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

1 June 2011
Interim inspection of treatment and storage
licence
8 hours
Gill Walsh

Inspection details:
The report covers the pre-inspection analysis, the visit and information received from the
centre between 17 June 2009 and 1 August 2011.
Date of Executive Licensing Panel: 5 October 2011
Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the Human
Fertilisation and Embryology (HF&E) Act 1990 (as amended), the Human Fertilisation and
Embryology (HF&E) Act 2008 and the Code of Practice, to ensure that centres are
providing a quality service for patients. The report summarises the findings of the licence
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

Person Responsible
Licence Holder
Date Licence issued
Licence expiry date
Additional conditions
applied to this licence

Crosshouse Hospital Fertility Unit
0287
L0287/2/b
MacDonald Suite
Crosshouse Hospital
Kilmarnock
Ayreshire
Dr Santanu Acharya
Dr David Rae
1 December 2009
30 November 2013
None
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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
This centre is a small unit housed within a multi service stand alone building on the campus
of Crosshouse Hospital, NHS Ayreshire and Arran and provides services to NHS funded
patients from the surrounding districts of rural Scotland.
The centre has been licensed by the HFEA to provide partner intra uterine insemination
(IUIP) since December 2007. The centre’s licence was renewed in December 2009 for a
period of four years without additional condition.
The centre’s licence was varied in February 2010 to reflect a change of Person
Responsible (PR) following the retirement of the previous PR.
The current PR has successfully completed the HFEA PR entry programme and is also the
nominated medical practitioner for the centre; he is registered with the General Medical
Council (GMC) and has been listed on the GMC specialist register for obstetrics and
gynaecology since Jan 2010.
Activities of the Centre:
Type of treatment
Intra uterine insemination (partner)
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos
Research

Number of treatment cycles
for the period 01/01/2010 –
31/12/2010*
37*
9 or Not applicable (N/A)
N/A
N/A
N/A
N/A

Outcomes*
*The centre was only able to provide licensed treatments from July to December 2010. The
treatments provided (37) are therefore not of sufficient number to provide a representative
comparison with national average success rates for this period.
*The data in the Register may be subject to change as errors are notified to us by clinics, or picked up
through our quality management systems.
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Summary for licensing decision
In considering overall compliance, the inspector considers that there is sufficient
information drawn from documentation submitted by the centre prior to inspection and from
observations and interviews conducted during the inspection visit to draw a conclusion on
the continuation of the centre’s licence.
The Executive Licensing Panel is asked to note that at the time of the inspection there were a
number of areas of practice that required improvement, including three major areas of noncompliance and two other areas of non-compliance or areas of poor practice.
Since the inspection visit the PR has confirmed and provided evidence that the following
recommendations have been implemented:
Major areas of non compliance:
• The PR should establish quality indicators or objectives for all key activities. (SLC T35)
• The PR should ensure that key activities are audited against compliance with
approved protocols, regulatory requirements and quality indicators..
• The PR should ensure that the third party agreement reviewed meets all requirements
of SLC T117(f).
Other areas of practice that require improvement:
• The PR should ensure that the assessment of laboratory staff competence to perform
a number of key activities is documented.
• The PR should ensure that the training received by laboratory staff for a number of key
activities is documented.

Recommendation to the Executive Licensing Panel
The inspector considers that, overall there is sufficient information available to recommend
the continuation of the centre’s licence without additional conditions. In making this
recommendation it is noted that the PR has responded to all recommendations made in this
inspection report and implemented the changes in a timely manner.
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Details of Inspection findings
1.

Focus of inspections for 2010-12

Providing information to patients in relation to costed treatment plans and
parenthood

The centre provides NHS funded care only and does not provide treatment with donor
gametes or embryos, therefore this theme does not apply.

Consent - particularly consent to disclosure to researchers and consent to storage

This centre provides IUI (partner) treatment only; therefore this theme does not apply.

Multiple births

This centre provides IUI (partner) treatment only; therefore this theme does not apply.

Validation of critical equipment and processes
What the centre does well.
Evidence was provided on inspection to show that all critical clinical and laboratory
processing procedures and equipment used in the centres activities have been
appropriately validated (Act Schedule 3a (11) 2006/86/EC and standard licence condition
(SLC) T24 and T72).
Revalidation of equipment following repair was demonstrated by validation of performance
by the biomedical engineer service and critical performance parameter testing (SLC T25).
What they could do better.
Nothing noted on inspection.
Witnessing
What the centre does well.
From observations made, documentation seen and from discussions with staff, the
inspector was able to conclude that all samples and the patients to whom they relate are
positively identified in person and against photographic ID and primary documentation held
5
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by the centre. Procedures are witnessed contemporaneously by two members of staff at
all critical points of the clinical and laboratory process. The date and time each step is
witnessed is recorded alongside the signature and the role of the operator and witness
(SLC) T71).
The centre’s SOP for witnessing was available for review on inspection (Act Schedule 3A
(11) – 2006/86/EC, SLC T33(b)). Relevant witnessing steps were also seen to be
embedded in the SOPs directing activities and processes which require witnessing.
Evidence that quality indicators relevant to witnessing procedures have been established
and are monitored against was provided on inspection. (SLC T35).
The most recent audit (May 2011) of witnessing procedures and documentation was
available for review on inspection (Schedule 3A (10) 2006/86/EC, Appendix 1 F and SLC
T36). Recommended actions resulting from this audit were documented and evidence of
implementation and re-audit being scheduled was also seen.
Documented competence assessments for witnessing procedures were available to review
for clinical staff conducting witnessing (SLC T 12 and T15(a)). All entries in the assessment
process were dated and signed by the assessor.
What they could do better.
Documented evidence of training received and the assessment of competence to conduct
witnessing procedures was not available for laboratory staff conducting witnessing
procedures. (SLC T15a)
The documented record of witnessing procedures conducted during the sperm preparation
process in the laboratory is currently retained in the laboratory only and not in the patient’s
medical record. (SLC T71)
Gamete and embryo donation – reimbursement, information provision and
screening

This centre does not provided treatment with donor gametes or embryos and does not
recruit donors.
Welfare of the Child (in relation to basic partner treatment services only)
What the centre does well.
From discussions with staff and review of information provided by centre staff, the
inspector concludes that before any woman is provided with treatment services; proper
account is taken for the welfare of a child who may be born as a result of treatment and of
any other child who may be affected by the birth (SLC T56). The PR and clinical staff were
able to appropriately describe the process for conducting a welfare of the child assessment
and their actions in the event that matters of concern arise and actions following (SLC
T56).
6
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An audit of six sets of patient records demonstrated completed and signed welfare of the
child assessment forms were present in all cases. The centre also provided their SOP for
welfare of the child assessment which is considered to be comprehensive and clear (SLC
T33(b)).
The centre has agreed the quality indicator that all patients and partners undergo an
appropriate welfare of the child assessment which is recorded in the patient / partner’s
medical record.
The centre’s most recent (March 2011) retrospective audit of the welfare of the child
assessment process and documentation, including analysis of patient questionnaire
responses, was available on inspection for review. Analysis of the audit findings,
corrective actions recommended and implementation of those actions was documented
(Schedule 3A (10) 2006/86/EC, Appendix 1 F and SLC T36).
Documented assessment of competence to assess welfare of the child was seen in
training records for both nursing and medical staff engaged in this process (SLC T15(a)).
What they could do better.
Nothing noted on inspection.
Embryo testing (if applicable)
This centre does not conduct embryo testing.
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2.

Changes / improvements since the previous inspection on 17 June
2009

Area for improvement

Action required

Action taken as evidenced
during this inspection

Validation
The validation of critical
equipment and processes
was not complete.

Validation of outstanding key
equipment and processes to
be completed.

No further action required.
Evidence of validation of the
outstanding equipment and
processes was available for
review on inspection.

Competence assessment
Documented assessment of
competence for key activities
was not complete.

Outstanding competence
assessments to be
completed and the outcome
documented.

Further action required.
Competence assessments
for gamete procurement and
processing, witnessing and
traceability procedures for
laboratory staff are to be
conducted and documented.

Submission of data to the
HFEA
The centre failed to submit
annual IUI data by the
prescribed date in
accordance with Directions
0008.

Outstanding submission
should be made by 27 July
2009.

No further action required.
Outstanding data was
submitted by the specified
date and subsequent data
for 2010 was submitted on
time.

Third Party Agreements
A number of third party
agreements (TPA) reviewed
on inspection did not specify
the requirements of relevant
standard licence conditions.

Third party agreements to be
reviewed to demonstrate
that the content of each
agreement is compliant with
relevant standard licence
condition requirements.

Further action required.
It was noted that third party
agreements have been
reviewed since last
inspection but on review of
one TPA with the hospital’s
laboratory for diagnostic
semen analysis, the TPA
does not comply with SLC
T117(f).

Audit of key procedures
and processes
Not all key procedures and
processes had been audit
within a two year period.

Outstanding procedures
requiring audit to be
indentified and audited.

Further action required.
The centre have not audited
their gamete procurement
and processing procedures.
Evidence of other
outstanding key process and
procedure audits was
available for review on
8
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Area for improvement

Action required

Action taken as evidenced
during this inspection
inspection notably:
•
•
•
•
•

Confidentiality and
dignity throughout the
IUI process
Documentation
Information giving –
communication
IUI process – including
ID / witnessing and
procedures
Semen / consumables
traceability
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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

GN 2 Staff
1) Has the centre assessed the
workforce requirements in the last
year? SAQ = no

2) Is the centre operating with a full staff
complement? SAQ = unanswered

Inspection findings

Assessment of whether the findings
meet the requirement or whether any
further action is required

1) The PR reported that the centre has
evaluated the workforce requirements
within the last year relative to the
current and anticipated activity of the
centre.

1) No further action required. From
discussion, the inspector concludes
that, given the reduced activity in the
first half of the last year and the
anticipated increase in activity going
forward, appropriate consideration for
resource requirements has been
made.

2) The senior nurse (.75 WTE) for the
centre is currently on long term sick
leave.

2) No further action required. The PR
reports that the centre is currently
managing the activity with the support
of additional hours from the second
part time nurse within the team
working additional hours and that the
situation regarding this and the senior
nurse’s return to fully duty is being
10
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Area of concern

Inspection findings

3) Can all staff provide documented
evidence of the assessment of the
competence in the performance of
their designated tasks? SAQ = no

3) On review of documented
competence assessments for staff,
documented competence
assessments in witnessing
procedures for laboratory staff were
not available.

Assessment of whether the findings
meet the requirement or whether any
further action is required
monitored on a monthly basis.
3) Further action required. Laboratory
staff training in gamete procurement
and processing, witnessing and
traceability procedures received and
the subsequent assessment of
competence to perform these
procedures should be documented.

GN 4 Information to be provided prior to
consent
1) Has the centre established quality
indicators or objectives relevant to the
provision of information? SAQ = 4

1) Since the submission of the SAQ, the
centre has agreed and documented
the quality objective that all patients
considering and / or undergoing
treatment will be provided with
sufficient information in a manner
which is understood by the patient to
inform their decision prior to consent.
This objective was seen to be
monitored by the analysis of targeted
patient questionnaire feedback and by
regular monitoring of documentation

1) No further action required.
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Area of concern

Inspection findings

Assessment of whether the findings
meet the requirement or whether any
further action is required

(signed information provision check
lists) in patient records.
2) Has the centre audited procedures for
the provision of information against
compliance with the approved
protocols, regulatory requirements,
and quality indicators in the last two
years? SAQ = no

2) Since the submission of the SAQ, the
centre has audited the procedures of
the provision of information prior to
consent, most recently in Mary 2011.
This audit was available to review on
inspection, no corrective actions were
recommended as a result.

3) Can relevant staff provide
documented evidence of the
assessment of their competence to
provide information to those
consenting to treatment? SAQ = no

3) Documented competence
assessments for the provision of
3) No further action required.
information were seen on inspection
for nursing and medical staff providing
information to patients prior consent.
Assessments were dated and signed
by PR. The assessment process was
discussed and reported to include
observation of practice, discussion re
underpinning knowledge and final sign
off with comment seen.

2) No further action required.

GN 5 Consent to treatment
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Area of concern

Inspection findings

1) Have procedures for taking consent
been audited against regulatory
requirements with approved protocols,
regulatory requirements and quality
indicators in the last two years? SAQ
= no

1) The centre’s most recent audit of
consent procedures was conducted in
March / April 2011 and was available
for review on inspection. Analysis on
the audit findings and
recommendations for corrective action
were seen to be documented and re
audit scheduled.

2) Can relevant staff provide
documented evidence of the
assessment of their competence to
seek consent? SAQ = 3

2) Medical staff asked were able to
describe their participation in the
hospital NHS consent competence
training and assessment process, the
nurse asked was able to describe how
she has been informed, mentored and
assessed in house in seeking
consent. Both nursing and medical
staff asked were able to provide
documented evidence of the
assessment of their competence to
seek valid consent.

GN 15 Procuring processing and
transporting of gametes and embryos
1) Has the centre established quality

1) The centre has not established quality

Assessment of whether the findings
meet the requirement or whether any
further action is required
1) No further action required.

2) No further action required.

1) Further action required. The centre
13
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Area of concern

indicators or objectives relevant to
procurement and processing
procedures? SAQ = no
2) Have procurement and processing
procedures been audited against
compliance with approved protocols,
regulatory requirements and quality
indicators in the last two years?
3) Can relevant staff provide
documented evidence of the
assessment of their competence in
procurement and / or processing
procedures?

Inspection findings

indicators or objective specifically
relevant to these processes.

2) Procurement and processing
procedures have not been audited
within the last two years.

3) The laboratory staff member
interviewed on inspection was able to
provide competence framework
documents and reported that staff
participate in local and national
training and quality assessment
initiatives but that the assessment of
staff competence to conduct these
procedures has not been documented
as yet.

Assessment of whether the findings
meet the requirement or whether any
further action is required
should establish quality indicators or
objectives for the procurement and
processing of gametes.

2) Further action required.
Procurement and processing
procedures should be audited as
required.

3) Further action required. Training in
procurement and processing
procedures received and the
subsequent assessment of
competence to perform these
procedures should be documented.
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Area of concern

GN 19 Traceability
1) Has the centre established quality
indicators or objectives relevant to
traceability? SAQ = no

2) Can relevant staff provide
documented evidence of the receipt of
training in traceability procedures?

Inspection findings

Assessment of whether the findings
meet the requirement or whether any
further action is required

1) The centre has agreed the quality
1) No further action required.
objective that all gametes and
consumable used in the preparation of
sperm and IUI processes which come
into contact with gametes will be fully
traceable.
2) Documentation confirming that
nursing and medical staff performing
IUI procedures had received training
in traceability procedures was
available on inspection, but not for
laboratory staff asked.

2) Further action required. Training in
traceability procedures for all relevant
staff should be documented.
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Areas of practice that require the attention of the Person Responsible
The section sets out matters which the Inspection Team considers may constitute areas of non compliance. These have been
classified into critical, major and others. Each area of non-compliance is referenced to the relevant sections of the Acts,
Regulations, Standard Licence Conditions, Directions or the Code of Practice, and the recommended improvement actions 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, embryo or to a child who may be born as a result of treatment services. A critical area of non-compliance requires
immediate action to be taken by the Person Responsible.

Area of practice and
reference
None

►

Action required and
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, embryo or to a child who may be born as a result of
treatment services
•
which indicates a major shortcoming from the statutory requirements;
•
which indicates a failure of the Person Responsible to carry out his/her legal duties
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•

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 and
reference
Quality Indicators
The centre has not established
quality indicators or objectives
relevant to gamete
procurement and processing
procedures. (SLC T35)
Audit
Gamete procurement and
processing procedures have
not been audited against
compliance with approved
protocols, regulatory
requirements and quality
indicators in the last two years.
(SLC T36)
Third party agreement
The centre’s third party
agreement with the Trust
Pathology department for
semen analysis does not
comply with SLC T117(f).

Action required and
timescale for action
The centre should determine
quality indicators or objectives
which can then be monitored
for quality assurance purposes
which will then feed into the
audit process by 1 September
2011.
An audit of gamete
procurement and processing
procedures should be
conducted, the findings and
recommended corrective
actions if applicable be
documented and implemented
by 1 September 2011.

PR Response

Executive Review

A list of objectives or quality
indicators relevant to gamete
procurement and processing
procedures has now been set.
An audit on many of the
indicators has already been
carried out in May, 2011
The audit on quality indicators
carried out in May, 2011 has
been provided for the inspector
and the Executive panel. A
further audit will be carried out
in October-November, 2011
and the report will be sent to
the inspector.

The PR’s implementation of
this recommendation is noted.
No further action required.

The centre should review the
TPA in place with the
laboratory to ensure that the
agreement describes how any
test/diagnostic results relayed
to the commissioning centre,
including sign off and

An SOP has been drawn out
describing how any
test/diagnostic results are
relayed to the commissioning
centre, including sign off and
confirmation that the result
applies to the correct sample

The PR’s implementation of
this recommendation is noted.
No further action is required.

The PR’s implementation of
this recommendation is noted.
No further action is required.
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Area of practice and
reference

Action required and
timescale for action
confirmation that the result
applies to the correct sample
will be conveyed. This is to be
complete by 1 September
2011.

PR Response

Executive Review

will be conveyed.
A TPA in this order has now
been implemented and a copy
sent to the inspector.
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►

Other areas of practice that require improvement
Other areas of practice that require 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 statutory requirements or good practice.

Area of practice and
reference
Documented assessment of
competence
Laboratory staff were unable to
provide documented evidence
of the assessment of the
competence to conduct
gamete procurement and
processing, witnessing and
traceability procedures (SLC T
15(a)).

Action required and
timescale for action
The assessment of staff
competence to conduct these
procedures should be made
and the outcome documented
by 1 September 2011.

PR Response

Executive Review

Documented evidence of the
assessment of the
competence to conduct
gamete procurement and
processing, witnessing and
traceability procedures (SLC T
15(a)) for laboratory staff is
now in place and available for
inspection.

The PR’s implementation of
this recommendation is noted.
No further action is required.

Documented evidence of
training
Laboratory staff asked were
unable to provided
documented evidence of
having received training in
gamete procurement and
processing, witnessing and
traceability procedures. (SLC
T12)

Training undertaken is to be
documented, training already
received is to be verified in
writing by 1 September 2011.

Documented evidence of
training in gamete
procurement and processing,
witnessing and traceability
procedures for laboratory staff
is now in place and available
for inspection. (SLC T12)

The PR’s implementation of
this recommendation is noted.
No further action is required.
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Area of practice and
reference
Retention of a written record
of witnessing in the patient’s
medical record.
The record of witnessing
procedures conducted is
currently retained within the
laboratory and not in the
patient’s medical record. (SLC
T71)

Action required and
timescale for action
The centre should ensure that
a copy of the witnessing record
is retained in the patient’s own
medical record with immediate
effect.

PR Response

Executive Review

Since inspection the practice
has now changed and a copy
of the record of witnessing
procedure is now kept with the
patient record and filed in her
notes.

The PR’s prompt
implementation of this
recommendation is noted. No
further action required.
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Additional information from the Person Responsible
I have attached some information with the email sent to Mrs Gill Walsh relating to the TPA from the lab, confirmation letter from the
lab that all lab technicians are fully CPA accredited every 2 years which confirms their validation regarding training and carrying out
their task, audit report carried out in May’11, copy of the SOP regarding the conveyance of semen analysis and blood results from
the lab to the commissioning centre, copy of the quality indicators and updated witnessing and traceability forms used in the unit for
your perusal.
I have also supplied the up to-date report on the number of IUI procedures carried out in the one year period since the new PR has
taken charge of the unit.
Recently, the unit has been recognised by the British Fertility Society as a training centre for ‘Management of the Infertile Couple’
and we would soon be ready to take trainees for the Advanced Training Skills Module (ATSM, RCOG) on ‘Subfertility and
Reproductive Health’.

21
Doc name: Treatment and storage interim report
Doc reference: CT-20
TRIM ref: 2010/04411

Version: 2.1
Release date: 14 April 2011

