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

9 June 2011
Interim inspection of a treatment and
storage licence
8.5 hours
Andrew Leonard
Gill Walsh

Inspection details:
The report covers the pre-inspection analysis, the visit and information received from the
centre between 8 August 2009 and 26 August 2011.
Date of Executive Licensing Panel: 9 September 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 8th edition of the HFEA Code of Practice (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 (ELP)
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

Hewitt Centre for Reproductive Medicine
0007
L0007/15/b
The Hewitt Centre for Reproductive Medicine
Liverpool Women's Hospital, Crown Street,
Liverpool, L8 7SS.
Mr Charles Kingsland
Ms Kathryn Thompson
01/10/2009
31/10/2013
None
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Report to the Executive Licensing Panel
Brief description of the centre and its licensing history:
This centre incorporates together The Hewitt Centre for Reproductive Medicine and North
West Fertility Ltd. which treat, respectively, NHS and self funded patients. The day to day
operation of North West Fertility Ltd. is fully integrated with the Hewitt Centre. North West
Fertility Ltd. has been registered with the Care Quality Commission as an independent
clinic since October 2006 and works in partnership with the Liverpool Women’s NHS
Foundation Trust. The centre’s andrology laboratories are CPA accredited.
The centre is situated in a purpose built unit within the Liverpool Women’s Hospital and has
recently been substantially refurbished and re-equipped throughout the clinical, laboratory
and administrative areas. The centre provides a full range of sub fertility diagnostic and
assisted conception treatments and also gamete and embryo storage, to patients from the
North West of England, North Wales and the Isle of Man. The Hewitt Centre has transport
IVF links with centres 0279 (The Fertility Unit, Leighton Hospital, Crewe) and 0280 (Chester
Fertility Centre, Countess of Chester Hospital), and a satellite arrangement with Mr Luciano
Nardo, 1st Floor Suite, Alexandra Buildings, 28 Queen Street, Manchester, M2 5HX. The
centre is open for consultations and treatment from 07:30 to 17:00 Monday to Friday and
08:00 to 13:30 on Saturdays.
The centre was last visited by the HFEA on 6 August 2009 for an interim inspection when
only two regulatory issues were identified. The centre was inspected previous to this in
March 2009, to review refurbishment work, which led in May 2009 to a variation to the
centre’s licensed premises being approved by a HFEA Licence Committee. The centre
was last inspected for licence renewal in March 2008, the renewal being subsequently
granted by a Licence Committee for five years without additional conditions.
The Person Responsible (PR) has held the post for over 10 years and is a Consultant with
the Trust. The PR has completed the HFEA PR Entry Programme.
Activities of the Centre:
Type of treatment
IVF
ICSI
GIFT
Frozen embryo transfer
Donor insemination
Egg donation
Egg sharing

Treatment cycles
(01/04/10 – 31/03/11)
877
548
0
270
102
0
0

Storage of eggs
Storage of sperm
Storage of embryos
Licensed Research

Treatment cycles
(01/04/09 – 31/03/10)
1255
746
0
521
146
14
0
9
9
9
N/A
3
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Outcomes*
For IVF, ICSI and frozen embryo transfers, HFEA held register data for the period 1 January
2010 – 31 December 2010 show the centre’s success rates are in line with national
averages.
*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 inspection team considers that they have 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 seven major areas of noncompliance and eleven 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 fully implemented:
Major non-compliances
• Ensure chlamydia testing in donors is performed on a urine sample (SLC T52e) or
validate testing sperm and urethral swabs to show equal or better sensitivity and
specificity than the testing of urine.
• Ensure the backlog of unreported treatment forms is cleared (General Direction 0005).
Other areas of practice requiring attention
• Ensure the reasons for three embryo transfers are logged in a compliant manner if
such transfers occur again at the centre (General Direction 0003).
• Ensure a hard copy of electronic witnessing is kept in the patient record or at least a
sign off that the electronic witnessing record has been reviewed and seen to be
complete (CoP Guidance 18.7).
• Donors should be assessed for prion disease risk and the need for further testing due
to their travel history or ethnicity (SLC T52h and CoP Guidance 11.15). These
changes should be documented in the SOPs.
• The donor screening SOP should document that hepatitis B testing involves testing for
the surface antigen and antibodies to the core protein (SLC T52b).
• The standard operating procedure (SOP) for the use of embryos in training should
document that: Clinical and training embryological roles should be separated and the
process by which this is achieved (SLCs T95).
• Ensure HFEA invoices are always paid within 28 days of receipt (SLC T9d)
• Modify sample transportation protocols to comply with SLC T108 and HFEA CoP,
interpretation of mandatory requirements, 15C.
• Patient information on the website needs to include national success rate data, or at
least a weblink to national success rate data adjacent to the centre’s own data (CoP
Guidance 4.2e).
• The consent forms for the use of embryos in training should be checked when the
embryos are taken for training to prevent breaching Schedule 3 to the HF&E Act 1990
(as amended).
The PR has given a commitment to fully implement all the remaining recommendations.
Some corrective actions related to them have already been taken while others will be
completed within agreed timescales:
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Major non-compliances
• Complete the validation of key processes (SLC T72)
• Develop agreements with all third party suppliers of goods and services and evaluate
their ability to comply with the required standards (SLCs T111 and T112)
• Develop quality indicator monitoring of all critical processes and activities (SLC T35)
• Ensure the audit of all critical processes and activities (SLC T36)
• Ensure adequate staffing, of appropriate training and experience, is in place to
provision all aspects of the service (SLC T12) notably quality management,
administration and EDI data entry.
• Ensure that data submission to the HFEA is accurate and within the timeframes
specified (General Direction 0005) – specific to a large number of outcome forms
which have not yet been submitted.
Other areas of practice requiring attention
• Ensure that stored samples are audited against the storage consent forms, or provide
a rationale why the consented storage period stated in the storage logs is 100%
accurate relative to that stated in the storage consent forms (SLC T36).
• Revise donor reimbursement processes to avoid flat rate payments to donors (General
Direction 0001)
Recommendation to the Executive Licensing Panel
The inspection team considers that, overall there is sufficient information available to
recommend the continuation of this centre’s licence without additional conditions. In making
this recommendation it is noted that the PR has responded to all of the recommendations
made in this inspection report. Recommendations associated with six major and two ‘other’
areas of non-compliance remain to be fully implemented. The implementation of these
recommendations within agreed deadlines will be monitored.
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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
What the centre does well.
NHS and self funded patients are treated by the centre. When self funded patients
have completed their treatment pathway consultation they have a consultation at
which the costs of the treatment are discussed and are provided with a costed
treatment plan. A note is made in the patient record of the treatment plan selected
and that the costs have been discussed. A copy of the costed treatment plan is
retained by the centre’s finance office. The financial implications of changes to the
treatment plan are discussed with patients and are recorded in their finance notes.
Patients have the opportunity to discuss their costed plan throughout the treatment
pathway. The provision to patients of a costed treatment plan is included in the
centre’s standard operating procedure describing the processes by which information
is provided to patients. The inspection team considered the information provided to
patients regarding the cost of their treatment is compliant with the requirements of CoP
Guidance 4.3.
Discussions with clinical staff and review of documents provided on inspection indicate
the centre has written standard operating procedures (SOPs), patient information and
checklists which ensure that:
• Patients are fully informed about parenthood laws prior to signing consent forms
(SLC T60). The partner’s consent (or absence of consent) for the patient’s
treatment with donor gametes is also recorded.
• Appropriate parenthood consent forms are completed prior to treatment with donor
gametes and embryos.
• Processes are in place which ensured that 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 (SLC T64b).
• A proposed second parent is informed in writing if the consent to them being the
legal second parent is withdrawn by the patient undergoing licensed treatment, or
if another legal parenthood consent is provided by that patient (SLC T65).
What they could do better.
No issues were identified on this inspection.
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Consent - particularly consent to disclosure to registry researchers and consent to
storage
What the centre does well.
Discussions with staff and review of documentation, indicate that consenting practices at
the centre are compliant with CoP requirements, including those regarding consenting to
disclosure of identifying information to researchers and to storage.
Patients are provided at an evening educational session and at consultations before
consenting to treatment, with verbal and documented information regarding their potential
treatment, opportunities to obtain further information and offers of counselling regarding
the implications of providing consent, compliant with Schedule 3, paragraph 3.1 (b) to the
HFE Act 1990 (as amended). Discussions with staff and review of the consent taking
SOP indicate that the consent provider’s identity is verified when they provide consent
and when they have treatment (CoP Guidance 5.10). Quality indicators (QIs) for consent
taking have also been established and consenting practices are audited, as required by
SLCs T35 and T36.
The SOP for consent taking includes the taking of consents to disclosure of information to
researchers using the HFEA registry. Such consents were observed in an audit of ten
patient records on inspection and they corresponded in all cases with the consenting
decisions provided by the centre to the HFEA via the electronic data interface (EDI).
The Scientific Director and Lead Embryologist were certain that all stored samples were
within their consented storage period, as required by HFE Act 1990 (as amended),
14.1.c. The centre has established processes in place to prevent stored gametes and
embryos being kept beyond their consented storage period which include a check of the
consent for storage in patient records before treatment and immediately before samples
are placed into storage, computer based logs of stored samples and a bring-forward
system. Stored gametes and embryos have also been audited against the storage
records in the last two years and appropriate actions taken to correct non-conformities,
compliant with CoP Guidance 17.16. The SOP for embryo storage has been revised to
reflect the change in the initial embryo statutory storage period to 10 years (SLC T33b).
The right to withdraw embryo storage consent is discussed with patients before storage
consents are signed, as required by SLC T58. If one partner withdraws their consent to
embryo storage, the centre has a procedure in place which ensures the consent
withdrawal is documented and that they are provided with an offer of counselling (SLC
T33b). The procedure includes the provision of a one year ‘cooling off’ period’, which
commences when the centre receives the documented withdrawal of consent.
What they could do better.
The centre has not audited in the last two years the storage consents in patient records
against the samples in storage. Indeed the centre will find it very time consuming to audit
their stored samples against the actual storage consent forms, due to the need to obtain
archived patient records and the number of samples they have in storage. They therefore
plan to audit the stored samples against the storage logs only, and have carried out such
an audit within the last two years. The compliance of such audits with CoP Guidance
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17.16 is questionable. Such audits place absolute trust in the consented storage period
stated in the storage log being accurate, whereas it is possible due to human error that it
may differ from the consented storage period stated in the storage consent form in the
patient records. Thus stored samples may be retained in storage after the storage period
stated on the storage consent form has, in fact, elapsed.

Multiple births
What the centre does well.
The centre is generally compliant with the requirements of General Direction 0003. The
centre has a multiple birth minimisation strategy (MBMS) with elective single embryo
transfer (eSET) criteria which has been submitted to the HFEA. A formal review of the
MBMS has also been recently undertaken and was provided to the inspection team.
Multiple pregnancy rates (MPR) are monitored monthly as a quality indicator and are
discussed at the centre’s management meeting.
The centre provides patients before treatment with written and verbal information
regarding the risks of a multiple birth, and this is noted on a checklist in the patient
records. An electronic log is kept of non-compliance with the MBMS which includes
patients eligible for eSET who have a double embryo transfer, and the reasons for noncompliance, as required by General Direction 0003. Patients are advised regarding the
risks of a double embryo transfer if they choose to ignore an eSET recommendation and,
according to the PR, this is now being noted in the patient’s record.
The MBMS non-compliance log also includes patients in whom three or more embryos
have been transferred, there being six such cases noted between July 2009 and the
inspection, all involving the transfer of three embryos. The centre’s management team
has recently decided to transfer a maximum of only two embryos in all cases.
Pre-inspection analysis of data submitted to the HFEA registry indicates that the centre’s
annualised MPR declined between 2008 and 2009 from 24% to 13%. The 13% MPR in
2009 will have led to a multiple birth rate below the 24% target for the time period from
April 2009 – March 2010, compliant with General Direction 0003 (version 1). Further
analysis indicated a MPR of 19% in 2010 which should result in the centre meeting the
20% multiple birth rate target for April 2010 – March 2011 . The Scientific Director
discussed the resistance of some self funding patients against eSET recommendations,
such non-compliance being the main reason for the increase in MPR in 2010 relative to
2009.
What they could do better.
The MBMS non-compliance log noted six patients since July 2009 in whom three
embryos had been transferred. In five cases the reasons for this were not noted. Further
review indicated that three patients were aged less than 40 years at the time of transfer,
non-compliant with CoP Guidance 7.3. It was noted that one patient was having her sixth
treatment cycle, another her tenth cycle. All three patients became pregnant, one with a
twin pregnancy. The centre’s management team has recently decided to transfer a
maximum of two embryos only in all cases so this issue should not arise in the future.
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Validation of critical equipment and processes
What the centre does well.
Discussions with staff and documents observed on inspection indicate that the centre is
compliant with the requirements of SLC T24 regarding equipment validation. A recently
delivered piece of equipment was seen to be undergoing validation testing.
What they could do better.
Documents observed on inspection indicate an overall process validation masterplan has
been produced, identifying each critical process which needs validating. The individual
process validations have not yet been completed however, thus the centre is not
compliant with the requirements of SLC T72 regarding process validation.

Witnessing
What the centre does well.
Inspection of patient records, the SOP for witnessing, discussions with staff and
observation of witnessing practices, indicate that witnessing practices at the centre are
compliant with the requirements of SLC T71 and CoP Guidance Note 18 in most areas.
The centre has an electronic witnessing system fitted throughout the laboratory and
procedure rooms which is used to witness all processes except those involved with
cryopreservation (SLC T71). Cryopreservation processes are manually witnessed and a
record of these checks is kept in the patient records (SLC T71). The centre has a specific
witnessing SOP as well as process SOPs which include all witnessing checks embedded
within them. The competence of staff to perform electronic and manual witnessing is
assessed and documented (SLC T12) so that manual witnessing can be used in case the
electronic witnessing system fails.
The centre monitors the mismatch rate detected by the electronic witnessing system as a
quality indicator (QI) for witnessing (SLC T35). Witnessing practices have also been
recent audited and corrective actions have been logged and will be implemented (SLC
T36).
What they could do better.
The centre currently does not keep a hard copy of electronic witnessing in the patient
records, non-compliant with CoP Guidance 18.7. An electronic record of witnessing steps
for every patient is maintained on a secure server. The Scientific Director considers it a
retrograde step to maintain paper records of witnessing steps undertaken using an
electronic witnessing system which records such steps digitally.

Gamete and embryo donation – reimbursement, information provision and
screening
What the centre does well.
Donor recruitment, assessment and screening: Guidance Note 11
The centre established a sperm donor bank two years ago. Egg donors, egg sharers and
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embryo donors, are also recruited. Inspection of donor records, the SOP for donor
recruitment and screening, and associated checklists, and discussions with staff indicate
that donor recruitment practices at the centre are generally compliant with the
requirements of HFEA CoP Guidance Notes 11, 12, 13 and 20
SOPs and checklists were present for the recruitment, assessment and screening of
sperm and egg donors, as required by SLC T33b. These documents together indicate
that:
• All donors are offered counselling, as required by Schedule 3ZA to the HFE Act
1990 (as amended). Indeed it is mandatory for donors at the centre to be seen by
the counsellor.
• Sperm, egg and embryo donors and egg providers are, in general, screened in a
manner compliant with SLC T52a,b,e and professional body guidelines (CoP
Guidance 11.15) with some exceptions noted below in ‘what they could do better’.
There is a prompt to initiate further testing for genetic issues in certain ethnic
groups
Screening tests are performed by laboratories accredited by Clinical Pathology
Accreditation (UK) Ltd (CPA UK Ltd), as required by SLC T53a.
Review of clinical staff competence assessment records indicated that competence is
assessed in the areas of donor recruitment, assessment and screening (SLCs T12 and
T15a).
Quality indicators (QIs) for donor recruitment and screening have been established, as
required by SLCs T35 and an application has been made to the Trust to perform an audit
of donor recruitment and screening processes. This audit will be performed when
approval is received, which should be within the two year limit required by SLC T36.
The centre has systems in place by which donors can be informed on request of the
number of persons conceived using their donated gametes, as well as their sex and years
of birth, as required by the HF&E Act 1990 (as amended), 31ZD (3).
Discussions with staff and review of the centre’s egg sharing SOP indicate that in sharing
arrangements, egg providers and recipients are treated using staggered appointments
and are flagged in the patient management system to ensure their separation and avoid
confidentiality issues. They are also provided with separate agreements. The issue of
egg sharing is first raised with a potential egg provider some time before they have start
stimulation.
Egg sharing arrangements: Guidance Note 12
Patient information, discussions with nursing staff and review of the centre’s egg sharing
SOP and egg sharer records, indicated that egg providers in egg sharing arrangements
are treated in the same way as other donors (CoP guidance note12.2). The donor
coordinator confirmed that treatment services are provided to the egg share donor in the
course of the donation cycle (General Direction 0001, Section 6). Egg providers and
recipients are treated using staggered appointments and are flagged in the patient
management system to ensure their separation. They are also provided with separate
11
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agreements which are signed prior to a potential provider beginning stimulation.
Reimbursement of donors: Guidance Note 13
The financial reimbursement of donors is in general compliant with General Direction
0001. The egg and sperm donor coordinators had a good understanding of General
Direction 0001 regarding donor reimbursements. The egg donor coordinator stated that
no egg donors have ever claimed for travel or reimbursement of lost earnings but that
sperm donors have been reimbursed. The sperm donor coordinator confirmed this and
provided a detailed SOP for the reimbursement of sperm donors. Travel and other
expense claims require the tickets and receipts to be presented; these were seen in
patient records. Reimbursement payments are logged on petty cash vouchers for
accounting purposes, as well as in a donor reimbursement log. Review of the
reimbursements indicated that no donors have been reimbursed for loss of earnings more
than the limits defined in General Direction 0001.
The centre has used sperm imported from two commercial sources within the European
Union. In these cases, the centre has verified with the suppliers that the donors have
been recruited and selected in a manner compliant with the HF&E Act 1990 (as
amended) and the HFEA CoP and that they have not been reimbursed more than the
prescribed amount of compensation (General Direction 0001, paragraph 7 and 8).
Donor assisted conception: Guidance Note 20
Discussion with staff indicated that the recipients of donor gametes are advised verbally
regarding the importance of informing any resulting child at an early age that the child
results from the use of donated gametes (SLC T63a). Possible ways to do this are
discussed with the patients (SLC T63b). The centre does not use gametes, or embryos
created using gametes from donors who are anonymous, unless for sibling use (SLC
T54).
What they could do better.
Donor recruitment, assessment and screening: Guidance Note 11
The sperm donor bank SOP discusses testing donor blood for hepatitis B surface antigen
only whereas SLC T52b requires hepatitis B testing to be carried out against hepatitis B
surface antigen and antibodies against hepatitis B core antigen. Donor records reviewed
indicated that antibodies against hepatitis B core antigen are screened for; thus testing
would appear to be compliant but the SOP documenting the testing procedure is not
accurate.
The sperm donor bank SOP discusses the use of APTIMA swabs to test for chlamydia
and gonorrhoea in the donor’s urethra and sperm; this testing uses a nucleic acid
amplification based testing (NAT) methodology. SLC T52e requires chlamydia testing,
specifically, in urine, using a NAT method. Thus the centre’s chlamydia test is not
compliant with SLC T52e.
Egg and sperm donors and providers are not investigated to determine the risk of prion
disease in their donation, non-compliant with professional body guidance and thus CoP
Guidance 11.15.
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The donor recruitment, assessment and screening SOP does not prompt to check
whether further testing for non-genetic diseases, such as malaria, T cruzi and West Nile
virus, is necessary dependent on the donor’s ethnicity or travel history (SLC T52h).
Payment of donors: Guidance Note 13
Review of the sperm donor payment SOP and donor payment log indicated that the
centre uses a flat rate mechanism to reimburse sperm donors for loss of earnings.
Donors complete ten donation visits during a course of donation and are reimbursed £25
pounds for each visit; £20 is paid immediately and £5 is retained and paid when the donor
has cleared quarantine. This payment mechanism is non-compliant with the requirements
of General Direction 0001, specifically paragraph 4a - ‘such loss of earnings have been
incurred by the donor in the course of donating gametes provided to the centre’, which
may not be the case if a flat rate is paid, and paragraph 5c which requires that the centre
document ‘the receipts produced by the donor, and/or the steps taken by the person
responsible to satisfy himself that the expenses or lost earnings claimed by the donor
have actually been incurred.’ It should be noted that this non-compliance has not led to
reimbursements for loss of earning above the limits defined in General Direction 0001.
Because a constant flat rate of reimbursement for loss of earnings is provided, the centre
documents the total amount of compensation provided to a donor, but does not note the
separate amounts paid for reimbursement for loss of earning and for travel and other
expenses, non-compliant with General Direction 0001, paragraph 5 a,b.

Welfare of the Child (in relation to basic partner treatment services only)
What the centre does well.
The centre provides a full range of treatment activities and this theme was therefore not
inspected at this centre
What they could do better.
No issues were identified on this inspection

Embryo testing (if applicable)
What the centre does well.
The centre does not provide treatment which involves pre-implantation genetic screening
or diagnosis
What they could do better.
Not relevant at this centre
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2.

Changes/improvements since the last inspection on 6 August 2009

Area for improvement and
action required
Third Party Agreements
It was noted that there were a
number of third party
agreements outstanding and
that some of those in place had
exceeded their annual review
date as specified in standard
licence condition A.5.4 and CoP
G.2.1.2.

Action taken as evidenced during this inspection
The SAQ indicated that the PR considered that the
centre was still non-compliant with this requirement
(now SLC T111). The Scientific Director noted that
some suppliers had failed to return a signed agreement
despite several requests, and noted that they could do
little about it if they were the sole UK suppliers of
essential services, materials and reagents. The
Scientific Director also noted that the agreements with
satellite and transport units needed to be reviewed, as
they expired in April 2011. The QM’s temporary parttime assistant was seen to have been recently
following up with suppliers to attempt to obtain third
party agreements from them.

The PR should review the
content of existing third party
agreements against the centre’s
current requirements and secure
the few that remain outstanding The PR also stated in the SAQ that the centre is less
than fully compliant with the requirement that the ability
To be reviewed at the next
of all third parties to meet the required standards is
inspection.
evaluated. The Scientific Director indicated that the
redeployment of the QM and her original full time
assistant had prevented such evaluation from taking
place.
Further actions are required in the area of third party
agreement maintenance, to correct non-compliances
with SLCT111 and T112.
Patient information
The Centre’s website does not
offer national data in
comparison to Centre treatment
outcome data.
Data provided in all relevant
patient resources should include
the centre’s own most recent
live birth rate per treatment
cycle as verified by the HFEA,
and the national live birth rate
per treatment cycle S.7.4 G5.3
(e)

The website content for North West Fertility and for the
Hewitt Centre for Reproductive Medicine was reviewed
one week before inspection. The website was seen to
still not contain national live birth rate data, though it
did refer patients to the HFEA’s Choose a Fertility
Clinic for an analysis of verified data. This link was
however not close to the centre’s results presentation
on their website.
The inspection team considers that the centre has not
complied with this recommendation from the last
inspection and further action is required to implement
CoP Guidance 4.2e.
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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

Analysis of inspection findings

Issues detected during pre-inspection analysis
A) Pre-inspection analysis
indicated that the centre had
reported to the HFEA that a
substantial number of treatment
cycles had not been submitted
via the EDI system, noncompliant with General Direction
0005. The extent of the problem
was not fully realised by the
centre’s management team for
some time. Investigation by the
PR indicated it was related to
training and understaffing issues
within the administrative team.
A time lined plan for corrective
actions was submitted by the PR
to the HFEA. A progress report
is also being periodically
submitted.

Further actions are required to correct this nonThe HFEA registry team stated that the quality of
the EDI data submitted by the centre was generally compliance with General Direction 0005
good, though it had declined during the push to
clear the unreported treatment cycles. The centre
were said to be compliant in completing their
monthly validation report and correcting the errors
detected.
The PR stated that good progress was being made
in submitting the unreported treatment cycles
through the EDI system. He reported that there had
been issues regarding administrative time
allocation in the EDI team but he believed that
once these problems were resolved, the backlog
would be cleared and data submission could
progress compliant with General Direction 0005.
The inspectorate discussed with the PR the need
for: ensuring staffing resources are available to
15
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Area of concern

Inspection findings

Analysis of inspection findings

submit EDI data in a manner compliant with
General Direction 0005; the documented
assessment of staff competence to perform EDI
entry, the establishment and monitoring of relevant
QIs for EDI data entry, and effective rolling audit of
EDI data entry to monitor its volume and accuracy.
The inspection team are satisfied with the progress
being made by the centre in clearing the EDI data
entry backlog
B) Pre-inspection analysis
indicated the centre had
reduced activity by 30% in the
year 1 April 2010 – 31 March
2011, relative to the previous
year

The PR and Scientific Director both said that the
centre had not reduced activity in the year 1 April
2010 – 31 March 2011, though activity has been
subsequently reduced to match the staffing
resources available. They believed the difference
in activity was due to under-reporting of treatment
cycles through the HFEA EDI system, as
discussed in A) above. This suggests that
approximately 550 cycles of IVF and ICSI
treatment were not reported to the HFEA in the
year 1 April 2010 – 31 March 2011, assuming the
number of cycles reported in the previous year is
accurate.

See above
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C) The average time for fees to
be paid to the HFEA was 48
days in the 2010/2011 business
year. The requirement is that
fees are paid within 28 days and
it is the responsibility of the PR
to ensure this occurs (SLC T9d)

The PR stated that he had little control regarding
Further action is required regarding this nonthe direct payments made by the Trust finance
compliance with SLC T9d.
department to the HFEA but would bring the late
payment of fees to the attention of the Directorate
General Manager with responsibility for the centre.

Issues related to SAQ responses
1) GN2 Staff
In the SAQ, the PR stated that
the centre is only partly
compliant with the requirement
that the centre should have a full
staff complement

Nursing staff have two members on long term sick Further action is required regarding this potential
leave, the senior counsellor unfortunately passed
non-compliance with SLC T12.
away 12 months ago and has not yet been
replaced, and the laboratory has recently lost three
experienced staff members due to retirement,
emigration and transfers to other centres. Centre
staff are working extra hours, sometimes unpaid, to
provision the service effectively. The PR, Scientific
Director and Senior Counsellor discussed plans to
restructure the counselling service and to recruit
nursing, counselling and laboratory staff.
Evidence was provided that the centre’s
management team had considered the activity
level given the reduced staffing. The projected
activity level will be reduced for the next few
months until new staff are recruited.
17
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The inspection team were advised that the Quality
Manager (QM) will be imminently redeployed from
the centre to assume a role across the women’s
health division, considerably reducing the time she
can devote to the centre’s quality management
system. The inspection team were also advised
that the QM’s assistant was redeployed some time
ago, though a part-time replacement has been
engaged for three months only.
2) GN2 Staff
In the SAQ, the PR stated that
the centre is not compliant with
the requirement that all
laboratory staff should be
registered with the Health
Professions Council (HPC).

The Scientific Director and Lead Embryologist said No further action is required.
that the only laboratory staff not registered with the
HPC, are more junior members of the team who
are working towards registration.

3) GN3 Counselling
In the SAQ, the PR stated that
the centre has not established
quality indicators or objectives
for counselling.

The Lead Counsellor provided evidence that QIs
are being established using British Infertility
Counselling Association (BICA) guidelines. These
QIs are not however being monitored as yet and
this process is being hampered by the shortage of
counselling staff.

Further action is required regarding this noncompliance with SLC T35.
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4) GN3 Counselling
In the SAQ, the PR stated that
the centre has not assessed
how far counselling procedures
comply with the approved
protocols, the regulatory
requirements and quality
indicators in the last two years.

The Senior Counsellor stated that the counselling Further action is required regarding this nonservice has not been audited in the last two years. compliance with SLC T36.
A full counselling service audit is planned once an
additional counsellor has been recruited and the
plans to restructure the counselling service have
been implemented. The Senior Counsellor is also
developing a detailed service user questionnaire to
collect data to inform the audit process.

5) GN3 Counselling
In the SAQ, the PR stated that
relevant counselling staff were
less than fully compliant in their
ability to provide documented
evidence of the assessment of
their competence to provide
counselling.

The centre’s two counsellors are both working
No further action is required.
toward BICA accreditation - evidence of this was
provided – which should be attained by both within
a year. Both counsellors have monthly
professional supervision sessions and a detailed
training log for one of the counsellors was reviewed
on inspection and considered to provide good
evidence of competence.

6) GN4 Information
In the SAQ, the PR stated that
the centre does not have an
SOP for the process to be
followed when providing
information to patients before
they consent to donation for
treatment, research or training.

A detailed SOP for the process to be followed
when providing information to patients before they
consent to donation for treatment, research or
training, was provided on inspection.

No further action is required.
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8) GN4 Information
In the SAQ, the PR stated that
the centre has not established
quality indicators or objectives
for the provision of information
to patients.

The Lead Nurse described QIs and quality
No further action is required.
objectives for information provision which have
been recently established. QI monitoring will be
based on a monthly audit of 20 sets of records of
patients who have undergone egg collection and a
review of patient feedback regarding the quality of
the information provided in the information evening
and during consultations before consenting.

9) GN4 Information
In the SAQ, the PR stated that
the centre has not audited how
far information provision
processes comply with the
approved protocols, the
regulatory requirements and
quality indicators in the last two
years

The Lead Nurse described how the QI monitoring Further action is required regarding this nondiscussed in 8) above, satisfied this requirement.
compliance with SLC T36.
This was because the monthly monitoring results
would also be reviewed on a yearly basis and
would ensure that practice reflected the approved
protocols and the successful implementation of any
corrective actions could be monitored. The
inspection team note however that centres also
need to ensure that their SOPs are compliant with
regulatory requirements every two years, to fully
comply with SLC T36.

10) GN4 Information
In the SAQ, the PR stated that
staff at the centre could not
provide evidence of the
assessment of their competence
to provide information to patients

Detailed documented assessments of nursing staff No further action is required.
competence to seek consents to treatment,
research and training were reviewed on inspection.
Assessments were made by direct observation of
practice and questioning to assess underpinning
knowledge, and were signed off by the assessor.
20
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consenting to donation for
treatment, research or training

Evidence of repeated assessment was also
provided.

11) GN5 Consent
In the SAQ, the PR stated that
the centre has not established
quality indicators or objectives
for the taking of consents from
patients and donors.

The Lead Nurse stated that QIs and quality
No further action is required.
objectives for consenting have been established,
which are based on the monthly audit of the
completed consents in 20 sets of records of
patients who have undergone egg collections. This
audit will also verify that the person taking the
consent has been recently assessed as being
competent to do so.

12) GN5 Consent
In the SAQ, the PR stated that
the centre was only partly
compliant in identifying patient
identity when they provide
consents to treatment.

The Lead Nurse stated that patient identity is
No further action is required.
verified against primary photographic
documentation copied to the patient records when
patients are registered This check is included in the
consenting SOP and is signed off on a checklist as
having been performed by the person taking the
consent.

13) GN6 Legal parenthood
In the SAQ, the PR did not
answer the question ‘Should a
nominated second parent
withdraw their consent to
parenthood, does the centre
ensure that the named woman is

This issue is discussed in ‘1: Focus of Inspection
No further action is required.
2010 -12, Providing information to patients in
relation to costed treatment plans and parenthood’.
In brief, the SOP for withdrawal of consent in these
situations states that all relevant persons should be
informed in writing regarding the withdrawal of
21
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not treated until she is informed
of this?’

consent.

14) GN 6 Legal parenthood
In the SAQ, the PR did not
answer the question ‘Should a
woman being treated withdraw
her consent to a nominated
second parent being the legal
parent, or consent to a different
person being the legal parent of
any child born, does the centre
have a procedure in place to
ensure that the nominated
second parent is informed of the
change in writing?’

This issue is discussed in ‘1: Focus of Inspection
No further action is required.
2010 -12, Providing information to patients in
relation to costed treatment plans and parenthood’.

15) GN7 Multiple births
In the SAQ, the PR stated that
the centre is less than fully
compliant with the requirement
to note in the patient records
that the risks associated with
multiple pregnancy have been
fully discussed with the patient
in the event of eSET noncompliance.

This issue is discussed in ‘1: Focus of Inspection
2010 -12, Multiple births’.

The SOP for withdrawal of consent in this
circumstance states that all relevant persons
should be informed in writing regarding the
withdrawal of consent.

No further action is required.

It is noted in the patient record that the patient has
been advised of the additional risks of a two
embryo transfer if they refuse to comply with an
eSET recommendation
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16) GN11 Donor selection,
recruitment and screening
In the SAQ, the PR stated that
the centre has not established
quality indicators or objectives
for the selection, recruitment
and screening of donors.

This issue is discussed in ‘1: Focus of Inspection
2010 -12, Gamete and embryo donation –
reimbursement, information provision and
screening’.

No further action is required.

17) GN11 Donor selection,
recruitment and screening
In the SAQ, the PR stated that
the centre has not audited in the
last two years, how far
processes related to the
selection, recruitment and
screening of donors comply with
the approved protocols, the
regulatory requirements and
quality indicators.

This issue is discussed in ‘1: Focus of Inspection
2010 -12, Gamete and embryo donation –
reimbursement, information provision and
screening’

18) GN11 Donor selection,
recruitment and screening
In the SAQ, the PR stated that
the centre is less than fully
compliant with the requirement
that procedures are in place to
identify when additional

This issue is discussed in ‘1: Focus of Inspection
2010 -12, Gamete and embryo donation –
reimbursement, information provision and
screening’.

In brief, QIs and quality objectives have been
established.
No further action is required.

An audit is planned and will shortly be conducted,
within the two year frequency required by SLC T36

Further action is required regarding this noncompliance with SLC T52h.

The SOP for donor recruitment directs the
provision of extra genetic tests dependent on the
23
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donor’s ethnicity, but does not consider the need,
due to the donors ethnicity or travel history, to test
for disease causing pathogens.

19) GN13 Payments to donors
In the SAQ, the PR stated that
the centre does not keep a
record of the compensation paid
to a donor for lost earnings,
though a record of the total
number and amounts
reimbursed to a donor is kept.

This issue is discussed in ‘1: Focus of Inspection
2010 -12, Gamete and embryo donation –
reimbursement, information provision and
screening’.

20) GN13 Payments to donors
In the SAQ, the PR stated that
the centre does not verify with
third parties or patients who
have introduced donors, that the
donors have not been paid more
than the prescribed amount of
compensation?

This issue is discussed in ‘1: Focus of Inspection
2010 -12, Gamete and embryo donation –
reimbursement, information provision and
screening’

21) GN15 Procuring,
processing and transporting
In the SAQ, the PR stated that
the centre has not validated all
critical processes.

Analysis of inspection findings

Further action is required regarding this noncompliance with General Direction 0001

This non-compliance was confirmed on inspection

No further action is required

The centre does verify that donor recruitment,
including reimbursement by third parties, has been
carried out in compliance with the HFEA
requirements.
This issue is discussed in ‘1: Focus of Inspection
Further action is required regarding this non2010 -12, Validation of critical equipment and
compliance with SLC T72.
processes’.
This non-compliance was confirmed on inspection
24
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22) GN15 Procuring,
processing and transporting
In the SAQ, the PR stated that
the centre has not audited in the
last two years, how far critical
practices related to
procurement, processing and
transporting, comply with the
approved protocols, the
regulatory requirements and
quality indicators.

These processes have not been audited within the Further action is required to correct this nonlast two years.
compliance with SLC T36.

23) GN15 Procuring,
processing and transporting
In the SAQ, the PR did not
answer the question: ‘Does the
clinician responsible for the
patient document the
justification for the use of their
gametes or embryos created
with their gametes in treatment,
based on the patient's medical
history and therapeutic
indications?’

A review of 10 sets of patient records on inspection No further action is required
indicated that in all cases the justification for the
use of gametes and embryos in treatment had
been documented by the treating clinician.
Discussion with the PR indicated that this is his
normal practice.

24) GN15 Procuring,
processing and transporting

The Scientific Director and Lead Embryologist
stated that the centre does not provide sperm for

The Scientific Director and Lead Embryologist said
that these audits have not been completed.

No further action is required
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In the SAQ, the PR did not
answer the question: ‘If the
centre provided sperm for home
insemination in the last year,
was the sperm supplied thawed
or in the process of thawing?
25) GN15 Procuring,
processing and transporting
In the SAQ, the PR did not
answer the question: ‘Does your
centre have a procedure for the
investigation of any recall as an
adverse incident?’

home insemination, hence the lack of response to
this SAQ question.

The Scientific Director and Lead Embryologist
stated that the centre’s transportation protocol
needs updating to include this requirement.

Analysis of inspection findings

Further action is required to correct this noncompliance with the HFEA CoP (Interpretation of
mandatory requirements 15C).

26) GN15 Procuring,
processing and transporting
In the SAQ, the PR did not
answer the question: ‘Does the
centre ensure that gametes and
embryos are packaged and
transported in a manner that
minimises the risk of
contamination?’

The Scientific Director and Lead Embryologist
No further action is required
stated that any samples transported from the
centre are packaged safely using a dry shipper and
protective casing. This packaging is referred to in
the SOP for transferring samples from the centre.

27) GN15 Procuring,
processing and transporting
In the SAQ, the PR did not

The Scientific Director and Lead Embryologist
No further action is required.
stated that any samples transported from the
centre are packaged safely using a dry shipper and
26
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answer the question: ‘Does the
centre ensure that gametes and
embryos are packaged and
transported in a manner that
preserves the required
characteristics and biological
functions of the gametes and
embryos?

protective casing. The charging of the dry shipper
so that it provides the conditions required to
maintain the quality of gametes and embryos is
discussed in the SOP for transferring samples from
the centre.

28) GN15 Procuring,
processing and transporting
In the SAQ, the PR did not
answer the question ‘Does the
centre ensure that gametes and
embryos are packaged and
transported in a manner that
prevents contamination of those
responsible for packaging and
transportation?’

No further action is required.
The Scientific Director and Lead Embryologist
stated that samples are transported in the straws
or cryovials in which they were originally stored
and are therefore sealed and unlikely to
contaminate those packing the samples. The
samples are also frozen and are only handled with
tongs – this is referred to in the transportation
protocol.

29) GN15 Procuring,
processing and transporting
In the SAQ, the PR did not
answer the question: ‘Does your
centre ensure that the container/
package used for transportation
of gametes/embryos is secure?’

The Scientific Director and Lead Embryologist
Further action is required to correct this nonstated that the samples are transported in a dry
compliance with the SLC T108.
shipper which is secure. The centre’s
transportation protocol needs updating though to
discuss the locking and sealing arrangements used
to secure the dry shipper and its protected casing.
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30) GN17 Storage
In the SAQ, the PR stated that
the centre has not validated all
critical storage processes.

The Scientific Director and Lead Embryologist
Further action is required to correct this nonstated that the centre’s critical storage processes
compliance with the SLC T72.
have not been validated, but that they plan to do
this in the near future as part of the validation of all
critical processes.

31) GN17 Storage
In the SAQ, the PR stated that
the centre had not audited
storage processes against the
approved protocols, the
regulatory requirements and
QIs, in the last two years.

The Scientific Director and Lead Embryologist
stated that the centre’s critical storage processes
have not been audited against the approved
protocols, the regulatory requirements and QIs, in
the last two years. An audit of the dewar contents
against the storage logs has however been
performed in the last two years.

32) GN17 Storage
In the SAQ, the PR stated that
the centre has ovarian and/or
testicular tissue in storage but
that it is not compliant with the
question ‘does your centre hold
a HTA licence?’

The Scientific Director and Lead Embryologist
No further action is required.
stated that the centre has ovarian and/or testicular
tissue in storage but does not have a HTA licence.
The centre also know and have informed patients
that the tissue cannot be used in autologous or
heterologous transplant approaches as it was not
procured under a HTA licence.

33) GN18 Witnessing
In the SAQ, the PR stated that
the centre had, In the last two
years, audited how far
witnessing procedures comply

The Scientific Director and Lead Embryologist
explained that since the SAQ was submitted, an
audit of witnessing procedures has been
performed. The audit report was provided to the
inspection team in evidence of compliance with

Further action is required to correct this noncompliance with the SLC T36.

No further action is required.
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with the approved protocols, the SLC T36.
regulatory requirements and
quality indicators but also stated
that the findings of the audit had
not been documented.
Further action is required to correct this noncompliance with the SLC T35.

34) GN19 Traceability
In the SAQ, the PR stated that
the centre has not established
quality indicators or objectives
for traceability processes.

The Scientific Director and Lead Embryologist
stated that QIs relevant to the centre’s traceability
processes have not been established or regularly
monitored.

35) GN19 Traceability
In the SAQ, the PR stated that
the centre has not audited in the
last two years, how far
traceability processes comply
with the approved protocols, the
regulatory requirements and
quality indicators.

The Scientific Director and Lead Embryologist
Further action is required to correct this nonstated that the centre’s traceability processes have compliance with the SLC T36.
not been audited against the approved protocols,
the regulatory requirements and QIs, in the last two
years.

36) GN20 Donor treatment
processes
In the SAQ, the PR did not
answer the question ‘Where a
donor has not consented to their
identity being known (ie

The donor coordinator accurately described that
No further action is required.
donors who have not consented to being
identifiable, cannot be used in treatment unless to
produce a genetically related sibling for a child
already produced using that donor’s gametes. The
centre’s donor sperm stocks have been audited
29
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gametes were donated before
April 2005), is treatment with
their gametes or embryos
created from their gametes,
limited to the use of embryos
that were created before 1 April
2006 using their sperm and the
eggs of the woman to be
treated?’

and those donors who have not consented to being
identifiable are restricted to for the creation of
siblings only.

37) GN21 ICSI
In the SAQ, the PR stated that
the centre has not established
quality indicators or objectives
for ICSI processes.

The Scientific Director and Lead Embryologist
stated that QIs relevant to the centre’s ICSI
processes have not been established or regularly
monitored.

Further action is required to correct this noncompliance with the SLC T35.

38) GN21 ICSI
In the SAQ, the PR stated that
the centre has not audited in the
last two years, how far ICSI
processes comply with the
approved protocols, the
regulatory requirements and
quality indicators.

The Scientific Director and Lead Embryologist
stated that the centre’s ICSI processes have not
been audited against the approved protocols, the
regulatory requirements and QIs, in the last two
years.

Further action is required to correct this noncompliance with the SLC T36.

39) GN21 ICSI
In the SAQ, the PR stated that

The Scientific Director and Lead Embryologist
stated that the centre’s ICSI processes are in the

Further action is required to correct this noncompliance with the SLC T72.
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the centre has not validated their process of being validated.
ICSI processes.
40) GN22 Research and
training.
In the SAQ, the PR did not
answer the question: ‘Has your
centre used embryos for the
purpose of training persons in
embryo biopsy, embryo storage
or other embryological
techniques, only where both
gamete providers have
consented to the use of their
embryos, created using their
gametes, for the purpose of
training?’

The Scientific Director and Lead Embryologist
stated that the laboratory uses embryos in training.
They noted that just before the start of treatment,
an embryologist checks whether consent for the
use of embryos in training is in place, and notes
the result of the check on the treatment sheet in
the patient records. At embryo transfer, the clinical
embryologist checks the treatment sheet for the
status of the use of embryos in training consent
form. If a positive consent is noted on the treatment
sheet, the clinical embryologist alerts the Lead
Embryologist that there are embryos in the
laboratory suitable for use in training.

Further action is required.

41) GN22 Research and
training.
In the SAQ, the PR stated that
the centre did not have
documented procedures to
ensure that clinical and training
roles are separated?’

The Scientific Director and Lead Embryologist
Further action is required to correct this nonstated that clinical and training roles are separated compliance with the SLC T95.
since the main user of embryos in training has
been the Lead Embryologist, and she has a
supervisory role rather than a treating embryologist
position on the rota. The need to ensure the
separation of clinical and training roles is not
however described in the SOP which documents
the training processes.

The check of the consent form for the use of
embryos in training is performed just before the
start of treatment. It is suggested that the actual
consent form is also checked at the time that the
embryos are taken into the training pathway. This
will ensure that embryos are not used in training
when a patient has, subsequent to the first consent
check, withdrawn their consent to the use of
embryos, without an embryologist noting this on
the treatment form.
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42) GN22 Research and
training.
In the SAQ, the PR stated that
the centre did not have
documented procedures to
ensure that the number of
embryos used in training is kept
to a minimum.

The Scientific Director and Lead Embryologist
stated that this needed to be added to the SOP
which documents the training processes. They also
stated that their working practice is to use all
embryos donated to training in an effective
manner.

Given the centre staff’s assertion that their working
practice is to use all embryos donated to training in
an effective manner, and that this SLC is likely to
be revoked in October 2010, the inspection team
consider no further action is required at this point.

43) GN22 Research and
training.
In the SAQ, the PR did not
answer the question: ‘Prior to
giving consent, is each gamete
provider provided with the
necessary information on the
nature of the training for which
embryos will be used?’

The use of embryos in training is discussed with
patients at the fortnightly patient information
evening by the Scientific Director. The Scientific
Director also provided a patient information sheet
to the inspection team regarding the use of
embryos in training. This information was
considered by the inspection team to satisfactorily
describe the training uses to which donated
embryos might be put.

No further action is required.

44) GN22 Research and
training.
In the SAQ, the PR did not
answer the question: ‘Prior to
giving consent is each gamete
provider informed that their
decision to donate will not affect
their treatment in any way?’

The Scientific Director provided a patient
information sheet regarding the use of embryos in
training. This information was considered by the
inspection team to satisfactorily state that the
patients’ treatment would be unaffected by their
decision to consent to donate embryos to training.

No further action is required.
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45) GN22 Research and
training.
In the SAQ, the PR did not
answer the question: ‘Prior to
giving consent is every gamete
provider informed that they can
vary or withdraw the terms of
their consent until the point the
embryos are used in training?’

The Scientific Director provided a patient
No further action is required.
information sheet regarding the use of embryos in
training. This information was considered by the
inspection team to satisfactorily inform patients that
they could withdraw their consent to the use of
embryos in training without affecting their
treatment.

46) GN22 Research and
training.
In the SAQ, the PR did not
answer the question: ‘Prior to
giving consent is each gamete
provider provided with
information on whether any
information will be fed back to
them?’

The Scientific Director provided a patient
information sheet regarding the use of embryos in
training. This information was considered by the
inspection team to satisfactorily inform patients
whether any information regarding the use of their
embryos in training would be fed back to them.

No further action is required.

47) GN23 Quality Management
In the SAQ, the PR stated that
the centre is less than fully
compliant with the requirements
to establish quality indicators
and objectives for all licensed
activities and for other non-

Discussions with the Scientific Director and Lead
Embryologist, and observations of the centre’s key
performance indicator monitoring board in the staff
rest room, indicate that the centre monitors
monthly as QIs: the average number of eggs
recovered per treatment cycle; the incidence of
cases of ovarian hyperstimulation syndrome; the

Further action is required to correct this noncompliance with SLC T35. QI monitoring of the key
processes needs further development in some
areas, notably counselling; traceability and ICSI.
The inspection team also notes the recent loss of
the majority of the centre’s quality management
team which will make it difficult to implement
33
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licensable activities carried out
in the course of providing
licensed treatment services.

clinical pregnancy rate; the multiple pregnancy
rate; the turnaround time for diagnostic semen
analysis; and the witnessing mismatch rate
identified by the electronic witnessing system.

corrective actions in this area and to reach a
compliant level of QI monitoring.

The Scientific Director stated that he also regularly
reviews the ICSI fertilisation rate by practitioner,
though this check is not documented. He
recognised that QI monitoring needs to be
upgraded in the laboratory.
The Lead Nurse has recently implemented a QI
monitoring programme for the patient pathway,
monitoring, for example, consenting, welfare of the
child assessment. QIs relevant to counselling are
in development and will be based on those
published by BICA.
The inspection team determined from the SAQ
responses and observations on inspection that
effective QIs monitoring of processes involved in
counselling; traceability and ICSI is not performed.
48) GN23 Quality Management
In the SAQ, the PR stated that
the centre has not audited in the
last two years, how far all

Discussions with staff including the QM, and review Further action is required to correct this nonof the centre’s SAQ responses, indicated that few compliance with SLC T36: the audit plans need to
audits of the centre’s processes have been
be implemented.
performed in the last two years. Indeed, it appears
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Area of concern

Inspection findings

Analysis of inspection findings

licensed activities and all other
non-licensable activities carried
out in the course of providing
licensed treatment services,
comply with the approved
protocols, the regulatory
requirements and quality
indicators

that audits have not been performed of processes
associated with: counselling; information provision,
donor selection and recruitment; gamete and
embryo procurement and processing; storage;
traceability; ICSI; processes protecting patient
confidentiality; submission of data to HFEA.

The inspection team also notes the recent loss of
the majority of the centre’s quality management
team which will make it difficult to implement and
monitor corrective actions in this area.

49) GN24 Third Party
Agreements
In the SAQ, the PR stated that
the centre is less than fully
compliant with the requirement
that the centre establish written
agreements with all the third
parties who provide goods or
services that influence the
quality and safety of gametes
and embryos.

This issue is discussed in ‘2: Changes/
improvements since the last inspection on 6
August 2009 , Third Party Agreements.’

50) GN24 Third Party
Agreements
In the SAQ, the PR stated that
the centre is less than fully
compliant with the requirement

This issue is discussed in ‘2: Changes/
improvements since the last inspection on 6
August 2009 , Third Party Agreements.’

Multiple audits are planned for the future and have
recently been approved by the hospital Trust.
Further action is required to correct this noncompliance

This non-compliance was confirmed on inspection.

Further action is required to correct this noncompliance

This non-compliance was confirmed on inspection
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Area of concern

Inspection findings

Analysis of inspection findings

51) GN25 Premises and
facilities.
The PR stated in the SAQ that
not all licensed activities are
undertaken in the same building.

Inspection of the premises, discussions with the
PR and a review of the centre’s activities and
floorplan, indicate that all the centre’s licensed
activities are carried out on premises in one
building known and licensed by the HFEA.

No further action is required.

52) GN26 Equipment and
materials
The PR stated in the SAQ that
the centre is only partially
compliant with the requirement
that all critical equipment is
validated.
53) GN26 Equipment and
materials
The PR stated in the SAQ that
the centre is only partially
compliant with the requirement
that evidence of the revalidation
of equipment after repair is
documented.

This issue is discussed in ‘1: Focus of Inspection
2010 -12, Validation of equipment and processes’.

No further action is required.

that the centre evaluate the
ability of all third parties to meet
the required standards.

Validation documents have been compiled for all
critical equipment.

The Scientific Director provided evidence that
equipment which has been repaired is revalidated
and the process to direct this is stated in the SOP
for equipment maintenance and repair.

No further action is required.
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Area of concern

Inspection findings

Analysis of inspection findings

54) GN30 Confidentiality and
Privacy
In the SAQ, the PR stated that
the centre is only partially
compliant with the requirement
that procedures to ensure
information is kept confidential,
should be audited in the last two
years for its compliance with the
approved protocols, the
regulatory requirements and
quality indicators.
55) GN30 Confidentiality and
Privacy
In the SAQ, the PR stated that
the centre was only partially
compliant with the requirement
that access to areas where
confidential identifying
information can be seen or
obtained is restricted to people
authorised by the Person
Responsible.

Staff confirmed that processes to ensure
information is kept confidential, have not been
audited in the last two years for their compliance
with the approved SOPs, the regulatory
requirements and quality indicators.

Further action is required regarding this noncompliance with SLC T36.

Review of the centre floor plan provided on
Further action is required regarding this noninspection and also a physical tour of centre
compliance with SLC T12
premises, indicated that access to areas where
confidential identifying information can be seen or
obtained is restricted via a controlled electronic key
system and /or physical barriers.
It was however reported by the PR that some
incidents related to breaches of confidentiality,
already reported to the HFEA, have resulted from
Trust staff being deployed in the centre without his
knowledge or control, and without them having
been provided effective training in the
confidentiality requirements of Section 33 of the
HF&E Act 1990 (as amended).
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Area of concern

Inspection findings

Analysis of inspection findings

56) GN31 Record keeping
In the SAQ, the PR stated that
the centre has not audited in the
last two years, how far
procedures for submission of
data to the HFEA comply with
the approved protocols, the
regulatory requirements and
quality indicators?

The PR accepted on inspection that a more robust Further action is required regarding this nonsystem of audit of the EDI data entry processes
compliance with SLC T36
needed to be instituted. This would ensure the
volume and quality of data reported was monitored
and also that the accuracy relative to documents
held by the centre was verified.

The PR accepted on inspection that a more robust Further action is required regarding this non57) GN31 Record keeping
In the SAQ, the PR stated that
system is required to assess the competence of
compliance with SLC T12
the centre was less than fully
staff to perform EDI data entry.
compliant regarding the
documentation of staff training in
processes for data entry to the
HFEA (SLC T15a).
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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, General 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

Action required and timescale
for action

PR Response

Executive Review
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►

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
•
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
Process validation:
An overall process
validation master plan
has been produced,
identifying each critical
process which needs
validating. The individual
process validations, for
example those for
storage of gametes and
embryos and for ICSI,
have not been completed,
non compliant with the
requirements of SLC T72.

Action required and
timescale for action
The PR should ensure that
the validation of key
processes is completed.
A plan to implement this
action should be submitted
immediately to the HFEA
Executive and the action
should be completed by 9
December 2011

PR Response

Executive Review

See 'Process vaildation master
document' (draft). This document is
almost complete and Process
Observation Sheets & Treatment
Record Reviews are under
completion (hard-copies available
on request).
Expected completion date
30.09.2011

The process validation document has
been populated with the requirements
for validation and the methods to be
used for the validation. These are
detailed and appropriate. The collection
of data and information needed to
support the critical process validations
has not yet commenced, albeit this
action has to be completed by 9
December 2011.
Further actions, i.e. the collection of the
validation data and its documentation,
are required but have been committed
to by the PR. These should be
completed by 9 December 2011 and will
be monitored by the Executive.
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Area of practice and
reference
Donor screening:
The sperm donor bank
SOP discusses the use of
APTIMA swabs to test for
chlamydia in the donor’s
urethra and sperm using
a NAT methodology.
SLC T52e requires
chlamydia NAT testing in
urine specifically, thus the
centre’s test is not
compliant with SLC T52e.

Action required and
timescale for action
The PR should ensure
chlamydia testing is
performed on urine
specifically, as required by
SLC T52e. Alternatively,
the PR should validate
APTIMA testing of urethral
swabs and sperm for
chlamydia, and show that it
is as sensitive and specific
a test as the NAT test of
urine.

PR Response

Executive Review

Donor history sheet and SOP
SDB002 has been amended to
reflect the change in screening to
chlamydia testing being done on
urine

The donor screening protocol SBD0002
was provided and was seen to be
amended to include testing of urine
using the APTIMA swabs. No further
action is necessary and the centre is
now compliant with SLC T52e regarding
this issue.

The third party agreement with the
courier service has been reveiwed.
Transport IVF Satellite Centres are
going out to tender for
embryological services therfore third
party agreeemnts with them will be
reviewed if appropriate. The
remaining work is to be completed
by 05/12/2011.

The centre’s post inspection action plan
indicates that the review of the centre’s
suppliers against CoP requirements has
not yet occurred so it is still unclear
whether all third party agreements are in
place and whether they are compliant
with CoP requirements. An action plan
for this was requested by 9 September
2011 but has not been provided, though
the PR has committed to implement this

This action should be
completed by 9 December
2011.
Third party agreements:
The centre has not
developed third party
agreements with all
suppliers of goods and
services which might
influence the quality and
safety of gametes and
embryos, non-compliant
with SLC T111.

This area of noncompliance was also noted
at the inspection on 6
August 2009 and has not
been corrected.
The centre’s third party
suppliers list needs to be
reviewed and the PR
should ensure that
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Area of practice and
reference
The centre has not
evaluated the ability of all
third parties to meet the
required standards,
contrary to SLC T112.

Action required and
timescale for action
agreements are
established with all third
parties on the list. The
content of the agreements
must be reviewed to
ensure it is compliant with
SLCs T113, T114, T116
and T117.

PR Response

Executive Review
recommendation by 5 December 2011.
Further actions are required to resolve
this non-compliance and will be
monitored by the Executive.

The ability of all third
parties to meet the terms
of the agreements must be
evaluated, compliant with
SLC T112.
An action plan to correct
this area of noncompliance should be
prepared and sent to the
Executive by 9 September.
Corrective actions should
be completed by 9
December 2011.
Quality Indicators
QIs are not currently
being monitored for

The PR should review the
QI data monitored and the
frequency of monitoring,

Further QIs have been identified
within Embrology, Data submission
via EDI, Counselling, Information

The document describing the QIs to be
used by the centre defines a broad list
of QIs which cover all areas of the
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Area of practice and
reference
multiple key activities and
processes, contrary to
SLC T35, for example:
Counselling; Traceability;
ICSI.

Action required and
timescale for action
and ensure that the QIs
cover all key processes
and activities needed to
provide the licensed
service.

PR Response

Executive Review

provision, Consenting and Admin.
Please see separate spreadsheet
provided. Anticipated dates of first
report are also included for those
QIs that are newly established.

service. Some advisory comments have
been provided to the PR regarding
these QIs but the Lead Inspector
considers that the centre have complied
with this recommendation and no further
actions are necessary except for the
monitoring of the QIs at the frequencies
defined in the QI monitoring programme.
The Executive will at times in the next
year request QI reports from the centre
to ensure that the monitoring
programme is implemented.

The audit plan has been reviewed
with input from the Trust Head of
Clinical Audit. All critical processes
will be audited within the 2011 /
2012 audit plan.

The draft audit plan for 2011-2013
specifies all key areas of activity and
that they will be audited within the 2
year period. Proposals for audits of
procurement, processing and
transportation and of the provision of
information were provided. The centre is
obviously coordinating with the local
Trust quality management team to
organise resources to implement the
audit programme.

This action should be
completed by 9 September
2011.

Audits of key activities
and processes:
Audits of practice against
the approved SOPs, the
regulatory requirements
and the QIs, have not
been carried out in the
last two years for some
key activities and
processes, contrary to
SLC T36, for example:
Counselling; Information
provision; Donor selection
and recruitment;

The PR should review the
proposed audit plan for
2011 and ensure that the
audits will cover all critical
processes and activities
needed to provide the
licensed service. The PR
should then ensure that
resources are made
available to allow the audit
plan to be implemented.
The PR should finally
ensure the audits are

A project initiation meeting has been
scheduled for 15/09/2011 with the
PR, Scientific Director, Quality &
Risk Manager, Trust Interim Head of
Integrated Governance and other
Hewitt Centre line managers to
discuss responsibilites and
resources which will include the

The Executive considers that the centre
has complied with this recommendation
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Area of practice and
reference
Laboratory procurement
and processing; Storage
processes; Traceability;
ICSI; Patient
confidentiality and
privacy; Data submission
to the HFEA via the EDI
system.
.

Action required and
timescale for action
complete: i.e. a review of
practice at the centre
against the approved
protocols, against the
regulatory requirements,
and against the results of
QI monitoring.

Staffing:
There are significant
staffing pressures at the
centre which need to be
resolved through the
recruitment of trained and
experienced personnel
across most disciplines.
The activity level is
currently reduced by the
centre’s management

The PR must ensure that
adequate staff are
available to ensure safe
provision of the service, as
required by SLC T12. Due
consideration should be
given to the skill mix and
number of staff available to
accommodate all elements
of the treatment pathway,
including the

PR Response

Executive Review

audit programme.
A multi-disciplinary training session
for audit has been arranged for
03/01/2011.

and no further actions are necessary,
except to decide when within the two
year period each key area will be
audited and then to progress the audit
programme. The PR should provide the
Executive with the audit timetable before
9 December 2011. Quarterly (rather
than monthly) reports regarding the
progress of the audit plan should also
be provided to the Executive.

Activity is monitored and adjusted
according to staffing. Within
Embryology four new members of
staff have started and are currently
in training which is progressing well.
Also an advert is out for a Band 7
Embryologist.

The inspection report indicated that the
PR controls activity to match laboratory
and clinical staff availability. The PR’s
response suggests this control has
continued and, in addition, appropriate
actions have been taken regarding
staffing in other areas. These actions
are on-going and the PR must advise
the Executive of their final outcomes.
Depending on their outcomes, the PR
must take appropriate actions to

Progress with the audit
plan should be advised to
the Executive at the end of
every month. The audit
plan should be
implemented by 9
December 2011.

The nursing team has been
enhanced by a previous member of
staff now working regular "bank"
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Area of practice and
reference
team to limit the risk to
patients.
It is noted however that
the QM and the QM’s
assistant have been
redeployed within the
Trust. The QMS is a key
component of a centre’s
activities and these
redeployments leave the
centre’s QMS with no
effective manager or
support staff. Indeed
several non-compliances
related to the QMS are
detailed in this report.
This situation is noncompliant with SLC T12
and has led to further
non-compliance with
other SLCs.

Action required and
timescale for action
administration of care,
submission of data to the
HFEA and the monitoring
and auditing via the QMS
of all aspects of the
centre’s activity, required
to demonstrate compliance
with the HFEA CoP and
SLC requirements.
This action should be
implemented immediately
and will be monitored by
the Executive.

PR Response

Executive Review

shifts.

continue to comply with the report’s
recommendation that:

Within Admin the Trust is currently
conducting an Admin & Clerical
review, the requirements for the
Hewitt Centre to maintain HFEA
obligations have been submitted to
the review team the results of the
review are awaited.
Regarding the QM role and required
resources a project initiation
meeting has been scheduled for
15/09/2011 with the PR, Scientific
Director, Quality & Risk Manager,
Trust Interim Head of Integrated
Governance and other Hewitt
Centre line managers to discuss
responsibilites and resources. The
followign response has been
received from the interim Head of
Integrated Governance: 'Within the
integrated governance framework
will sit all external regulation
including HFEA. The responsibility
for HFEA will be retained by the
Hewitt Centre and supported by the
Integrated Governance Team. This

‘adequate staff are available to ensure
safe provision of the service, as required
by SLC T12. Due consideration should
be given to the skill mix and number of
staff available to accommodate all
elements of the treatment pathway,
including the administration of care,
submission of data to the HFEA and the
monitoring and auditing via the QMS of
all aspects of the centre’s activity,
required to demonstrate compliance
with the HFEA CoP and SLC
requirements.’
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Area of practice and
reference

Action required and
timescale for action

PR Response

Executive Review

will include the management of the
QMS'.
Staffing:
It was stated by the PR
that some incidents
related to confidentiality,
reported to the HFEA,
have resulted from Trust
staff being deployed in
the centre without his
knowledge and without
them being provided with
effective training in the
confidentiality
requirements of the
HF&E Act 1990 (as
amended). This is noncompliant with SLCs T12.
This situation prevents
the PR from fulfilling his
duty, under Section 17 of
the HF&E Act 1990 (as
amended), to secure that
the other persons to
whom the licence applies

The PR must ensure that
all staff working under the
licence are appropriately
trained and experienced
and are of suitable
character to provide the
licensed activities. Where
staff do not fulfil the
appropriate training and
experience criteria, the PR
has a responsibility under
Section 17 of the HF&E
Act 1990 (as amended) to
ensure they do not
participate in activities
associated with the
licence, until training has
been provided,
experienced gained, or
appropriate character
assessments have been
reached.

The Service Manager is working
with the Trust Health records team
to ensure that only those staff
currently on the Hewitt Centre
license access the unit. A Health
Records action plan has been
drawn up to ensure compliance with
HFEA confidentiality / health records
requirements.

The PR’s response indicates that the
centre have taken action to implement
this recommendation. The results of this
action are dependent on the Trust
Health Records team accepting that
only staff named on the licence should
access the unit. Given that this is a
matter of the compliance of the PR and
the centre with the legal requirements of
the HF&E Act 1990 as amended, the
Executive expect the Trust Health
Records team and the Hospital Trust
management to assist the PR and
centre to function in a manner compliant
with the law. The PR should advise the
Executive of the outcome of this action.
The PR should also note that further
members of the Trust Health Records
team could be character-assessed,
trained and competence assessed, and
placed on the licence if necessary.

This action should be
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Area of practice and
reference
are of such character,
and are so qualified by
training and experience,
as to be suitable persons
to participate in the
activities authorized by
the licence. The
incidents which have
occurred would indicate
they have not been
trained appropriately and
are not ‘suitable persons’.

Action required and
timescale for action
implemented immediately.

PR Response

Executive Review

EDI data entry:
Pre-inspection analysis
indicated that a
substantial number
(>1000) of treatment
cycles have not been
submitted to the HFEA
via the EDI system, noncompliant with General
Direction 0005.

The PR discussed an
effective action plan to
submit the required
records of patient
treatment and progress
has been made.

The submission of data via EDI is
now a QI. Additional resources have
been identified for data inputting for
the outcome forms. A review of
responsibilities for ealy outcome and
outcome forms has taken place to
ensure timely completion. A Trust
Meditech query is being set up for
patients who deliver at LWH. This
can then be run on a regular basis
and will provide another source of
information to ensure completion of
outcomes.

The Lead Inspector notes that a
substantial number of unreported
treatments have in the last three months
been reported through the EDI system.
Indeed, the PR’s comment suggests
that the back-log of registration and
treatment forms has been cleared, thus
no further actions are required on this
matter except to maintain the
submission of registration and treatment
forms within the timeframes stated in
General Direction 0005.

The PR also stated in the
SAQ that staff were less
than fully compliant

The PR should ensure the
effective and continued
implementation of the
action plan, involving staff
recruitment and training,
as well as on-going QI
monitoring and audit of the

The Lead Inspector notes that EDI data
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Area of practice and
reference
regarding the
documentation of training
in processes for data
submission to the HFEA
(SLC T15a).

Action required and
timescale for action
data submission process.
These actions should be
implemented immediately
and the EDI backlog
should be cleared as
quickly as possible and by
9 September 2011 at the
latest.

PR Response

Executive Review

As of 09/09/2011outstanding - Reg
forms 15
ITT forms 1
IVF forms 27
Early outcome forms 244
Outcome forms 331

entry is now subject to weekly QI
monitoring, the results of which have
been provided to the Lead Inspector and
indicate that the timeliness of data entry
is improving. The centre also now has
SOPs for EDI data submission, which
will allow effective staff training.
Further action is still required however
to clear the backlog of early outcome
and outcome forms, which should be
submitted within 8 weeks of embryo
transfer (General Directions 005). The
PR should ensure the backlog of early
outcome and outcome forms is cleared
by 16 October 2011 and that in future all
data is entered accurately within the
time limits defined in General Direction
0005. Appropriate staffing resources
must be engaged to achieve this.
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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
Storage consent audit:
The centre have not
audited in the last two
years the storage consent
forms in patient records
against the samples in
storage, non-compliant
CoP Guidance 17.16.

Action required and
timescale for action
The PR should ensure that
an audit of all samples in
storage is carried out
against the storage
consent forms in patient
records. Alternatively the
PR should provide an
acceptable rationale to the
Executive, why the
consented storage period
stated in the storage logs
is 100% accurate relative
to that stated in the
storage consent forms.

PR Response

A query run on our IDEAS database
(as at 6th Sept 2011) indicates a
total of 47,181 straws containing
gametes or embryos from 8,957
patients currently in storage. It is
estimated that the time taken to
complete a full review of all stored
material within the Hewitt Centre
would be approximately 1500 manhours for Andrology staff to audit
stored sperm and 500 man-hours
for Embryology staff to audit eggs
and embryos. In addition,
considerable administrative
resource would be required to locate
patient records etc. These estimates
An action plan for the
are based on historical experience
completion of the audit
should be submitted to the of previous storage reviews. The full
Executive by 9 September risk assessment regarding the
2011. The audit should be storage is included in the evidence
completed by 9 June 2012. submission folder.

Executive Review
The PR has provided a risk assessment
to the Lead Inspector. This indicates
that the risks of misplacing samples and
storing samples beyond the consented
storage period are currently well
controlled. The removal of these very
small risks through biennial storage
audit is considered, by named persons
at the centre, to be unjustified given the
resource implications of biennial audit
and the concurrent risks of an audit to
gamete and embryo quality and safety
and to staff safety.
The Lead Inspector has some concerns
regarding this risk assessment and will
discuss them with the PR to ensure the
risk assessment provides effective
justification for the centre to not comply
with CoP Guidance 17.16.
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Area of practice and
reference
MBMS:
The MBMS noncompliance log noted six
patients since July 2009
in whom three embryos
had been transferred. In
five cases the reasons for
this were not noted, noncompliant with General
Direction 0003. Further
review indicated that
three patients were aged
less than 40 years at the
time of transfer, noncompliant with CoP
Guidance 7.3.

Action required and
timescale for action
The centre’s management
team has agreed a policy
to transfer up to a
maximum of two embryos
in all cases, so this issue
should not arise in the
future.

PR Response

Executive Review

The MBMS log requirements where
discussed at a HFEA action plan
meeting and the Medical meeting
held on 05/09/2011. In order to
ensure compliance with the
requirements a sticker has been
devised for the case notes (see
evidnece folder submitted).

The embryo transfer SOP (EMB009)
provided states that three embryos will
only be transferred in exceptional
circumstances. This appears a
withdrawal from the position taken by
the PR on inspection, i.e. that no further
3 embryo transfers will occur.

If three embryos are
transferred in the future,
the reasons for doing so
must be logged in the
manner stated in General
Direction 0003.
This action should be
completed immediately.

The ‘sticker’ has been reviewed by the
Lead Inspector and will ensure that noncompliances with the eSET policy are
dealt with appropriately, i.e. patients will
be advised of the risks of multiple
pregnancy and this will be logged in
patient records, and the reasons for the
non-compliance will also be logged in
patient records and in the eSET noncompliance log.
No further actions are required except
the PR should clarify the situation with
the Executive regarding whether three
embryos will be transferred in the future
in no circumstances or only in
exceptional circumstances.
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Area of practice and
reference
Witnessing:
The centre currently does
not keep a hard copy of
electronic witnessing in
the patient records, noncompliant with CoP
Guidance 18.7. An
electronic record is
instead maintained on a
secure server. The
Scientific Director
considers it a retrograde
step to maintain paper
records of witnessing
steps undertaken using
an electronic witnessing
system.

Action required and
timescale for action
The PR should ensure that
a hard copy of the
electronic witnessing form
is kept in patient records,
or document a rationale for
the non-compliance. The
inspection team consider
that the minimum evidence
retained in patient records,
should comprise a sign off
by an embryologist that the
electronic witnessing
record has been reviewed
and is complete and a
statement as to where the
electronic record is stored.
Actions should be
implemented by 9
September 2011.

PR Response

Executive Review

A hard copy of the electronic
witnessing record generated by the
IVFWitness system (which details
every single electronically witnessed
step) is now placed in the patient
record.
The process flow design within
IVFWitness does not permit
witnessing steps to be omitted,
thereby obviating the need for this
report to be signed off. A record of
all manual witnessing steps is also
kept in the patient record.
An anual audit of the entire

The Lead Inspector notes that the
centre has started to keep a hard copy
of the electronic witnessing record in
each patient record. No further action is
required to comply with this
recommendation.

Donor screening:
The donor recruitment,
assessment and
screening SOP does not
prompt staff to check
whether further testing for
non-genetic diseases,

The PR should ensure
that:
a) It is considered whether
donors require further
testing for non-genetic
diseases, such as malaria,
T cruzi etc, due to their

Donor history sheet and SOP
SDB002 has been amended to
reflect the change in assessing the
need for further screening (see
evidence submitted).

witnessing process is performed.

The documentation submitted by the PR
indicates that this recommendation has
been implemented and no further action
is required.
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such as malaria, T cruzi
and West Nile virus, is
necessary dependent on
the donor’s travel history,
non-compliant with SLC
T52h.
Egg and sperm donors
and providers are also
not investigated to
determine the risk of
prion disease in their
donation, non-compliant
with professional body
guidance and thus CoP
Guidance 11.15.
SOP for donor
screening:
The sperm donor bank
SOP discusses testing
donor blood for hepatitis
B surface antigen only,
whereas SLC T52b
requires hepatitis B
testing to be carried out
against hepatitis B

Action required and
PR Response
timescale for action
ethnicity or travel history.
b) An assessment is made
of the risk of prion disease
in donor samples.
c) These checks should be
documented in the relevant
SOP and, when
performed, should be
detailed in the patient
records.

Executive Review

This action should be
completed by 9 September
2011.

The sperm donor bank
SOP should be reviewed
for compliance with SLC
T52b. The SOP should be
amended so that it
accurately describes the
screening tests performed,
i.e. those required by SLC
T52b.

Donor history sheet and SOP
SDB002 has been amended to
reflect these changes

The documentation submitted by the PR
indicates that this recommendation has
been implemented and no further action
is required.
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surface antigen and
antibodies against
hepatitis B core antigen.

Action required and
timescale for action
This action should be
implemented by 9 June
2011

PR Response

Executive Review

Consent for use of
embryos in training:
A check that consent for
use of embryos in training
has been provided, is
made before treatment
and noted in the patient
records. A check is not
made when the samples
are taken for use in
training. This leaves the
centre at risk of using
embryos in training when
the consent for training
has been withdrawn, and
thus at risk of breaching
Schedule 3 to the HF&E
Act 1990 (as amended).

The PR is advised to
ensure the consent form
for the use of embryos in
training is checked at the
time that the embryos are
taken into the training
pathway.

See SOP EMB039 Gametes /
Embryos consented for training

The documentation submitted by the PR
indicates that this recommendation has
been implemented. The SOP has been
revised to state that if consent for
training is withdrawn, then a senior
member of the scientific management
team should be advised of this.
Obviously the senior member of staff
would be expected to take appropriate
action. The PR could consider whether
the appropriate action to take should be
included in the SOP.

The use of embryos in
training:
The need to ensure the
separation of clinical and

The PR should ensure the
separation of clinical and
training roles in the
laboratory. The ‘use of

See SOP EMB039 Gametes /
Embryos consented for training

The documentation submitted by the PR
indicates that this recommendation has
been implemented and no further action
is required.

This action should be
completed immediately
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training roles is not
described in the SOP
which documents the
training processes, as
required by SLC T95.

Action required and
timescale for action
embryos in training’ SOP
should be updated
accordingly.

Donor reimbursement:
The centre uses a flat
rate mechanism to
reimburse sperm donors
for loss of earnings, noncompliant with General
Direction 0001,
Paragraph 5c. It is also
not noted in the payment
log and patient records,
the separate amounts
paid for reimbursement
for loss of earnings and
expenses, non compliant
with General Direction
0001, Paragraph 5 a,b.

This non-compliance has
not led to reimbursements
for loss of earning above
the limits defined in
General Direction 0001.
The PR should ensure that
reimbursements to donors
are made in a manner
compliant with all
requirements of General
Direction 0001.

PR Response

Executive Review

The payment system for sperm
donors has been reviewed and
advice sought from other centres
recruiting sperm donors. As a result
our system has changed and the
Donor history sheet has been
amended to reflect this change.

Documents provided by the centre
indicate that reimbursement for loss of
earnings will be proportionate to the
donor’s salary. This will, in part, satisfy
the recommendation on this matter.

This action should be
completed by the 9
September 2011.

This recommendation
should be implemented by
9 September 2011.

Further action is necessary however
because the PR must note that General
Directions 0001 requires that
reimbursement must be for a loss of
earnings and that he must take steps,
and ensure they are documented, to
satisfy himself that the lost earnings
claimed by the donor have actually been
incurred.
Further action is also necessary to
ensure: the reimbursements for loss of
earnings and for expenses are noted
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Action required and
timescale for action

PR Response

Executive Review
separately in the payment log and in the
donor records. The PR should ensure
this recommendation is implemented.

Payment of fees:
The payment of fees to
the HFEA was, on
average in the 2010/2011
business year, not within
the required payment
times, thus the PR is
failing in his
responsibilities under
SLC T9d

The PR should address all
barriers to prompt payment
of HFEA invoices and
ensure they are always
paid within 28 days of
receipt, as required by the
HFEA Finance
Department.

Transportation
protocols:
The SOP for transporting
samples from the centre
does not document a
recall procedure and
state that a recall should
be investigated as an
incident (HFEA CoP,
Interpretation of
mandatory requirements

The PR should review
transportation procedures
and the SOPs which
document them and
ensure they are compliant
with HFEA CoP and SLC
requirements.

The Service Manager has reviewed
the process of payment of fees and
drawn up an SOP to reflect the new
arrangements.

The documentation submitted by the PR
indicates that this recommendation has
been implemented and no further action
is required.
The success of these corrective actions
should be monitored by the PR and will
be monitored by the Executive.

This action should be
taken immediately.
See SOP EMB040 Transferring
gametes and embryos

The documentation submitted by the PR
indicates that this recommendation has
been implemented and no further action
is required.

This action should be
taken immediately and
implemented by 9
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15C). The centre’s
transportation protocol
does not discuss the
locking and sealing
arrangements used to
secure the dry shipper
and its protected casing
(SLC T108)

Action required and
timescale for action
September 2011

PR Response

Executive Review

Patient information on
the website:
The website content for
North West Fertility and
for the Hewitt Centre for
Reproductive Medicine
does not contain national
live birth rate data,
contrary to CoP Guidance
4.2e. The websites do
have a link to the HFEA’s
‘Choose a Fertility Clinic’
for an analysis of verified
data and national
statistics but this link was
not close to the centre’s
results presentation on

The PR should ensure that
the website content is
reviewed. Either national
success rate data should
be presented on the
centre’s websites or a link
to such data should be
adjacent to the centre’s
data and labelled clearly
as such.

The web site has been updated to
provide clearer links to the HFEA
national comparative data.

The documentation submitted by the PR
indicates that this recommendation has
been implemented and no further action
is required.

This action should be
completed by the 9
September.
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their website.

Action required and
timescale for action

PR Response

Executive Review
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Additional information from the Person Responsible
Page 1 - Should state Kathryn Thompson as the Licence Holder and not Mr Geoffrey Trew.
Page 3 - 2nd paragraph. It is not the Linden Medical Centre. This should read "Mr Luciano Nardo based at 1st Floor Suite,
Alexandra Bruildings, 28 Queens Street, Manchester, M2 5HX.
Page 18 - 1st box. Should read health division rather than directorate.

The PR was sent an email after he submitted his response to the report enquiring whether he had any further comments to make
and if he accepted the recommendations of the report. To this he replied:
'I have no additional comments to make but I can confirm to you that I concur with the findings of the report and will implement all
recommendations within the time frames required.'
Final revisions to the report were provided by the PR on 11 September 2011, the following comment was included:
Whilst the Hewitt Centre has faced significant challenges for the past two years we recognise that our systems and processes have
suffered detrimently. We would like to thank the HFEA for their inspection report which provides clear guidance as to our priorities.
Work has been in progress since the interim inspection on 09/06/2011 to address the deficits and we feel confident that we can
achieve the outstanding targets in the anticipated timescales.
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