Interim Inspection Report
Date of Inspection: 25 May 2010
Length of inspection: 6.5 hours
Inspectors: Sara Parlett (Lead, HFEA) and Paula Nolan (Clinical
Inspector, HFEA).
Inspection details:
The report covers the pre-inspection analysis, the visit and information about the centre
received between November 2008 and June 2010.
Date of Licence Committee: 15 July 2010.
Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the HF&E Act
1990 (as amended), the HF&E Act 2008 and the 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.
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Report to Executive Licensing Panel

Recommendation to the Executive Licensing Panel:
The inspection team considers that, overall, there is sufficient information available to
recommend the continuation of the centre’s licence years without additional conditions.
At the time of inspection, it was recommended that improvements should be considered
relating to the following aspects of the centre’s practice:
•
•
•
•

That the witnessing records kept in the patients’ medical records include the name and
status of the person performing the activity and the person witnessing the procedure.
That audits of traceability are carried out to ensure compliance with approved protocols,
regulatory requirements and quality indicators.
That completion of welfare of the child (WoC) assessments continues to be monitored as
part of the centre’s audit programme and that the form is revised to include reference to
the 8th edition of the HFEA Code of Practice (CoP).
That treatment fees are paid to the Authority within the timescale specified.

Since the inspection, the Person Responsible (PR) has provided satisfactory evidence that
action has been taken to address the above issues. It is recommended that the Executive
confirms compliance at the next inspection.
•
•
•

That the risk of witnessing the storage location of material retrospectively is assessed.
That a valid agreement with the satellite centre and related patient information are
submitted to the HFEA.
That audits of donor selection and recruitment procedures are carried out to ensure
compliance with approved protocols, regulatory requirements and quality indicators.

Since the inspection, the PR has confirmed that action is being taken to address the above
issues.
The inspection team recommends that the Executive Licensing Panel directs the PR to
ensure that all outstanding actions are addressed within the prescribed timeframes set out in
the inspection report.
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Details of Inspection findings
Brief description of the centre and its licensing history:
The Centre for Reproductive Medicine and Fertility has been licensed since 2001 and
provides a variety of licensed treatments to self-funded and National Health Service (NHS)
patients.
The centre is self-contained, with its own dedicated entrance, and is located within the Jessop
Wing of Sheffield Teaching Hospital NHS Trust.
The centre is open from 08:00 to 17:00 Monday to Friday, and from 08:00 to 15:00 on
Saturday. Clinical staff are available in an emergency 24 hours a day on a rota basis.
The centre has a system in place for Quality Management and is ISO 9001:2008 certified.
The centre applied for a variation to add oocyte freezing and storage to its licence. This was
approved by a Licence Committee on 28 May 2009.
The PR has been in post since 2001 and has appropriate qualifications and experience as
defined in the HFE Act 1990 (as amended). He has satisfactorily completed the Person
Responsible Entry Programme (7th edition CoP).
Activities of the Centre:

In vitro fertilisation (IVF)
Intracytoplasmic sperm injection (ICSI)
Frozen embryo transfer (FET)
Intra uterine insemination (IUI)

Number of treatment cycles
for the period 01 Jan 2009 –
31 Dec 2009*
347
197
173
348

Donor insemination (DI)

36

Type of treatment

(01 Jan 2009 – 31 Dec 2009)

or Not applicable (N/A)

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

N/A

Research

*These data were extracted from the HFEA register for the period 01 Jan 2009 – 31 Dec 2009. 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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1.

Focus of inspections for 2010-12

Witnessing
Evidence of how the centre demonstrates compliance with 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.
A radio frequency identification (RFID) electronic witnessing system is in use at the centre. A
risk assessment was seen at inspection to have been carried out in May 2007, prior to the
introduction of the system (CoP guidance 18.31) and validation of the system was carried out
prior to its use in February 2008 (Licence Condition T24). Validation included the use of the
electronic system in parallel with the existing manual system prior to full implementation,
records of which were seen at inspection. Use of the system is described in the centre’s
“witnessing system” standard operating procedure (SOP) (Licence Condition T33b).
The centre’s “witnessing system” SOP was seen to include witnessing checks at all critical
points of the laboratory and clinical process (Licence Condition T71). Two witnessing steps
observed during inspection were seen to follow the centre’s SOP. Three sets of patient notes
audited at inspection were found to include records of all required witnessing steps.
The senior embryologist stated that contingencies are in place in case of failure of the
electronic system. The system is linked to both an uninterrupted power supply and the
hospital’s emergency generator. In addition, if one reader was to malfunction, electronic
witnessing can be carried out at one of the other stations. If the system fails completely, staff
can revert to manual witnessing. A laboratory worksheet for use in such a situation was seen
at inspection. The senior embryologist explained that as manual witnessing steps continue to
be performed at specific steps in current procedures, as required in the CoP (guidance
18.33), embryologists maintain their competence to witness manually.
The centre’s witnessing SOP states that an audit of witnessing accuracy should be completed
on an annual basis. The senior embryologist confirmed that witnessing is audited annually
and the results of a witnessing audit performed in December 2009 were seen at inspection.
Seventy sets of notes were checked for witnessing records, including the presence of
signatures and a hard copy of the electronic witnessing report (CoP guidance 18.7). The
number of mismatches recorded on the electronic system was also audited. A mismatch is
recorded by the system when non matching samples are introduced into the same work area.
When this occurs, the system alarms and the procedure cannot continue until a reason for the
mismatch has been entered into the system and the mistake rectified, as demonstrated at
inspection. The audit report detailed mismatches where the identification card of the previous
patient undergoing a procedure had not yet been removed from the card reader when the
dish for the next patient had been placed in the work area. The senior embryologist confirmed
that corrective action is taken where applicable and the audit reports are sent to all staff to
read. The quality indicator for witnessing was seen at inspection, with a threshold of 100%
accuracy for the witnessing records of 50 sets of patient notes audited annually (Licence
Condition T35).
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The centre’s “witnessing system” SOP states that all new members of staff are trained to
understand the principles of witnessing, and to ensure all witnessing procedures are fully
understood and that the specific protocols are followed, this was confirmed by the senior
embryologist at inspection. The centre’s witnessing training folder was seen to include training
in the IVF witness system and the witnessing SOP and a work based assessment for all staff
who carry out witnessing.
The senior embryologist confirmed that only one patient’s samples are present in a critical
working area at any one time (CoP guidance 18.24) and this is stated in the SOP. During
observation in the laboratory, this was confirmed by the inspector.
What the centre does well.
What they could do better.
A separate record, the “witnessing identification sheet”, containing the name, status and
signature of all staff that carry out witnessing was seen at inspection (CoP guidance 18.8).
However, the centre’s manual witnessing records include the signature of both the person
performing and witnessing the activity, but not their name and status (non-compliant with
Licence Condition T71).
The senior embryologist stated that witnessing is carried out at the time of the procedure, with
the exception of cross checking the storage location of gametes and embryos in the dewar
during cryopreservation, which is sometimes carried out retrospectively. Licence Condition
T71 states witnessing must be performed at the time of the procedure and CoP guidance 18.4
(h) lists cross-checking the position in the dewar in which the gametes or embryos are placed
as a witnessing step. Whilst this step could not result in the misidentification or mislabelling of
samples, the centre should consider the risk and the action that would need to be taken if the
samples could not be found in the recorded location at the time of the retrospective
witnessing step.
Parenthood
Evidence of how the centre demonstrates compliance with the requirements in relation to
legal parenthood
The donor coordinator confirmed that, where applicable, information regarding legal
parenthood is provided to patients at the first medical review (CoP guidance 6.1). Legal
parenthood information is included in the patient information leaflet “treatments with donor
sperm” which was seen at inspection and information leaflets are available in the reception
area.
The staff interviewed were able to demonstrate a good understanding of the requirements of
legal parenthood legislation as well as which patients would need to complete HFEA legal
parenthood (PP and WP) consent forms. The coordinator also confirmed that centre staff had
attended HFEA update workshops regarding legal parenthood, as well as attending in house
training.
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Regular audits of patient notes are conducted for consent. An audit from December 2009 of
100 sets of patient notes was seen at inspection.
What the centre does well.
What they could do better.

Information about the cost of treatment
Evidence of how the centre demonstrates that it has introduced personalised costed
treatment plans for all patients
Clear information regarding the cost of treatment was seen to be provided on the centre’s
website. Staff interviewed confirmed that self funding patients are provided with a costed
treatment plan specific to their treatment regime. The plan is signed by the patient, one copy
is retained in the patient’s notes and one copy is given to the patient. The centre’s “costed
treatment plan” for IVF was seen at inspection and clearly states what is included in the
overall price (including drugs, routine blood screening, scans and unlimited counselling
sessions), and any additional charges (CoP guidance 4.3).
The centre has several primary care trust (PCT) contracts which provide varying levels of
funding. The patient information leaflet “NHS funding entitlement and eligibility criteria” was
seen at inspection to include information on the funding available from each of the PCTs.
What the centre does well.
What they could do better.

Patient consent to the disclosure of information, held on the HFEA Register, for use in
Research
Evidence of how the centre demonstrates that it provides information to patients about the
use of information, held on the HFEA Register, for use in research.
Information regarding disclosure of information to researchers is given to patients before they
start their treatment cycle. This information, including details regarding the option to vary or
withdraw consent, was seen in the patient information booklet at inspection.
An audit of three sets of patient notes performed at inspection demonstrated that the HFEA
consent to disclosure of identifying information (CD) forms were in place, completed
appropriately and were consistent with the patient consent information submitted to the HFEA
via the EDI patient registration form.
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What the centre does well.
The centre currently has the highest uptake by patients regarding consent to disclosure of
information held on the HFEA Register.
What they could do better.

Consent issues in relation to the storage of embryos (including cooling off period)
Evidence of how the centre demonstrates compliance with the requirements relating to the
withdrawal of consent to storage of embryos intended for use in treatment.
The centre’s “storage review” SOP was seen at inspection to include details of the centre’s
bring forward system. All patients with material in storage are contacted on an annual basis
and the administrator responsible for the system confirmed that patients are contacted at
least six months prior to the end of the consented storage period (CoP guidance 17.17). The
centre conducts two-yearly dewar audits which includes checking the consents to storage in
the patients’ notes (CoP guidance 17.16). The senior embryologists stated that an embryo
audit was performed in January 2009 and the sperm audit was in progress. The centre’s
embryo storage database was seen at inspection and it was observed that all embryos in
storage appeared to be within their consented storage period.
The centre’s “storage review” SOP includes the requirement for a 12 month “cooling off”
period after withdrawal of consent by one of the gamete providers to the continued storage of
embryos (HF&E Act 1990 (as amended), Schedule 3, 4A (4)). The SOP documents that
counselling should be offered and the other individual informed (CoP guidance 5.35). The
senior embryologist stated that use of the “cooling off” period had not yet been required at the
centre.
Information regarding storage consent and the cooling off period are given in the centre’s
patient information booklet, seen at inspection.
What the centre does well.
Where patients wish to allow their embryos to perish, it is the centre’s practice to give a one
month “cooling off” period prior to disposal of the embryos, in situations where this does not
extend beyond the end of the consented storage period.
What they could do better.
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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 documented multiple births minimisation strategy (MBMS) that is considered
compliant with Directions 0003, paragraph 5. The quality manager confirmed that the multiple
pregnancy rate is one of the centre’s key performance indicators, and is monitored on a
monthly basis, as seen at inspection (compliant with Directions 0003 (3b)). The PR stated that
the MBMS had not been revised, because it was currently working well.
The PR confirmed that patients are given consistent and continuous information regarding the
risks of multiple pregnancies. The IVF brochure was seen at inspection to give detailed
information regarding the risks of multiple pregnancy, including the higher risk of miscarriage,
complications and premature birth (CoP guidance 7.6) and includes reference to the “one at a
time” website for further information. The centre provides a “blastocyst information sheet”,
which was seen at inspection to explain how blastocysts are graded and provides data
showing the differences in pregnancy rates versus the multiple pregnancy rates between one
and two embryo transfers.
A summary log detailing when multiple embryos have been transferred to patients who meet
the criteria for a single embryo transfer was seen at inspection, compliant with Directions
0003, paragraph 6. One set of patient notes was seen at inspection to state the reasons for
the transfer of two embryos, that the risks of multiple pregnancy had been explained and was
signed by the patient (CoP guidance 7.8).
A spreadsheet detailing all three embryo transfers performed was seen at inspection,
compliant with Directions 0003, paragraph 1(b). It was observed that five patients had three
embryos transferred in 2009, all of whom were over forty years old (CoP guidance 7.4(b)).
One set of patient notes was seen at inspection to detail the reasons for transferring three
embryos (Directions 0003, paragraph 1(a)).
What the centre does well.
What they could do better.
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2.

Changes / improvements since the last inspection on 12 November
2008

Breach

Action required

The centre takes an average
of 36 days to pay treatment
fees. The HFEA payment
terms are 28 days. Payment
outside these terms is a
breach of standard licence
condition A.13.3.
Guidance Note 1 (8th Ed).

The PR should review
whether there are any
barriers to the prompt
payment of HFEA invoices
and take steps to ensure the
fees are paid within 28 days
in compliance with A.13.3.

Although the donor
information complies with
directions, the actual
reimbursements made to
donors does not. Donors are
given £15 for each sample.
This is a breach of standard
licence condition A.2.6 and
Directions 2006, section 1
which limits reimbursements
to reasonable expenses and
loss of earnings only.
Guidance Note 13 (8th Ed).

Donors should be reimbursed
in line with Directions 2006,
section 1.
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Action taken as evidenced
during this inspection
In the 12 months up to 6
March 2010, the average time
for the centre to pay was 40
days. However, excluding the
one invoice which took 156
days (confirmed by the
HFEA’s finance department to
be an isolated incident), the
average is 29.5 days.
At inspection, the PR stated
that this had been discussed
with the Trust’s finance
department, who were made
aware of the payment terms.
The PR stated that it is
difficult to ensure that
invoices are paid within the
28 days in a large NHS
hospital where most invoice
payment terms are 30 days.
The centre’s payment log was
seen at inspection to be
compliant with Directions
0001. The donor coordinator
explained that most sperm
donors do not ask for
compensation for loss of
earnings or expenses.
No further action is required.
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Non-Compliance
Screening of egg donors is
not held in line with
professional guidelines. The
BFS guidelines state that
egg donors should be
screened for gonorrhoea and
Chlamydia. This is noncompliant with Code of
Practice guidelines G.4.9.1.
Guidance Note 11 (8th Ed).
Non-Compliance
The HFEA register
department have reported
problems with the
submission of forms. If this
situation continues the centre
could be in breach of
Directions 2008, section 6.
Guidance Note 32 (8th Ed).
Directions 0005.

The daily checks on the
emergency trolley were seen
to be performed at the
specified frequency. Some
items should be checked
weekly according to the
centre’s policy, but these
checks had not always been
performed weekly.
Guidance Note 25 (8th Ed).
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The centre should follow
professional guidelines for
screening egg donors or, the
rationale for non-compliance
with the guidelines should be
documented.
If screening procedures are
changed, the provision of
patient information should be
reviewed.

The donor coordinator
confirmed that relevant
screening is carried out for
egg donors (CoP guidance
11.15). Three sets of patient
records were audited during
the inspection and relevant
screening was observed.

The centre should monitor the
situation of HFEA forms to
ensure that they do not
breach Directions 2008,
section 6.

Registry confirmed that form
submission from the centre
was much improved, with only
10 outstanding errors from
January 2009 to May 2010.
At inspection, the PR stated
that the centre’s database
does not always pick up all
validation rules of the EDI
system and that not all errors
originate from the centre, but
some originate from the
HFEA.

The centre should follow its
own protocol as well as Trust
and national guidelines for
checking the emergency
trolley.

No further action is required.

No further action is required.
At inspection, the emergency
trolley weekly and monthly
checks, including the drug
expiry date check, were seen
to be completed
appropriately.
No further action is required.
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3.

Areas of concern

The analysis of the centre’s self assessment questionnaire and the information the centre has submitted to the HFEA e.g. staff
changes and the treatment cycles carried out at the centre, have identified that the following areas needed to be looked during the
inspection visit to this centre.
Area of concern

Inspection findings

The self assessment
questionnaire (SAQ) states that
the centre is partially compliant
in the provision of documented
evidence of the assessment of
staff competence in the
performance of their designated
tasks.

Since the SAQ was completed, staff have undergone
competence assessments for the areas specified in the
SAQ. Competence assessments for staff were seen at
inspection for WoC assessment, selection and recruitment
of donors, vitrification, storage and HFEA data
submissions. All staff providing information to, and
obtaining consent from, patients (clinical and embryology
staff) have undergone competence assessments in the
form of a training workshop, which included guidance from
various professional bodies regarding consent, including
the General Medical Council, Nursing and Midwifery
Council, Department of Health and HFEA.
The senior embryologist stated that SOP reviews are
carried out regularly in the laboratory, at which
embryologists are audited for compliance to protocols.
SOP reviews were seen at inspection for several
laboratory processes in October 2009. Key performance
indicators are monitored regularly and an ICSI audit and
ET audit for each practitioner were seen to be carried out
annually.
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Assessment of whether the action
taken meets requirement or whether
any further action is required
No further action is required.

The SAQ states that not all
eligible staff working in the
clinical embryology laboratory
are registered with the Health
Professions Council (HPC).
The SAQ states that the centre
is almost compliant in having an
agreement in place that
complies with the requirements
of Directions 0010, where a third
party obtains consent.

The SAQ states that the centre
has not audited procedures for
selecting and recruiting donors,
traceability or HFEA data
submissions in the last two
years.
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The senior embryologist confirmed that the laboratory
team consists of fully trained embryologists, trainee
embryologists and medical laboratory assistants. At the
time of completing the SAQ, one embryologist was eligible
for HPC registration but had not yet registered. The senior
embryologist confirmed that the embryologist registered
with the HPC in February 2010.
The senior embryologist confirmed that the centre treats
patients from a satellite centre. The agreement with the
centre was seen, and appears compliant with Directions
0010. However the agreement, together with related
patient information, was not submitted to the HFEA, noncompliant with Directions 0010, paragraph 3. In addition,
the document states that the agreement is “to continue
until 31 March 2009 unless extended, by written notice,
prior to 31 March 2009”. This written notice was not seen
at inspection.
The quality manager confirmed that an audit of HFEA
submissions had been performed. The results of the audit
were seen at inspection.
The donor coordinator confirmed that the procedures for
selecting and recruiting donors have not been audited.
The senior embryologist stated that an audit of the centre’s
traceability procedures was currently in progress.
This is non-compliant with Licence Condition T36.
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No further action is required.

The PR should ensure that agreements
with satellite or transport centres and
related patient information are
submitted to the HFEA before the start
of any new service.
The PR should either provide evidence
of the written notice extending the
agreement, to the HFEA, or review and
extend the agreement with the satellite
centre.
The PR should ensure that audits are
carried out against compliance with the
approved protocols, regulatory
requirements and quality indicators at
least every two years.

The SAQ states that the centre
does not have an effective recall
procedure in place.

The SAQ states that quality
indicators relevant to
compliance with training licence
condition requirements have not
been established and audits
have not been carried out.

The SAQ states that they are
almost compliant in having
established quality indicators for
all licensed activities and other
activities carried out in the
course of providing treatment
services that do not require a
licence.
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The centre’s “transport of gametes/embryos to and from
another clinic” SOP and laboratory worksheet were seen
at inspection and did not include a description of a recall
procedure, non-compliant with Licence Condition T122.
At the time of inspection, the senior embryologist revised
the SOP to include details of the recall procedure,
including keeping samples in quarantine prior to release
for use.
The centre’s “training and research” SOP was seen at
inspection (Licence Condition T33b) and the centre’s
training log was seen to include the date, number and
purpose of use of the embryos, the embryologist using the
embryos, confirmation that consents of the gamete
providers were checked and the date discarded. Only one
cohort of embryos has been used for training to date. The
senior embryologist stated that the log will be audited on
an annual basis.
Quality indicators were seen to have been set for
compliance with training requirements, including auditing
ten sets of patient notes, adherence to the SOP and
checking of the number of embryos used via the database,
on an annual basis.
A sample of quality indicators was audited at inspection,
and seen to be in place for training, witnessing and
consent (compliant with Licence Condition T35).
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No further action is required.

No further action is required.

No further action is required.

The SAQ states that the centre
is almost compliant in providing
evidence of the revalidation of
equipment following repair.
The SAQ states that the centre
is partially compliant with
respect to using CE marked
medical devices where possible.
No cases of ovarian
hyperstimulation syndrome
(OHSS) have been reported to
the HFEA by the centre.

The senior embryologist confirmed that they have not yet
had a piece of equipment repaired, however if a
malfunction occurred, the centre would perform an
equipment review and revalidate if required (Licence
Condition T25).
The senior embryologist confirmed that CE marked
consumables and reagents are used when available
(Licence Condition T30).

No further action is required.

No further action is required.

The senior embryologist and PR confirmed that they have No further action is required.
had no cases of hospital admissions for OHSS. The PR
stated that they have had patients with mild cases of
OHSS only, which can be managed by cancelling the cycle
or freezing of all embryos for transfer at a later date.
The SAQ states that the centre’s A general discussion regarding access to patient records
No further action is required.
SOP for control of access to
was held at inspection. The centre follows Trust policies
health data and records does
and HFEA requirements for data protection and patient
not document the system in
confidentiality.
place for preventing
The PR stated that the centre’s intranet is not part of the
unauthorised disclosure of
main NHS server, and all computers are password
information whilst guaranteeing
protected.
the traceability of gametes or
embryo donations.
WoC assessment
Out of five sets of patient records reviewed at inspection,
The PR is reminded that WoC
one set of notes contained a WoC assessment that had
assessments should be signed by the
not been signed by a clinician (Licence Condition T56)
member of staff undertaking the
assessment. It is recommended that
completion of WoC assessments
continues to be monitored as part of the
centre’s audit programme.
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Version Control
Patient information
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The centre’s current WoC assessment form, seen during
the patient notes audit, references the 2005 edition of the
HFEA CoP.
The centre applied to vary its licence to include freezing
and storage of patient oocytes. This was approved by a
Licence Committee on 28 May 2009. The Committee
judged that, subject to the correction of typographical
errors, earlier mention and explanation of the HFEA and
reconsideration of the ending, the proposed information
sheet was suitable for adult patients. However, the
Committee was of the opinion that not all of the information
provided was appropriate for teenage patients, for
example reference to a partner in information for teenage
patients may not be appropriate; and that the centre
should consider developing a more appropriate information
sheet and accompanying consent form.
The centre submitted the revised adult patient information
sheet to the Executive in August 2009 and appears to
appropriately address the Committee’s concerns. At
inspection, the senior embryologist confirmed that patient
information had not been developed for teenage patients,
as the centre had decided they would not treat minors.
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The centre should revise the form to
include reference to the 8th edition of the
HFEA CoP.
No further action required.

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 identified at
the time of this
inspection.
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Timescale
for action

PR Response

Executive Review

Major area of non compliance
A major are of non compliance is a non critical are 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

Reference

Action required

The centre’s
manual
witnessing
records include
the signature of
both the person
performing and
witnessing the
activity, but not
their name and
status.

Licence Condition T71.

The PR should ensure
that the record of
witnessing checks kept in
the patient’s medical
records include the name,
status and signature of
the person performing the
activity and the person
witnessing the procedure.
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Timescale
for action
August
2010.

PR Response

Executive Review

A copy of the
witness ID sheet will
be photocopied and
placed in the front of
each patients notes.
There will therefore
be a full record of
the signature, name
and status in the
notes.

The centre has
provided a copy of
the template
“witness
identification sheet”
to be used and
includes sections for
the name, status
and signature of the
centre staff who
witness procedures.
It is recommended
that the Executive
confirms the use of
this sheet at the
next inspection.

The average
payment time for
treatment fees for
the 12 months to
6 March 2010,
was 29.5 days.
This was an
issue at the
previous
inspection.
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Licence Condition T9
(d).
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The PR is reminded that
he has responsibility for
ensuring fees are paid to
the Authority within the
timescale specified in
Directions or in writing.
The HFEA requires
payment of fees for
treatment cycles no later
than 28 days from the
date on the Authority’s
licence.

December
2010.

This will continue to
be a problem. We
are a small part of
the fourth largest
NHS Trust in the
country. The Trust
accounts
department are well
aware of the
'
breaches'that have
occurred, but claim
high volume of
work, poor staffing
etc preclude a more
rapid response. If
HFEA were to set a
more realistic target
for payment then we
would become
compliant. There is
no wish to with-hold
payment, merely a
problem in process
that I cannot
influence

The Executive notes
the PR’s response.

The third party
agreement with a
satellite centre,
together with
related
information was
not submitted to
the HFEA.
In addition, the
document states
that the
agreement is “to
continue until 31
March 2009
unless extended,
by written notice,
prior to 31 March
2009”. This
written notice was
not seen at
inspection.

Version: 0
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Directions 0010,
paragraph 3.

The PR should ensure
that agreements with
satellite or transport
centres and related
patient information are
submitted to the HFEA
before the start of any
new service.
The PR should either
provide evidence of the
written notice, extending
the agreement, to the
HFEA, or review and
extend the agreement
with the satellite centre.
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Immediately. This has been
actioned through
our Directorate
management, who
will obtain an
updated agreement
with the Bradford
satellite, which willl
be copied to you.
October
2010.

It is recommended
that the Executive
continues to monitor
progress. The
agreement and
patient information
should be submitted
by October 2010.

The procedures
for selecting and
recruiting donors
have not been
audited.
The senior
embryologist
stated that an
audit of the
traceability
procedures was
currently in
progress.
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Licence Condition T36.
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The PR should ensure
that audits are carried out
against compliance with
approved protocols,
regulatory requirements
and quality indicators at
least every two years.

September
2010.

Traceability audit
has been
completed. A donor
audit will be
completeted by
September

The centre has
provided the report
of a traceability
audit conducted in
May/June 2010. It is
recommended that
the Executive
continues to monitor
progress with
respect to auditing
procedures for
selecting and
recruiting donors.
Evidence of
compliance should
be submitted within
the prescribed
timeframe.

Other areas of practice that requires improvement
Areas of practice that requires improvement is any area of practice, which cannot be classified as either a critical or major
area of non compliance, but which indicates a departure from good practice.
Area of practice

Reference

Action required

Cross checking of
the storage
location of
gametes and
embryos in the
dewar during
cryopreservation
is sometimes
carried out
retrospectively.

Guidance 18.4 (h)

The PR should consider
the risk and the action that
would need to be taken if
the samples could not be
found in the recorded
location at the time of the
retrospective witnessing
step.
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Timescale
for action
August
2010.

PR Response

Executive Review

The witnessing SOP
will be updated.
Contemporaneous
witnessing is carried
out when possible.
If it is not carried out
and retrospctive
witnessing occurred
and the samples
could not be found
then the tanks would
be looked through to
locate the samples
in the positions
which were not
covered by the last
tank audit. The risk
is low as this has
never occurred.
Samples are always
double witnessed
when removing from
the tank

It is the duty of the
PR to secure that
suitable practices
are used in the
course of centre
activities (HF&E Act
1990 (as amended),
17(1)(d). From the
PR’s response, the
Executive considers
that the PR has
assessed the risk
and has deemed the
practice to be
suitable.
It is recommended
that the revised
witnessing SOP is
submitted to the
Executive within the
prescribed
timeframe.

One WoC
assessment seen
during the patient
notes audit at
inspection had not
been signed by a
clinician.

Licence Condition T56

The centre’s
current WoC
assessment form
references the
2005 edition of the
HFEA CoP.

The PR is reminded that
WoC assessments should
be signed by the member
of staff undertaking the
assessment. It is
recommended that
completion of WoC
assessments continues to
be monitored as part of
the centre’s audit
programme.
The centre should revise
the form to include
reference to the 8th edition
of the HFEA CoP.

Additional Information from the Person Responsible
None
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To review
at the time
of the next
inspection.

Agreed

It is recommended
that the Executive
confirms that centre
audits include
completion of WoC
assessments at the
next inspection.

August
2010.

This has been
updated

The centre has
provided a revised
WoC assessment
form.
From the evidence
submitted, the
Executive considers
that satisfactory
action has been
taken.

