, concerning competency
assessment, has yet to be corrected, though progress has
been made in addressing the issue. The inspectorate must
therefore remind the PR of HF&E Act (1990) as amended,
Section 17, paragraphs 1(b), 1(d), 1(e), which require that
the PR secures that proper equipment and suitable practices
are used, and that licence conditions are complied with, in
the course of providing licence treatment.

Area of concern-2

Inspection findings

In the SAQ, the PR assessed
the centre as being less than
fully compliant regarding the
monitoring and audit of quality
indicators for: counselling; the
provision of information to
patients; consenting; welfare of
the child (WoC) assessment;
donor selection; witnessing;
traceability;
the
quality
management system; and HFEA
data submission.

The centre has some quality indicator
monitoring and audit in place, for
example
fresh
embryo
clinical
pregnancy rates (in total and by
practitioner
for
competency
assessment), frozen embryo survival
and clinical pregnancy rates, multiple
birth rate and eSET acceptance rates.
These tend to be end point indicators,
i.e. they reflect the quality of multiple
processes. In the laboratory, more
process-based quality indicators are
established, e.g. number of eggs
collected,
fertilisation
rate
and
cleavage rate. In addition, witnessing
is retrospectively audited annually and
this had recently been performed.
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Assessment of whether the action taken meets
requirement or whether any further action is required
Given the audits already performed, the centre still need to
develop quality indicator monitoring and audit for
counselling;
the provision of information to patients;
consenting; welfare of the child (WoC) assessment; donor
selection; witnessing; traceability; the quality management
system; and HFEA data submission, to be compliant with
licence condition T35.

To ensure compliance with licence condition T35, the PR
should review activities at the centre and ensure that
required standards of quality and safety, in the form of
quality indicators for all activities authorised by the licence
and other activities carried out in the course of providing
treatment services that do not require a licence, are
established. The activities monitored should include those
described above, though the PR may choose to include
others. The PR should also ensure that the monitoring
mechanisms, audit frequencies and responsibilities for the
The possibility of implementing a quality indicators are documented, to comply with CoP
check in patient records at embryo guidance 23.19 – 23.22.
transfer of proposed quality indicators
for many of these activities (eg To facilitate the development of quality indictor monitoring
consents in place, witnessing and and audit, the PR should ensure adequate resources are
information provision) was discussed. available to establish and maintain the quality management
system, as required by CoP guidance 23.3. Specifically, the
The LM is also the Quality Manager PR needs to ensure that the LM is able to devote enough
(QM) and mentioned that one reason time to the QM role to successfully establish appropriate
quality indicators had not been fully quality indicator monitoring at the centre.
developed was due to the lack of time
she can devote to the QM role.
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Area of concern-3

Inspection findings

In the SAQ, the PR assessed
the centre as being less than
fully compliant regarding the
audit against HFEA regulatory
requirements of procedures for:
counselling provision; provision
of information to patients;
consenting;
WoC;
donor
selection; gamete and embryo
procurement, processing and
transport, gamete and embryo
storage; witnessing; traceability;
ICSI; and patient confidentiality.

The ICSI procedures were discussed
with the LM, who said that they had
been
reviewed
against
the
requirements and were compliant.
This
was
confirmed
by
the
inspectorate after review of the ICSI
procedure.

Version: 0
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In discussion with the LM, the reasons
for regular audit of compliance of
procedures were discussed and the
LM said that the changes between
CoP editions 7 and 8, highlighted by
the HFEA in centre consultations, had
been fed into the procedures. It should
be noted however that information
regarding legal parenthood provided
to users of donor gametes does not
include some of the legal changes in
2009. Similarly, patient information
regarding embryo storage does not
include recent changes in the
extension of the statutory storage limit
up to 55 years in 10 year steps.
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Assessment of whether the action taken meets
requirement or whether any further action is required
The procedures associated with counselling provision;
provision of information to patients; consenting; WoC; donor
selection; gamete and embryo procurement, processing and
transport; gamete and embryo storage; witnessing;
traceability; and patient confidentiality have not been
recently audited against HFEA regulatory requirements.
This is a breach of licence condition T36.
To comply with licence condition T36, the PR should have
these procedures audited against HFEA regulatory
requirements to ensure compliance. Non-conformities and
corrective actions should be documented.
Procedures should in future be reviewed regularly against
the HFEA regulatory requirements to ensure compliance is
maintained.

Area of concern-4

Inspection findings

The PR indicated in the SAQ Discussions with centre staff indicated
that consents were taken on the that this concern pertained to
day of treatment.
consents for egg storage or ICSI,
taken if sperm are unexpectedly
absent or of low quality on the day of
egg collection. All patients are
provided with information on ICSI and
egg storage well before treatment
commences.

Area of concern-5

Assessment of whether the action taken meets
requirement or whether any further action is required
The PR stated in the SAQ that It was confirmed on inspection that the No issues were identified.
the centre did not distribute centre had been distributing gametes
gametes and embryos.
and/or embryos, contrary to the
answer given by the PR in the self
assessment
questionnaire.
The
inspectorate determined that this
inaccuracy was due to the PR
misunderstanding the meaning of
distribution in a regulatory sense. No
regulatory issues were however
highlighted and the centre is licensed
for gamete and embryo distribution
and has a compliant procedure for
gamete and embryo transportation. An
import/export folder was also reviewed
and contained evidence regarding the
compliance of reciprocal centres for
transfers under general directions.
Version: 0
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Inspection findings

Assessment of whether the action taken meets
requirement or whether any further action is required
Patients have all received information well before treatment
commences. Counselling is also available, as are nursing
and embryology staff to discuss any patient concerns prior
to the collection of these consents. The inspectorate
considers there are no regulatory issues associated with
practice in this area.
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Area of concern-6

Inspection findings

The PR stated in the SAQ that
the third party agreement with
the courier does not state that
the specified conditions of
transport be maintained during
transit.

The third party agreement with the
courier does not include that the
courier contracts to maintain the
specified conditions during gamete or
embryo transport, non-compliant with
HF&E Act 1990 (as amended), Sch
3A(11).

Area of concern-7

Inspection findings

It was unclear from the SAQ
whether the centre documents
home procurement in the patient
records.

Home procurement of sperm occurs in
occasional cases and is documented
in patient records. The patient is used
as a witness for the identifiers on the
sperm pot. The patient does not sign
however that he produced the sperm,
the date and time of production or that
the sperm has not been interfered with
in any way, non-compliant with CoP
15.7 (b) – (d).

Version: 0
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Assessment of whether the action taken meets
requirement or whether any further action is required
The third party agreement needs to be revised to include
that the courier will contract to maintain the specified
conditions of transport during transit, to comply with HF&E
Act 1990 (as amended), Sch 3A(11).

Assessment of whether the action taken meets
requirement or whether any further action is required
The absence of these checks is non-compliant with CoP
guidance 15.7 (b) – (d). The PR should ensure the
procedure for dealing with home procurement includes that
the provider should document in the records that he
produced the sperm, the date and time of production and
that the sperm has not been interfered with, to be compliant
with CoP guidance 15.7 (b) – (d). The PR should ensure
home procurement documentation is modified to allow the
collection of these statements.

Area of concern-8

Inspection findings

The PR indicated in the SAQ
that sample labelling at the
centre was not fully compliant
with licence condition T101.

The LM reported that samples are
labelled at the centre with the patient’s
initial and surname and the clinic
number. Straws used for cryostorage
are also labelled with the date of birth.

Area of concern-9

Inspection findings

In the SAQ, the PR assessed
the centre as being less than
fully compliant regarding several
aspects
of
the
quality
management system (QMS),
including quality indicators, audit
in general and specific to the
QMS and assessment of
compliance of activities at the
centre.

Quality indicators and their audit, and
the audit of the regulatory compliance
of procedures, have been discussed
in ‘Areas of concern’ items 2 and 3.
The PR and QM reported that a
review of the centre’s quality
management system was recently
performed. Documents reviewed on
inspection were well presented and
appropriately detailed.
A small
number were however not annually
reviewed, for example the protocols
for transportation and temperature
monitoring of dewars.

Version: 0
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Assessment of whether the action taken meets
requirement or whether any further action is required
The sample labelling convention is potentially non-compliant
with licence condition T101, which requires that all samples
should be labelled with at least the patient’s full name and a
unique identifier (the date of birth is acceptable as such
according to CoP guidance 18.21). The PR should consider
whether the patient’s initial and surname constitute the
patient’s full name, i.e. whether the centre’s labelling
convention is safe and compliant with licence condition
T101.
Assessment of whether the action taken meets
requirement or whether any further action is required
The PR and QM are reminded of CoP guidance 31.6
(‘Documents should be reviewed, revised and reapproved at
a frequency that ensures they remain fit for purpose. The
maximum interval between reviews should be 12 months).
The QM should review documents within the QMS for
compliance with this guidance and take action to correct
non-compliances.

Area of concern-10

Inspection findings

In the SAQ, the PR indicated The Lead Nurse described that
that all licensed activities are not occasional egg collections have to be
carried out in the same building. performed in the main hospital
operating theatre if patients require
general anaesthesia, as they do very
occasionally. This has not occurred in
the last two years.

Area of concern-11

Inspection findings

In the SAQ, the PR indicated
that the HFEA were not
informed before an alteration of
premises was performed.

A large room adjacent to the centre
has been converted into an open plan
office for embryology, administration
and centre reception (with reception
window access to the patient waiting
area) with an adjacent staff changing
room. This has improved patient
confidentiality, as the reception was
previously within the waiting area. A
store room has also been converted
into a second consultation and
scanning room.
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Assessment of whether the action taken meets
requirement or whether any further action is required
The PR should note that it is unlawful to procure gametes
outside of premises covered by a HFEA licence or a third
party agreement with a HFEA licensed centre (licence
condition T1). The centre’s licence can not cover the main
theatres as they are in a separate building on the hospital
site. If the PR wishes to perform egg collections in the main
operating theatre, the centre must develop a third party
agreement with the operating theatre manager, which is
compliant with the requirements detailed in licence
conditions T114 and T116.
Assessment of whether the action taken meets
requirement or whether any further action is required
The changes have not directly impacted on licensed
activities or materials therefore the centre did not inform the
HFEA regarding the changes. The inspectorate considers
this was a reasonable approach to take. The changes have
significantly enhanced the centre’s functionality.

Area of concern-12

Inspection findings

In the SAQ, the PR assessed
the centre as being less than
fully compliant with regard to the
maintaining of cleaning records
for the premises.

This was discussed with the Lead
Nurse and LM. Cleaning of the centre
premises is provided by hospital
cleaning staff who attend the centre
daily. Records of their attendance are
maintained by the hospital cleaning
supervisor.
Equipment cleaning and logging
thereof was also verified, though the
PR considers the centre compliant in
these activities. Equipment cleaning is
performed by centre staff and records
of this were observed in the
laboratory.
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Assessment of whether the action taken meets
requirement or whether any further action is required
The LM and Lead Nurse provided information and evidence
which indicates that records regarding the cleaning of the
centre premises are maintained and the centre is compliant
with licence condition T26.

Area of concern-13

Inspection findings

In the SAQ, the PR assessed
the centre as being less than
fully compliant regarding the
revalidation of equipment after
repair.

This was discussed with the LM who
stated that this was scored as less
than compliant because the centre
had had no recent incidents of
equipment failure which required
repair
and
revalidation.
The
equipment maintenance and repair
procedure was discussed. The need
for revalidation of equipment returning
from repair was not documented,
contrary to licence condition T25.

Area of concern-14

Inspection findings

In the SAQ, the PR assessed
the centre as being less than
fully compliant regarding the
procedure for the control of
confidential documents including
measures
for
establishing/
maintaining data security and
accuracy,
resolving
discrepancies and preventing
unauthorised disclosure.

A procedure for maintaining patient
confidentiality was provided on
inspection and confidentiality practices
were discussed. These procedures
and practices were considered by the
inspectorate to be effective and to
ensure
compliance
with
CoP
requirements
regarding
the
maintenance of confidentiality.
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A procedure for responding to
requests for access to patient records
and providing such access, was
observed on inspection and was
considered compliant with licence
condition T44.
24

Assessment of whether the action taken meets
requirement or whether any further action is required
The equipment maintenance and repair procedure must
detail that all equipment returned to the centre after repair is
revalidated before being used in licensed activities, to
ensure centre practices are compliant with licence condition
T25. The PR should ensure the procedure is revised to be
compliant with the requirements of licence condition T25.

Assessment of whether the action taken meets
requirement or whether any further action is required
Existing procedures and practices related to maintaining
confidentiality were considered by the inspectorate to be
compliant with CoP requirements. The only problem noted
was that the centre did not appear to have a procedure for
the control of confidential documents which included
measures for establishing/maintaining data security and
accuracy and resolving discrepancies, as required by
licence condition T44 (a) and (b). The PR should review the
centre’s procedures and ensure they are compliant with all
requirements of licence condition T44.

Continued

A procedure for the control of
confidential documents which included
measures for establishing/ maintaining
data security and accuracy, resolving
discrepancies
and
preventing
unauthorised disclosure was not
however available.

Area of concern-15

Inspection findings

HFEA Registry say the centre
have few errors in their registry
data, except for the period May
– Nov 2008, when registrations
were filed without passport or
NHS numbers. These need to
be corrected.

Centre staff stated that they would
endeavour to collect the passport or
NHS numbers from patients if they
return to the centre for repeat
treatments. They would however find
it extremely difficult to collect the data
from patients who no longer attend the
centre, due to the difficulties
associated with motivating patients to
respond to queries for administrative
information and tracing patients who
have moved.
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Assessment of whether the action taken meets
requirement or whether any further action is required
The centre will attempt to correct the information provided to
the HFEA registry. The PR should continue to work with the
HFEA registry to ensure information submitted to the registry
is accurate and that any errors within it are corrected in a
timely manner, compliant with General Direction 0005.

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 require are given as
well as the timescales in which these improvements should be carried out.
Critical area of non compliance
A critical are 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

NONE
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Timescale
for action

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-1
The centre’s witnessing is
contemporaneous, but the
recording of the checks is,
during
embryo
transfer,
conducted at the end of a
procedure, albeit still as part
of the procedure compliant
with T71.
The centre’s
witnessing
audit
and
inspectorate
review
of
witnessing in patient records
indicate
that
occasional
witnessing signatures and/or
timings
were
missing,
contrary to T71. The small
delay while a procedure is
completed
may
disturb
occasionally the recording of
the check.
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Action required
Timescale
Licence Condition T71 states that 30th April 2010
witnessing ‘checks must be completed
and recorded at the time the clinical or
laboratory process/procedure takes
place.’ Corrective actions detailed in
the centre’s witnessing audit include
that all staff should be told to sign the
witness sheet at the time of witnessing
and that the witnessing sheets should
be checked before filing to ensure
witnessing checks are complete. The
inspectorate concurs with the first
action and also recommends:
1) The processor must be responsible
for ensuring the witness signature is
collected.
2) The PR may wish to consider
performing the check that all
witnessing signatures are in place just
before embryo transfer, rather than
when the witnessing sheet is filed.
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PR Response
Executive Review
See
executive 10 February 2010: An
email from the LM to
review comments

HFEA indicated that all
staff have been advised
that recommendation 1)
has been implemented
and that all witnessing
should be recorded at
the time of the check.
The witnessing sheet
has been modified to
allow the embryologist
loading the catheter to
check and document
that all witnessing has
been completed, as per
recommendation 2).
The
inspectorate
considers that the LM
has taken appropriate
actions
to
ensure
witnessing is performed
and recorded compliant
with licence condition
T71.

Area of practice-2
The frequency and method
of quality indicator (QI)
monitoring for witnessing are
not documented in the
quality manual, contrary to
licence
condition
T35.
Retrospective
annual
witnessing
audits
are
currently performed but this
is not stated.
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Action required
Timescale
The PR must ensure that the 30th April 2010
frequency and method of quality
indicator monitoring for witnessing are
stated in the quality manual, and
applied, to comply with licence
condition T35.

PR Response
See
executive
review
comments.
Quarterly audit of
standard
note
samples
is
also
being implemented
as detailed in QI
SOP.

Executive Review

16 February 2010: An
email from the QM to
HFEA indicated that
witnessing
completion
would
be
assessed
before embryo transfer
for each cycle. These
checks would then be
reviewed as a quality
indicator of witnessing
compliance.
1 April 2010: The QI
monitoring protocol was
provided and describes
retrospective
quarterly
audit of witnessing for QI
monitoring.
The
inspectorate considers
that
the
centre
is
therefore now compliant
with T35.
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Area of practice-3
No procedures related to
legal parenthood could be
provided which ensure that:
1) Treatment is not provided
when
a
person
has
withdrawn their consent to be
the second parent of a child
without telling the women
being treated (the first
parent) that the consent has
been withdrawn, contrary to
licence condition T64(b).
2) When a patient has
withdrawn her consent to a
nominated second parent
being treated as the legal
parent, or has more recently
consented to a different
person being the legal
parent, that the original
second parent is notified in
writing of the withdrawal of
consent, contrary to licence
condition T65.
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Action required
Timescale
The PR should ensure that the 30th April 2010
centre’s procedures and practice
related
to
addressing
legal
parenthood,
e.g.
consenting
procedures, are modified to ensure
procedures
and
practices
are
compliant with T64(b) and T65.

PR Response
DI patient checklist
has been modified
and
emailed
to
Andrew Leonard to
cover this regulatory
requirement.

Executive Review

1 April 2010: The
checklist used for donor
recipients was provided
and contains a check
that a consent to be the
second parent has not
been withdrawn. This will
ensure centre practices
are
compliant
with
T64(b).
An email from the QM on
25 March 2010 stated
that the SOP for treating
recipients
of
donor
gametes will be modified
to account for these
recommendations,
to
comply with T64(b) and
T65.
The PR must
ensure these revisions
are carried out and
reported
to
the
inspectorate when they
are
completed,
to
comply with T64(b) and
T65.
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Area of practice-4
The inspectorate notes that a
breach of licence conditions
from the last inspection
report,
concerning
competency
assessment,
has yet to be corrected.

Action required
Timescale
The PR is reminded of HF&E Act 30 April 2010
(1990) as amended, Section 17,
paragraphs 1(b),1(d), 1(e), which
require the PR to secure that proper
equipment and suitable practices are
used, and that licence conditions are
complied with, in the course of
providing licence treatment. It is
recommended that the PR consider
whether the time allocated to the role
allows him to fulfil his HF&E Act,
Section 17 requirements.

PR Response
No
concerns
regarding equipment
(validation
and
revalidation
measures in place).
All processes have
been validated.
Competency
assessment - see
executive
review
comments for area
of practice 5.

Area of practice-5
Competency
assessment
plans are documented for
nursing and embryology
staff, but have only been fully
implemented for embryology
staff.
For
example,
competency assessment of
staff taking consent has not
been documented, including
whether they are competent
to inform patients regarding
parenthood legislation. No
competency
assessment
plans were seen for clinical
staff or other staff groups

Action required
Timescale
To ensure compliance with licence 30th April 2010
conditions T12 and T15a, the PR must
ensure that on-going competency
assessment plans are prepared for
each staff group. These plans should
identify the key activities which require
competency assessment for each staff
group, and the method and frequency
of assessment.

PR Response
Executive Review
16
February 2010: An
See
executive
email
from the Nurse
review comments
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Competency assessments should be
performed and recorded in an
appropriate manner. The results of the
assessments should be reviewed and
corrective actions, e.g. retraining,
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Executive Review

The
inspectorate
considers that the PR
has taken appropriate
actions in response to
the report, and this
indicates he is fulfilling
his statutory duties as
defined in HF&E Act
(1990) as amended,
Section 17, paragraphs
1(b),1(d), 1(e).

Manager
provided
evidence that a detailed
competency assessment
plan with methods was
in place for the nursing
staff:
17 and 22 February
2010: Emails from the
QM provided evidence of
1) the development of a
detailed
competency
assessment plan for
laboratory staff which
includes witnessing and
consenting patients; 2)
that the quality manual

Area of practice-5
Continued
(e.g. administration). The
frequency of competency
assessment for each of the
key activities carried out by
each staff group, has not
been
documented.
The
centre is therefore noncompliant
with
licence
conditions T12 and T15a.
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Action required

Timescale

taken as necessary. These processes 30th April 2010
should also be appropriately recorded.
Competency assessment should be
repeated at the frequency specified in
the quality manual.

PR Response

Executive Review

See
executive now states assessment of
key competencies for all
review comments
staff will occur annually A

draft of the Trust’s new
policy on sedation was
also provided, which the
Nurse Manager stated the
centre was compliant with
and
will
competency
assess against.
The changes made at the
centre take it a long way
towards compliance with
T12 and T15a. It is
however
noted
that
competency assessment
plans for other clinical
staff besides the nurses
and the administrative
staff have not been
described yet by the PR.
The PR should note the
competence of all staff
who have an impact on
licensed activity should be
regularly assessed, to
become fully compliant
with T12 and T15a.
Competency assessment
plans
should
be
developed, as the report
recommends.
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Area of practice-6
The centre still need to
develop quality indicator
monitoring and review for
counselling, the provision of
information
to
patients,
consenting,
WoC
assessment, donor selection,
witnessing, traceability, the
quality management system
and HFEA data submission,
to be compliant with licence
condition T35.

Action required
Timescale
To ensure compliance with licence 30 April 2010
condition T35, the PR should review
activities at the centre and ensure that
required standards of quality and
safety, in the form of quality indicators
for all activities authorised by the
licence and other activities carried out
in the course of providing treatment
services that do not require a licence,
are
established.
The
activities
monitored should include those
described above, though the PR may
choose to include others. The PR
should also ensure that the monitoring
mechanisms, audit frequencies and
responsibilities
for
the
quality
indicators are documented, to comply
with CoP guidance 23.19 – 23.22.
To facilitate the development of quality
indictor monitoring and audit, the PR
should ensure adequate resources
are available to establish and maintain
the quality management system, as
required by CoP guidance 23.3.
Specifically, the PR needs to ensure
that the LM is able to devote enough
time to the QM role to successfully
establish appropriate quality indicator
monitoring at the centre.
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PR Response
SOP
for
quality
indicators has been
emailed to Andrew
Leonard. No QIs for
donor selection as
this is not applicable
for our clinic.

Executive Review

1 April 2010: The SOP
for QI monitoring has
been
developed
to
include appropriate QI,
with
methods
and
frequency of monitoring,
in the required areas of
practice.
The
inspectorate
thus
considers that the centre
is now compliant with
T35
It is noted that the QM
role is now included in
the
job
description
provided by the LM,
amongst many other
responsibilities. The PR
should ensure that the
LM has enough time in
the future to perform the
QM role, to comply with
CoP guidance 23.3

Area of practice-7
The procedures associated
with counselling provision;
provision of information to
patients; consenting; WoC;
donor selection; gamete and
embryo
procurement,
processing and transport;
gamete and embryo storage;
witnessing; traceability; and
patient confidentiality have
not been recently audited
against HFEA regulatory
requirements.
This is a
breach of licence condition
T36.

Action required
Timescale
To comply with licence condition T36, 30 April 2010
the PR should have these procedures
audited against HFEA regulatory
requirements to ensure compliance.
Non-conformities
and
corrective
actions should be documented.

Area of practice- 8
Home production of sperm
occurs in occasional cases
and is documented in patient
records. The patient is used
as a witness for the
identifiers on the sperm pot
on arrival at the centre. The
patient
does
not
sign
however that he produced
the sperm, the date and time
of production or that the
sperm
has
not
been
interfered with in any way,
non-compliant with CoP 15.7
(b) – (d).

Action required
Timescale
The PR should ensure the procedure 30 April 2010
for dealing with home production
includes that it is documented in the
records that the provider produced the
sperm, the date and time of
production and that the sperm has not
been interfered with, to be compliant
with CoP guidance 15.7 (b) – (d). The
PR should ensure home procurement
documentation is modified to allow the
collection of these statements.
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Procedures should in future be
reviewed regularly against the HFEA
regulatory requirements to ensure
compliance is maintained.

33

PR Response
All relevant SOPs
are currently under
review and will be
audited
against
HFEA
regulatory
requirements. Any
non-conformities
and
corrective
actions
will
be
documented on QPulse.

PR Response
Sperm
sample
documentation has
been amended and
emailed to Andrew
Leonard to comply
with required action.

Executive Review
st

1 April 2010: The plans
described in the PR’s
response will bring the
centre into compliance
with T36. Until the plans
are implemented, the
centre is non-compliant
with T36 so this should
take place as soon as
practicable or by 30 April
2010 at the latest. On 16
April 2010, a reviewed
clinical
manual
was
provided
to
the
inspectorate. The PR
should
advise
the
inspectorate when the
reviews and corrective
actions
have
been
completed.

Executive Review
st

1 April 2010: The LM
provided
a
revised
sperm sample form on
12 March 2010, which
has been modified as
recommended to collect
the information required
by CoP 15.7 (b) – (d).
The
inspectorate
considers that thecentre
is now compliant in this
area of practice.

Area of practice-9
The PR should note that it is
unlawful to procure gametes
outside of premises covered
by a HFEA licence or a third
party agreement with a
HFEA
licensed
centre
(licence condition T1). If the
PR wishes to perform egg
collections in the main
hospital operating theatre,
the centre must develop a
third party agreement with
the
operating
theatre
manager, which is compliant
with
the
requirements
detailed in licence conditions
T114 and T116.

Version: 0
Trim:

Action required
Timescale
If any egg collections are to be 30 April 2010
performed in the main hospital
operating theatre, the PR should
develop a third party agreement with
the operating theatre manager to
allow this to occur in compliance with
licence condition T1. The third party
agreement
should
include
the
requirements detailed in licence
conditions T114 and T116.
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PR Response
The
third
party
agreement
for
theatre has been
written and emailed
to Andrew Leonard.
It
is
awaiting
signature by the
Princess Anne Wing
Theatre Manager.

Executive Review

25 March 2010: An
appropriate third party
agreement with the main
hospital
operating
theatre was provided by
the LM by email.
It
awaits signing by the
theatre manager. The
PR should advise the
inspectorate when this is
completed and ensure
that the main theatres
are
not
used
as
premises for gamete
procurement until the
agreement is signed.

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-A
The storage consent form
sent to patients with embryos
in storage and associated
information, and the general
information regarding IVF
and ICSI provided to patients
before treatment, did to
include:
1)
The
possibility
of
extension
of
embryo
statutory storage up to 55
years in the event that a
medical practitioner signs to
the effect that one of the
gamete providers, or the
women to be treated if donor
gametes were used to
produce the embryos, is, or
is
likely
to
become,
prematurely infertile.
2) The one year cooling off
period in the event of
consent for embryo storage
being withdrawn by one of
the gamete providers. This
cooling off period does not
however
allow
embryo
storage beyond the statutory
storage period.
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Action required
Timescale
The PR should ensure that the 30 April 2010
centre’s patient information and
procedures are updated to include the
possibility of: Extension of embryo
statutory storage up to 55 years in 10
year steps in certain situations; A one
year cooling off period in the event of
consent for embryo storage being
withdrawn by one of the gamete
providers.

PR Response
Relevant
patient
information
has
been updated and
emailed to Andrew
Leonard. Also see
executive
review
comments.

Executive Review

18 February 2010: An
email
from
the
Administration Manager
to HFEA indicated that
the
embryo
storage
review procedures have
been updated to include
the one year cooling off
period in the event that
consent for storage of
embryos is withdrawn by
one of the gamete
providers.
An email from the LM on
the 12 March provided
patient
information
regarding treatment and
the
summary
of
embryology
form
provided to each patient,
which had both been
revised to incorporate
the
recommended
changes
regarding
embryo storage.
The
inspectorate
considers
the
recommendations in this
area of practice have
been
appropriately
implemented.
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Area of practice-B
The third party agreement
with the courier does not
include that the courier
contracts to maintain the
specified conditions during
gamete or embryo transport,
non-compliant with HF&E Act
1990 (as amended), Sch
3A(11).

Action required
Timescale
The PR must ensure that the third 31 May 2010
party agreement with the courier is
revised to include that the courier will
contract to maintain the specified
conditions of transport during transit,
to comply with HF&E Act 1990 (as
amended), Sch 3A(11).

PR Response
The
third
party
agreement has been
revised
and
is
awaiting
signature
by
the
courier
(Kynisi)

Area of practice-C
Documents reviewed on
inspection
were
well
presented and appropriately
detailed. A small number
were not annually reviewed,
for example the protocols for
transportation
and
temperature monitoring of
dewars, non-compliant with
CoP Guidance 31.6.

Action required
Timescale
Documents should be reviewed, 30 April 2010
revised and reapproved at a
frequency that ensures they remain fit
for purpose. The maximum interval
between reviews should be 12 months
(CoP 31.6). The QM should review
documents within the QMS for
compliance with this guidance and
take
action
to
correct
noncompliances.

PR Response
All documents are
currently
under
review and will now
be
reviewed
annually
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Executive Review

25 March 2010: An
appropriate third party
agreement
with
the
courier was provided by
the LM by email.
It
awaits signing by the
courier’s representative,
to comply with HF&E Act
(1990), Sch 3A(11). The
PR should advise the
inspectorate when this
occurs.

Executive Review

30 March 2010: A
modified
document
control procedure was
emailed by the LM which
includes that all patient
information
and
procedures
will
be
reviewed annually. This
is currently in progress
and will be completed by
30 April 2010, as
recommended.

Area of practice-D
The
LM
reported
that
samples are labelled with the
patient’s initial and surname
and the clinical number.
Straws used for cryostorage
are additionally labelled with
the date of birth. The sample
labelling
convention
is
potentially
non-compliant
with licence condition T101,
which requires that all
samples should be labelled
with at least the patient’s full
name and a unique identifier;
the date of birth being
acceptable as such (CoP
guidance 18.21).
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Action required
Timescale
The PR should consider whether the 30 April 2010
patient’s initial and surname constitute
the patient’s full name, i.e. whether
the centre’s labelling convention is
compliant with licence condition T101.

PR Response
The identifiers used
give
sufficient
unique identification
and I consider our
labelling convention
to be compliant with
licence
condition
T101.
Labels
have
insufficient space for
full name unless the
name is short

Executive Review

1 April 2010: The PR
considers the patient’s
initial,
surname
and
clinical number provide
unique identification of
all samples and that the
labelling convention is
compliant with T101.
Lack of space prevents
the complete first name
being written on the
label, thus the first initial
and surname are used.
The inspectorate notes
the centre has practices
in place for dealing with
patients with similar
names at the same time.
The inspectorate notes
that the meaning of ‘full
name’ in T101 is illdefined, but that in some
uses full name describes
the complete first name
and surname.
The
inspectorate asks the
Executive
Licensing
Panel to review T101
and assess whether use
of the patient’s initial and
surname complies with
the requirement in T101
to use the full patient
name in labelling.
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Area of practice-E
The equipment maintenance
and repair procedure does
not include the need for
revalidation of equipment
returning
from
repair,
contrary to licence condition
T25.

Action required
Timescale
The PR should ensure the equipment 30 April 2010
maintenance and repair procedure
details that all equipment returned to
the centre after repair is revalidated
before being used in licensed
activities, to ensure centre practice is
compliant with licence condition T25.

PR Response
Executive Review
See
executive 17 February 2010: An
email from the QM
review comments

Area of practice-F
The centre does not have a
procedure for the control of
confidential
documents
which included measures for
establishing/maintaining data
security and accuracy and
resolving discrepancies, as
required by licence condition
T44 (a) and (b).

Action required
Timescale
The PR should review the centre’s 30 April 2010
procedures and ensure they are
compliant with all requirements of
licence condition T44.

PR Response
We are compliant
with the local NHS
policy which has
been emailed to
Andrew
Leonard.
Confidentiality
clauses exist in all
staff
job
descriptions.

provided evidence that
the procedure has been
updated
to
include
revalidation
of
equipment
returning
from repair. All staff have
been informed of this
change.
The
inspectorate considers
that the QM has taken
appropriate actions to
comply
with
licence
condition T25.

Executive Review

25 March 2010: The LM
emailed the local NHS
confidentiality policy and
the LM’s job description.
The latter contains a
requirement to maintain
patient
confidentiality.
The policy document
was well written and
detailed
appropriate
policies regarding patient
confidentiality.
On 16 April 2010, the LM
emailed a procedure
(MP-GEN-Notes)
for
control of confidential
documents
which
included measures for
establishing/maintaining
data
security
and
accuracy and resolving
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Area of practice-F
Continued

Action required

Area of practice-G
HFEA Registry reported that
the centre have few errors in
their registry data, except in
May – Nov 2008, when
registrations
were
filed
without passport or NHS
numbers. These errors need
to be cleared to comply with
General Direction 0005.

Action required
Timescale
The PR should continue to work with 31 May 2010
the HFEA registry to ensure that
information submitted to the registry is
accurate and that any errors within it
are corrected in a timely manner,
compliant with General Direction
0005.
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Timescale

PR Response

PR Response
Lengthy email and
verbal discussions
with the HFEA at the
time concluded that
this
remains
a
difficulty.
We will
collect identification
numbers from these
patients
if
they
return for further
treatment.
We
would find it difficult
and
potentially
distressing
for
patients to approach
those who are no
longer in contact
with us.

Executive Review

discrepancies, compliant
with licence condition
T44 (a) and (b).

Executive Review

1 April 2010: The
inspectorate recognise
the
sensitivity
in
approaching
patients
some
time
after
unsuccessful treatment
for, what they will
consider
is,
administrative data and
note that the centre staff
will obtain information
from patients revisiting
the centre to allow
correction of incomplete
registry entries.
It must also be noted
however that Direction
0005 requires that all
registry data submitted
by a centre should be
complete and accurate.
The
centre
should
continue to liaise with
HFEA registry and make
efforts to ensure their
submitted registry data
set is compliant with
Direction 0005.

Additional Information from the Person Responsible
1. '
Area of concern-2'states that the PR should ensure sufficient time is provided to the LM for the QM role. This will require
additional staff support, and we will seek to achieve this.
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