Renewal Inspection Report
Date of Inspection: 29th October 2009
Length of inspection: 7 1/2 hours
Inspectors: Ellie Suthers, Sarah Brain, Sara Parlett
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between
23rd October 2008 and 2nd October 2009
Date of Licence Committee: 27th January 2010
Purpose of the Inspection report
The purpose of the inspection is to assess if centres are complying with the HF&E Act
1990 (as amended), the HF&E Act 2008 and the Code of Practice to ensure that centres
are providing a quality service for patients. The report summarises the findings of the
licence renewal inspection highlighting areas of good practice, as well as areas where
further improvement is required to improve patient services and meet regulatory
requirements. It is primarily written for the Authority’s Licence Committee/ Executive
Licensing Panel which make the decision about the centre’s licence renewal application.
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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
Louis Hughes, centre 0011, has been licensed by the HFEA since 2003 for the
procurement, distribution, processing and storage of sperm. The centre provides donor
sperm to fertility clinics throughout the UK. From 1992 to 2003 the centre also held a
treatment licence; the centre changed their licensable activity to storage only from 2003.
The centre is located in the basement of 99 Harley Street, London. The premises consist
of a semen preparation laboratory, three semen production rooms, an office, a staff
kitchen and a large room doubling as a cryostore and administration room.
Following a renewal inspection on the 23rd October 2008 the centre participated in a
management review as the Executive considered there were a large number of non
compliance and developmental issues to be addressed. An action plan was agreed with
the person responsible. A full report and agreed action plan was submitted to the HFEA
licence committee on the 11th February 2009. The licence committee decided to grant a
licence for one year. This time period accorded with the Executive recommendation and
reflected the relatively high number of breaches described in the inspection report, and the
need to ensure compliance henceforth.
The centre has undergone a number of changes since the last inspection in 2008 and
subsequent issue of a licence. Currently the centre is in the process of:
•
•
•
•
•
•

Changing owner;
Appointing a new person responsible;
Implementing a quality management system (including quality indicators and audit
programme);
Reviewing all existing Standard Operating Procedures (SOP) and introducing new
ones;
Employing new staff: laboratory manager, administrative support, quality manager;
Upgrading premises and equipment.

This report details findings on the day of the on site inspection and the centres response to
the recommendations made following the inspection.
Activities of the Centre:
Number of Donors
Oct 08 to Sep 09
17

Type of treatment
Sperm storage

*These data were extracted from the HFEA register for the period October 1st 2008 – 30th September 2009.

The data in the Register may be subject to change as errors are notified to us by clinics, or picked up
through our quality management systems.
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Updated actions since the centre was inspected on 29th October 2009
The staff at the centre have responded very positively to the recommendations from the
inspection on the 29th of October 2009. Following inspection the PR has addressed and
provided evidence of achievement or substantial progress towards achievement of all the
recommendations within the timescales stipulated.
Summary for licensing decision:
This report details findings on the day of on site inspection on the 29th of October 2009 and
the centres response to the recommendations made.
In considering overall compliance, the Inspector considers that they have sufficient
information drawn from documentation submitted prior to inspection; from observations
and interviews conducted during the inspection visit and the PR’s response to
recommendations since the inspection to conclude that:
•

At the time of inspection the present named PR is not suitable; however
The centre has proposed a new PR who is an experienced PR from another licensed
centre; has completed the PR Entry Programme (2007) and has submitted a completed
application for consideration by the Executive Licensing Panel considering this report.
A licence committee has previously considered the proposed person to be suitable.

•

At the time of inspection there were:
o Five areas of major non compliance that had not been addressed from a previous
inspection (Quality Management System, training and ongoing professional
development of staff, assessment of competence of staff and validation of
equipment and processes and air quality monitoring);
o Three areas of critical non compliance were found at the time of this inspection and
which had not been rectified from the last inspection;
o Fifteen areas of major non compliance were found at the time of this inspection.
Following inspection the PR has addressed and provided evidence of achievement or
substantial progress towards achievement of all the recommendations within the
timescales stipulated relating to:
1. Staff continued professional development;
2. Staff competency assessments;
3. Air quality monitoring;
4. Witnessing of procedures;
5. Implementation of a Quality Management System;
6. Recording of medical examinations required as part of donor screening;
7. Donor screening for HTLV-1
8. Donor screening; repeat Hep C testing
9. Quarantining arrangements for stored samples;
10. Offering a flat fee for compensation for loss of earnings;
11. Transporting of gametes;
12. Documented recording of cleaning of premises;
13. Maintenance and servicing of low oxygen alarm;
14. Traceability;
15. Submission of information to the HFEA
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The attached action plan (page 21 of this report) describes where further work is required,
how this will be done and an assurance that full implementation will be achieved by the
stipulated timescale. The inspectorate has been kept fully informed of all progress and
actions since the on site inspection.
•

As a result of this response the inspectorate concludes that the centres practices are
suitable;

•

On inspection the premises appeared to suitable for licensable activity;

•

The centre has submitted appropriately completed documentation in support of the
application for renewal of their licence;

•

The centre has paid the required application fee on time to the HFEA in accordance
with requirements.

Recommendation to the Executive Licensing Panel:
The inspector considers that, overall there is sufficient information available to recommend
the renewal of the centres licence for a period of one year subject to the appointment of
the proposed new PR and with the following conditions:
1. The centre must provide evidence to the inspectorate of completion of the outstanding
major recommendations by the stated timeframe;
2. A further targeted inspection is carried out 2 months after the granting of a one year
licence.
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Details of Inspection findings
1.

Risk to patients and children born as a result of treatment services

Focus
•

The risks of fertility treatment to the health of patients and children born as a
result of treatment

•

Welfare of the Child – all assisted conception processes should only be conducted in
a manner that takes into account the welfare of any child that may be born as a
result of treatment services

•

Ensuring patients receive treatment using the correct gametes or embryos –
patients should have confidence that the gametes or embryos used in their treatment
are either their genetic gametes or embryos created with their gametes (or in the case
of donor gametes that the gametes used are from the correct donor)

•

Ensuring donor gametes are only used where appropriate screening has taken
place – the health of patients and children, born as a result of treatment services,
could be at risk if gametes from unscreened donors are used in the provision of
treatment services

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should
include the following areas
•
Witnessing

•

Areas of concern –
•
This is a renewal inspection so all relevant areas were inspected

Take account of the welfare of any child who may be born as a result of the licensed
treatment provided by the centre, and of any other child who may be affected by that birth
(Principle 4).
Evidence of how the centre demonstrates compliance with this principle
Not applicable for this centre
What the centre does well.
Not applicable for this centre
What they could do better.
Not applicable for this centre
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Conduct all licensed activities with skill and care and in an appropriate environment, in
line with good clinical practice, to ensure optimum outcomes and minimum risk for
patients, donors and offspring (Principle 7).
Evidence of how the centre demonstrates compliance with this principle
Donor recruitment, assessment and screening (Guidance Note: 11)
Sperm donors are recruited via various websites including employment/student sites and
the centres own website. Donors are informed of requirements and their personal
commitment to repeatedly attending the centre for screening/examinations and donations
at the first consultation.
Staff at the centre provided verbal evidence that donors are selected on the basis of age
(18 -40 years). An audit of donor records showed that regulatory age requirements were
met in all seventeen donors recruited since the last inspection. A detailed documented
health questionnaire meeting regulatory requirements, completed and signed by the donor,
was present in the donors’ records. (T52a)
Donor information literature details reasons why a prospective donor would not be
accepted by the centre; the donor is asked to give signed confirmation that they
understand and take responsibility for providing accurate and detailed information.
Checklists in the donor records outline the information provided to the donor. Written
information is not normally issued to each donor unless there is some specific area the
donor is unsure of or requires more information. The centre staff said that such a request
is very rare.
The centre provided a list of donor screening tests carried out before donation and
subsequent storage. The listed screening tests are largely compliant with regulatory
requirements apart from the two exceptions described below. (T52)
From a centrally held record of information the centre can and do provide donors with
information if requested: including number/sex and year of birth of persons born as a result
of their donation. (Act Schedule 3; 31ZD (3))
Payment of donors (Guidance Note 13)
Where payments are made to donors the centre provided a record of the actual expenses
and loss of earnings incurred by the donor, the value of the reimbursement and some
receipts produced by the donor. A member of staff explained in some detail the steps
taken by the centre to satisfy themselves that the expenses have been incurred including
discussions/explanations by the donor/estimations of public transport costs. The donor is
also asked to provide signed confirmation of expenses/reimbursement claims. It appeared
on inspection that expenses/reimbursement/payments a) are reasonable; b) have been
incurred by the donor in connection with the donation of gametes provided to the centre;
and c) have been incurred by the donor solely within the United Kingdom. (Directions 001
(3))
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Evidence of how the centre demonstrates compliance with this principle
Procuring, processing and transporting of gametes. (Guidance Note 15)
The centre has two quality indicators for the procurement, processing and transportation of
gametes. Namely, post thaw motility of sperm and pregnancy rates gathered from the
secondary centres. (T35)
Evidence in the form of a comprehensive list of indicators for the procurement and
processing of sperm, audit schedule and a corrective actions plan, was provided to show
that more detailed quality indicators and quality control will be implemented in the future.
(see Quality Management System)
The centre has a documented standard operating procedure detailing the circumstances,
responsibilities and procedures for the release of stored material prior to distribution. The
centre provided a completed log for each donor including the number of pregnancy “slots”
sold; monthly follow up with each secondary centre; and a documented record that
samples are suitable for release and use.
Staff at the centre described a detailed recall procedure including a description of their
responsibilities and actions to be taken; handling of returned material (T95). These
procedures were well described but there are no documented standard operating
procedures.
Storage of gametes (Guidance Note 17)
The centre has a brief outline standard operating procedure for the process to be followed
when storing gametes (T33b)
The centre has 11 “active” storage dewars. A recently completed audit of stored gametes
from identifiable donors demonstrated no major discrepancies: it was observed at
inspection that all minor centre specific administrative errors have been identified, logged
and corrective actions put in place.
The centre does have a number of samples from non identifiable donors stored prior to
April 2005. These have not been audited as yet by the centre. Further consideration is to
be given as to how donors will be contacted and offered the opportunity to re register as
an identifiable donor. Centre staff said work on this will continue.
The centre provided evidence that all material currently in storage is within the limit of the
statutory storage period (T79, T80, T81). The centre provided evidence of a simple but
effective bring forward system in order to ensure sufficient advanced notice of the end of
the storage period.
The quality management system (Guidance Note: 23)
The centre has an outline quality manual that contains some briefly described operating
procedures. (T33)

What the centre does well.
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What they could do better.
Donor recruitment, assessment and screening (Guidance Note 11)
The PR provided verbal evidence that he carries out a medical examination of the donors
at the initial donation but that this is not documented in donor records. An audit of donor
records provided by the centre confirmed this. The PR should ensure that a documented
record of a personal interview and medical examination by a qualified and trained
healthcare professional is completed. (T52a)
The centre provided a list of donor screening tests carried out before donation and
subsequent storage. It was noted that repeat virology testing is carried out after 180 days
sperm storage with the exception of Hepatitis C (Anti-HCV-Ab) which is not repeated.
The centre provided verbal evidence that this will be introduced immediately.
The PR should ensure that repeat testing of Hepatitis C is carried out in accordance with
current professional guidance produced by the relevant professional bodies (UK guidelines
for the medical and laboratory screening of sperm, egg and embryo donors (2008)
There was no evidence that screening for the Human T-lymphotropic virus Type I (HTLV
1) antibody is part of the donor screening regime nor has any donor been tested for it.
The PR should ensure that HTLV 1 is part of the donor screening regime and carried out
were clinically indicated. (T52 (g)
The centre does not have a system of storage which clearly separates
quarantined/unscreened sperm.
The PR should ensure that unscreened gametes are separated /quarantined from
screened gametes. (T50b)
Payment of donors (Guidance note 13)
It was noted that on some donor claim forms there is a written offer of a flat fee of £250 as
compensation for loss of earnings although there was no evidence that a donor had
claimed or had been paid the flat fee.
The PR should ensure that it is made clear to donors that (b) such compensation is limited
to a daily limit of £61.28 and an overall maximum of £250 for each course of sperm
donation and that there is not a one off payment or fee. (Directions 001)
What they could do better.
Procuring, processing and transporting of gametes. (Guidance Note 15)
At the time of inspection the standard operating procedures for procurement, processing
and transportation of gametes were found to be very brief. (T33b) Centre staff recognised
that they are largely inadequate and provided detailed evidence that all critical
procurement and processing procedures are in the course of being reviewed and detailed
standard operating procedures developed. The centre provided examples of the standard
operating procedures that will be implemented and evidence of their validation. The
procedures for procurement, processing and transportation of gametes have not been
validated based on the studies performed by the centre or on data from published studies
or from well established procedures (T72) Evidence was provided to show that the
Association of Clinical Embryologists (ACE) methodology and templates for validation will
be used.
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The critical transport conditions, such as temperature and time limit have not been defined
by the centre to ensure that the sperm samples are transported in conditions that maintain
viability.
Although it was not in use at the time of inspection it was noted that the shipping container
used for transporting gametes was not labelled in compliance with the minimum
requirements. The PR should ensure that transport conditions and shipping container
labelling are specified and compliant with requirements. (T107)
The centre has not established quality indicators or objectives relevant to procuring,
processing and transporting of gametes: no procedures have been audited.
The PR should ensure that quality indicators and related audits are completed (T35, T36)
Staff at the centre could not provide documented evidence of the assessment of their
competence in procurement and/or processing procedures.
The PR should ensure that staff are trained and provide evidence of their competence in
procurement and/or processing procedures. (T15a)
Storage of gametes (Guidance Note:17)
The freezing and storage procedures have not been validated based on the studies
performed by the centre or on data from published studies or from well established
procedures (T72)
The centre has not established quality indicators or objectives relevant to the storage of
gametes. The PR should ensure that quality indicators relating to the storage of gametes
are developed and related audits are completed. (T35, T36).
Staff can not provide documented evidence of the assessment of their competence in
storing cryopreserved material. The PR should ensure that staff are trained and provide
evidence of their competence in storing cryopreserved material. (T15a)
Witnessing and assuring patient and donor identification (Guidance Note: 18)
The centre does have a brief outline standard operating procedure for the process to be
followed when carrying out witnessing. (T33b) Evidence that some witnessing is being
carried out and recorded was shown. In order to ensure that there are two people to carry
out witnessing a member of the reception staff in the building is co opted into the sperm
bank when necessary.
An audit of witnessing procedures showed that three critical points of the laboratory
process are not witnessed: (1) verifying the identity of the donor at the time of sperm
production, (2) moving the prepared sperm samples to the cryopreservation dewars and
(3) disposal of samples
The PR should ensure that all critical steps are witnessed and the steps recorded (T71).
A record of witnessing is kept in the laboratories “red book” (an administrative record of all
activity) including all the requirements of licence condition T71. A record of witnessing is
not kept in the donors’ record.
The PR should ensure that the record of witnessing is kept in the donors records. (T71)
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The centre has not established quality indicators or objectives relevant to witnessing: no
procedures have been audited.
The PR should ensure that quality indicators and related audits are completed. (T35, T36)
Staff can not provide documented evidence of the assessment of their competence to
carry out witnessing. The reception staff have not received specific training on witnessing.
The PR should ensure that staff are trained and provide evidence of their competence to
carry out witnessing. (T15a)
The quality management system (Guidance Note: 23)
At the time of inspection the centre provided no evidence that they have put in place a
quality management system; developed quality indicators or conducted audits. (T32, T35,
T36) There is no document control procedure in place to ensure that only current versions
of documents are in place (T34)
This area of major non compliance was raised at the last inspection and has not been
addressed.
Centre staff provided a number of outline standard operating procedures but agreed that at
the present time they are inadequate and require further development. The centre has
relied on donor rates and pregnancy rates as indicators of the efficacy of their service.
At the time of inspection evidence was provided that a full review of the quality
management system will be undertaken, corrective actions instigated and a compliant
system put in place. (T32, T35, T36)
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Ensure that all premises, equipment, processes and procedures used in the conduct of
licensed activities are safe, secure and suitable for the purpose (Principle 8).
Evidence of how the centre demonstrates compliance with this principle
Premises and facilities (Guidance Note: 25)
The premises and facilities have not been changed since the last inspection and remain
suitable for carrying out licensable activity (T17).
All activities are carried out on licensed premises (T1) The Certificate of Licence is displayed
at the licensed premises in a position that can be easily read by donors. (T5)
The centre has facilities for reception: sperm production: clinical and laboratory work: sperm
storage: and the storage of confidential records. During interview the staff said that although
donors don’t need an appointment and can drop in at any time only one donor at a time is in
the centre therefore they are able to carry out consultations in private. If required donors are
asked to wait in the main building waiting room before being collected by staff from the sperm
bank
The facilities appeared to provide quiet surroundings for private, confidential and
uninterrupted sessions.
During interview staff said that premises and facilities are cleaned at the end of each day but
this is not recorded. On inspection the centre looked clean and organised (T26)
The centre provided evidence through screening results documentation and the screening
laboratories website, that it uses a Clinical Pathology Accreditation (UK) (CPA) laboratory to
undertake the donor screening, diagnostics and investigations. (T21)
Equipment and materials (Guidance Note: 26)
The centre provided evidence they are able to identify (and document) all of the equipment
used in the course of procurement and processing of gametes. (T22)
Traceability: (Guidance note: 19)
The centre provided evidence that all gametes are traceable from procurement to release or
disposal or visa versa (T99) including evidence that containers at all stages of procurement,
processing and storage are labelled with a unique donor code: donor number: and date.
(T101)
Although there is no documented evidence, such as a standard operating procedure, the
centre staff assured the inspectorate that the traceability records will be kept for the term
required by licence conditions (T103).It should be noted that the centre has not been in
operation long enough for them to have records in store for 30 years.
What the centre does well.
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What they could do better.
Equipment and materials (Guidance Note: 26)
The centre does not maintain documented evidence of regular cleaning, disinfection and
sanitation of the premises or critical equipment. The centre provided evidence they are able to
identify (and document) all of the equipment and but not all of the materials used in the
course of procurement and processing of gametes.
The PR should ensure that all materials used in the course of procurement and processing of
gametes are traceable(T22)
The PR should ensure that there is documented evidence of regular cleaning, disinfection and
sanitation of the premises and critical equipment.(T26)
Validation:
At the time of inspection there was no evidence that any equipment or procedures had been
validated based on the studies performed by the centre or on data from published studies or
from well established procedures
The PR should ensure that all equipment and procedures are validated(T72)
Air quality:
The centre has tested air quality in the working environment (not background) through the use
of settle plates which demonstrated no bacterial growth after 48 hours. The process has not
been validated and has only been carried out once since the last inspection. The centre does
not have a standard operating procedure for the measurement of air quality and could not
provide evidence that the processing of gametes takes place in an environment of at least a
grade C or a background of grade D.
The PR should ensure that the centre can demonstrate and document that the chosen
environment achieves the air quality required. (T20)
The centre does not have documented standard operating procedure for air quality
monitoring; has not established quality indicators or objectives relevant to air quality
monitoring: no procedures have been audited.
The PR should ensure that a documented standard operating procedure is developed and
quality indicators and related audits are completed. (T34,T35, T36)
Low oxygen alarm:
The room in which cryopreservation dewars are stored and accessed does have a low
oxygen alarm but there was no evidence that it had been serviced. This room is also the
main administration room where members of laboratory staff are based during opening hours.
The PR should ensure that the low oxygen alarm is serviced, validated and fully functional in
order to reduce hazards to laboratory staff and minimise potential hazards. (T17 & guidance
25.7)
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Traceability (Guidance Note: 19)
The centre could not provide evidence that traceability records for the sperm pots and
pipettes used during processing are kept.
The PR should ensure all relevant data relating to anything coming into contact with gametes
are traceable from procurement of gametes to patient treatment or disposal and vice versa.
(T99b)
What they could do better
The centre does not have a documented standard operating procedure for traceability; has
not established quality indicators or objectives relevant to traceability: no procedures have
been audited.
The PR should ensure that a documented standard operating procedure is developed and
quality indicators and related audits are completed. (T35, T36)
Staff can not provide documented evidence of the assessment of their competence for
traceability.
The PR should ensure that all staff are trained and provide evidence of their competence in
traceability. (T15a)
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Ensure that all staff engaged in licensed activity are competent and recruited in sufficient
numbers to guarantee safe clinical and laboratory practice (Principle 9).
Evidence of how the centre demonstrates compliance with this principle
Person Responsible (PR) (Guidance Note: 1)
The PR is registered with the General Medical Council (GMC) and has experience in the field
of assisted reproductive therapy. During the inspection the PR in post at the time of
inspection provided evidence that activities are carried out on suitable premises. The PR has
ensured that the centre’s staff co-operate fully with inspections and investigations by the
Authority; that fees are paid to the Authority within the timescale specified in Directions or in
writing and that requests for information and/or documents from the Authority are responded
to promptly. Prior to and during the inspection process the PR provided all information as
required and acknowledged that due to a number of circumstances there had been slow
progress in achieving the recommendations from the last inspection.
Staff (Guidance Note: 2)
The centre does have access to a nominated registered medical practitioner at all times (T16)
It appeared at the time of inspection that the staff at the centre are of such character to be
suitable to participate in the activities on the centre’s licence. (Act S.17(1)a) The centre has
provided an organisational chart which clearly defines accountability and reporting
relationships. (T11)
At the time of the inspection the centre is not operating with a full staff compliment. In
response to this, in order to ensure safe laboratory practice, the centre closed to new donors
and sperm donations for a number of weeks during the summer of 2009. (T12) The centre
employs: one whole time equivalent PR; one whole time equivalent laboratory technician; a
0.2 whole time equivalent laboratory manager/consultant.
During interview the staff verbally demonstrated that they have an adequate knowledge and
understanding of the scientific/technical processes and principles relevant to their designated
tasks (T15b) although there was no documented evidence such as competency assessments
or training logs to support this.
Although there is no documented induction training the staff pointed out that all the present
members of staff have been in post for over 11 years and as such an induction process is
moot. But with the addition of new staff an induction programme will be developed.
There have been a number of changes over the summer of 2009 in staffing levels. The centre
has assessed the workforce requirements as part of the planning process for the transfer of
the business to the new owners. A new laboratory manager, quality manager and
administrative support are in the process of being appointed to ensure that there are sufficient
members of staff to guarantee donor care and safe laboratory practice.
What the centre does well.
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What they could do better.
Person Responsible (Guidance Note: 1)
At the time of inspection the present PR has not completed the PR Entry Programme .
The PR must successfully complete the Authority’s PR Entry Programme T8.
This area of major non compliance was raised at the last inspection and has not been
addressed.
Staff (Guidance Note 2)
Centre staff informed the inspectorate that they do review professional journals and websites
as part of professional development but could not provide documented evidence of the
assessment of their competence in the performance of their designated tasks.
The PR should ensure that members of staff undergo assessment of competence in their
designated tasks and maintain suitable documented evidence. (T12 & T15(a))
Staff could not provide evidence that training has been updated as required when procedures
change or scientific knowledge develops, or that adequate opportunity for relevant
professional development has been provided.
The PR should ensure that members of staff receive adequate opportunity for relevant
professional development. (T15)
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Report all adverse incidents (including serious adverse events and reactions) to the
HFEA, investigate all complaints properly, and share lessons learned appropriately (Principle
11).
Evidence of how the centre demonstrates compliance with this principle
Adverse incidents (Guidance Note: 27)
The centre has established and implemented a brief documented procedure to report,
investigate and report serious adverse events. (T118)
Complaints (Guidance Note: 28)
The centre does have a complaints procedure in place that provides for a nominated
complaints manager and contact details. Staff at the centre reported that there have been no
verbal or formal written complaints since the last inspection.
What the centre does well.
What they could do better.
A member of staff interviewed during the inspection informed the inspectorate that she is not
informed of HFEA Alerts but was aware that they are sent to the PR of the centre. She was
unaware of the recently issued Alert 24 regarding the restrictions of reimbursements to sperm
donors. This had been sent to the centre earlier this year but had not been circulated to all
staff. It is important that all members of staff are communicated with and are able to access
information necessary to carry out their designated tasks.
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2.

Patient Experience

Focus
•

Ensuring patients and donors are treated fairly and that any treatment is
conducted in suitable premises by trained competent staff – treatment should only
be carried out in licensed premises and staff must been trained and competent to
perform their jobs. All patients and donors should be treated fairly and without
discrimination

•

Guaranteeing patients, donors and partners’ independent decision making – this
should be done through the careful giving of appropriate and accurate information and
the offering of counselling, and the subsequent taking and recording of effective
consents

•

Outcome data – variation in quality of practice and subsequent treatment results

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should include
the following areas
•
Information about the cost of treatment (costed treatment plans) not relevant
at this centre
•
Legal parenthood – not relevant at this centre

•

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.
•
This is a renewal inspection so all relevant areas were inspected

Treat prospective and current patients and donors fairly, and ensure that all licensed
activities are conducted in a non-discriminatory way (Principle 1).
Evidence of how the centre demonstrates compliance with this principle
Counselling (Guidance Note: 3)
Evidence, in the form of completed checklists, was seen in the donor records that all donors
are offered the opportunity for an appointment with a qualified counsellor. It was noted that no
donor had accepted the offer since the last inspection. Centre staff said that all donors are
offered emotional support, provided with information and encouraged to ask questions at any
time during the donation period or to contact the centre by telephone if they have further
questions.
Staff at the centre provided evidence on checklists in the donor records that donors are asked
to complete sections 3 and 4 of the donor registration forms (Pen portrait of the donor and a
message to the donor conceived person) but all donors since the last inspection had declined.
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The centre does have access to a qualified counsellor and the centre also provided evidence
that a new specialist counsellor will be appointed with the transfer of ownership. The named
counsellor is employed by the new owners and has already provided evidence of her
suitability, qualification and competence.
What the centre does well.
What they could do better.
Counselling (Guidance Note: 3)
The centre does not have a documented standard operating procedure for counselling; has
not established quality indicators or objectives relevant to counselling: no procedures have
been audited. The PR should ensure that a standard operating procedure is developed and
quality indicators and related audits are completed for the counselling service. (T35, T36)

Have respect for the privacy, confidentiality, dignity, comfort and well being of
prospective and current patients and donors (Principle 2).
Evidence of how the centre demonstrates compliance with this principle
See section 1
What the centre does well.
See section 1
What they could do better.
See section 1
Give prospective and current patients and donors sufficient, accessible and up-to-date
information to enable them to make informed decisions (Principle 5).
Evidence of how the centre demonstrates compliance with this principle
Donors are given verbal information at their first appointment and topics for discussion are
listed in a checklist used at each consultation by centre staff. The checklist includes
information on possible implications of donation including: possibility of positive virology
screening; genetic screening; parenthood; the entitlement of any donor conceived children to
receive details of their donor; the information to which the donor is entitled about the outcome
of their donation; reimbursement of expenses and details of the donation process. (T60) The
centre does have a list of specialist counsellors: genetic counsellor and HIV counsellor to
which a donor can be referred if required (guidance 3.10).
What the centre does well.
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What they could do better.
Information to be provided prior to consent (Guidance Note 4)
The centre does not have a documented standard operating procedure for providing
information to donors; has not established quality indicators or objectives relevant to the
provision of information; no procedures have been audited.
The PR should ensure that a standard operating procedure is developed and quality
indicators and related audits are completed. (T35, T36)
Staff can not provide documented evidence of the assessment of their competence to provide
information to donors prior to taking consent. The PR should ensure that staff are trained and
provide evidence of their competence. (T15a)

Ensure that patients and donors have provided all relevant consents before carrying out
any licensed activity (Principle 6).
Evidence of how the centre demonstrates compliance with this principle
Consent to treatment, storage, donation and disclosure of information (Guidance Note: 5)
An audit of consent forms by the inspector demonstrated that written consent is obtained
before gametes are procured, processed and stored. All bar one set of donor records had
fully completed accurate consent forms. (T57) This was seen to be rectified at the time of
inspection.
What the centre does well.
What they could do better.
Live Birth Rates
Not applicable for this centre
Multiple Births
Percentage of
Percentage of
Multiple Births
embryo transfers
Singleton
N/A
One embryo
N/A
Twin
N/A
Two embryos
N/A
Triplet
N/A
Three embryos
N/A
Evidence of how the centre improves its live birth rates and reduces the number of multiple
births:
Not applicable for this centre
What the centre does well
Not applicable for this centre
What the centre could better
Not applicable for this centre
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3.

Protection of embryos

Focus
Safe procurement, processing, storage, application and disposal of gametes and
embryos – gametes and embryos must only be procured, processed, used, stored and
disposed off in accordance with the law

•

•

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.
•
Not relevant for this centre

Have respect for the special status of the embryo when conducting licensed activities
(Principle 3).
Evidence of how the centre demonstrates compliance with this principle
See section 1
What the centre does well.
See section 1
What they could do better.
See section 1
Ensure that all premises, equipment, processes and procedures used in the conduct of
licensed activities are safe, secure and suitable for the purpose (Principle 8).
Evidence of how the centre demonstrates compliance with this principle
See section 1
What the centre does well.
See section 1
What they could do better.
See section 1
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4.

Good governance and record keeping

Focus
•

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

•

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

•

Ensuring identifying information is only disclosed in accordance with consent

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should include
the following areas
•
Patient consent to the disclosure of information, held on the HFEA register, for
use in research – not relevant to this centre as donor information held on the
HFEA registry is not available to researchers
•
Consent issues in relation to the storage of embryos (including cooling off
period) – the centre does not store embryos: this section is not relevant to this
centre

•

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.
•
This is a renewal inspection so all relevant areas were inspected

Maintain accurate records and information about all licensed activities (Principle 10).
Evidence of how the centre demonstrates compliance with this principle
What the centre does well.
What they could do better.
Record keeping and document control (Guidance Note: 31)
The centre has reported ten donor registrations to the HFEA between October 2008 and
October 2009. Four of the registrations had errors. This represents a 40% error rate.
At the time of inspection a further seven donor registrations had not been reported to the
HFEA. The PR should ensure that all relevant information is collected, recorded and
submitted to the HFEA in line with Directions 0005.
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Centre staff reported that there had been no handover of information or skills in using the
electronic data interchange (EDI) or passwords hence the poor reporting. Since the inspection
a member of the HFEA Registry staff has visited the centre and provided training, access
codes to the EDI and training in using the HFEA website portal. The centre is now up to date
with HFEA submissions.
Consent to treatment, storage, donation and disclosure of information (Guidance Note 5)
Staff can not provide documented evidence of the assessment of their competence to provide
information to donors prior to taking consent. The PR should ensure that staff are trained and
provide evidence of their competence. (T15a)

Conduct all licensed activities with regard for the regulatory framework governing
treatment and research involving gametes or embryos within the UK, including:
maintaining up-to-date awareness and understanding of legal obligations responding promptly
to requests for information and documents from the HFEA, co-operating fully with inspections
and investigations by the HFEA or other agencies responsible for law enforcement or
regulation of healthcare (Principle 13).
Evidence of how the centre demonstrates compliance with this principle
What the centre does well.
What they could do better.
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5.

Changes / improvements since the last inspection on 26th October
2008

The centre has undergone a number of changes since the last inspection. The centre is in the
process of changing owners. As a result since the last inspection the centre is:
o Changing owners;
o Changing the person responsible;
o Implementing a new quality management system (including quality indicators and audit
programme;
o Employing new staff: laboratory manager, administrative support, quality manager;
o Upgrading premises and equipment.
Area for improvement

Action required

A complaints procedure was
supplied to the inspectorate
prior to the inspection as
requested. The documented
complaints procedure is very
brief, does not describe the
acknowledgement or
investigation process and is
not considered compliant
with the requirements of the
Code of Practice 7th Edition

The PR should ensure that
written procedures are in
place for acknowledging and
investigating complaints and
that staff who deal with
complaints have received
appropriate training. (CoP
G.11.2.1(7th Ed) & Guidance
Note 18 Complaints (8th Ed)

One invoice has been sent to
centre 0011 this financial
year 08/09. The centre took
50 days to pay the invoice.

The PR should review
All required fees have been
payment processes to ensure paid in a timely manner as
that there are no barriers to
required.
the payment of fees in a
timely manner. The PR
should ensure that invoices
are paid according to the
requirements of Standard
Licence Conditions A.16.3 (7th
Ed) and Licence Condition T9
(8th Ed)
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Action taken as evidenced
during this inspection
A complaints procedure is in
place, contact details for the
complaints
manager
are
displayed in a prominent
place in the centre. No
complaints have been made
since the last inspection.

The centre does not use a
commercially prepared cryo
protectant for the storage of
sperm. The centre has a
protocol for the preparation
of
locally
prepared
preservation media (CPM)
including the ingredient of
egg yolk. No evidence was
seen at the time of inspection
of validation or recording of
quality measures in the
manufacture or use of locally
prepared preservation media
following procedures that
minimise bacterial or other
contamination.

A commercial cryoprotectant
The PR should ensure that
has
been used at the centre
cryo protectants and other
from April 2009.
media used in sperm
processing and freezing must
be validated and batch
numbers recorded. Home
made media should not be
used unless there is
documented evidence
supporting its manufacture
according to good
manufacturing practice (GMP)
(Association of Medical
Andrologists: Laboratory
Andrology: Guidelines for
Good Practice March 2004)
(CoP A.6.5 (a))
No documented evidence
was made available to the
inspection team therefore the
use of home made cryo
preservant should cease
immediately until the PR can
provide evidence that
gametes are being handled in
a way which protects those
properties that are required
for ultimate clinical use, while
minimising the risk of
bacterial and other
contamination. (A.8.8:
S.7.8.5)
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Assessment of compliance with statutory requirements
(This will be updated following the response from the Person Responsible)
This page summaries the assessment of the extent to which the centre has complied with the
Act, licence conditions and Directions.
Fully Compliant = the centre has met the statutory requirement
Not Compliant = the centre has not met the statutory requirement
“X” in the assessment box denotes that compliance with the Licence Condition was not
assessed during this inspection
“N/A” in the assessment box denotes that compliance with the Licence Condition is not
applicable to this centre
Licence
Condition
T1
T2
T3
T4
T5
T6
T7
T8
T9
T10
T11
T12
T13
T14
T15
T16
T17
T18
T19
T20
T21

Assessment
Licensing

Fully Compliant
Partially Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
n/a
Person Responsible
Not compliant
Partially Compliant
Fully Compliant
Personnel
Fully Compliant
Partially Compliant
Not Compliant
Fully Compliant
Not Compliant
Fully Compliant
Facilities / Premises
Fully Compliant
X
X
Not Compliant
Partially Compliant
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Licence
Condition
T22
T23
T24
T25
T26
T27
T28
T29
T30
T31
T32
T33
T34
T35
T36
T37
T38
T39
T40
T41
T42
T43
T44
T45
T46
T47
T48
T49
T50
T51
T52
T53
T54
T55

Assessment
Equipment and Materials
Not Compliant
Partially Compliant
Not Compliant
Not Compliant
Not Compliant
Not Compliant
Partially Compliant
n/a
Fully Compliant
Partially Compliant
Quality Management
Not Compliant
Not Compliant
Not Compliant
Not Compliant
Not Compliant
Records and Information
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Fully Compliant
Data protection and Confidentiality
Not Compliant
Not Compliant
Fully Compliant
Patient Records
Partially Compliant
Fully Compliant
Fully Compliant
Patient Selection Criteria and Laboratory Tests
n/a
Partially Compliant
Fully Compliant
Donor Selection Criteria and Laboratory Tests
Partially Compliant
Not Compliant
n/a
n/a

Version: Final
Trim: 2009/000009054

17

Licence
Assessment
Condition
Welfare of the Child, Provision of Information, Counselling and Consent
T56
n/a
T57
Fully Compliant
T58
Fully Compliant
T59
Partially Compliant
T60
n/a
T61
n/a
T62
n/a
T63
n/a
T64
n/a
T65
n/a
Procurement of Gametes and Embryos
T66
n/a
T67
n/a
T68
n/a
T69
Partially compliant
T70
Fully Compliant
Processing and Use of Gametes and Embryos
T71
Not Compliant
T72
Not Compliant
T73
X
T74
Partially compliant
Storage of Gametes and Embryos
T75
Not Compliant
T76
Fully Compliant
T77
n/a
T78
n/a
T79
Fully Compliant
T80
Fully Compliant
T81
n/a
T82
n/a
T83
n/a
T84
n/a
T85
n/a
Embryo Testing
T86
n/a
T87
n/a
T88
n/a
T89
n/a
T90
n/a
T91
n/a
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Licence
Condition
T92
T93
T94
T96
T97
T98

Assessment
n/a
n/a
n/a
n/a
n/a
n/a

Use of Embryos in Training Staff

Traceability and Coding
T99
Partially Compliant
T100
Fully Compliant
T101
Partially Compliant
T102
Not Compliant
T103
Fully Compliant
T104
Fully Compliant
Import, Export and Transportation / Distribution of Gametes and Embryos
T105
Partially compliant
T106
Not Compliant
T107
Not Compliant
T108
Not Compliant
Receipt of Gametes and / or Embryos
T109
n/a
T110
n/a
Third Party Agreements
T111
x
T112
x
T113
x
T114
x
T115
x
T116
x
T117
x
Identification, investigation, reporting, recording and notification of serious adverse
events and reactions
T118
Fully Compliant
T119
x
T120
x
T121
x
T122
Fully Compliant
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None

Additional Licence Conditions
Licence Condition

HFEA Directions
HFEA Directions
0001 Gamete and embryo donation
0003 Multiple births
0005 Collecting and recording information for the HFEA
0006 Import and export of gametes and embryos
0007 Consent
0008 Form and content of applications
0009 Keeping gametes and embryos in the course of carriage
between premises
0010 Satellite and transport IVF
0011 Reporting adverse incidents and near misses
0012 Time periods for retention of records
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Assessment

Assessment
Partially
Compliant
N/A
Not Compliant
N/A
Fully Compliant
Fully compliant
Partially
Compliant
N/A
Fully compliant
Fully compliant

Areas of practice that require the attention of the Person Responsible
The section sets out matters which the Inspection Team considers may constitute areas of non compliance. These have been
classified into critical, major and others. Each area of non-compliance is referenced to the relevant sections of the Acts, Regulations,
Standard Licence Conditions, Directions or the Code of Practice, and the recommended improvement actions required are given, as
well as the timescales in which these improvements should be carried out.
Critical area of non compliance
A critical area of non compliance is an area of practice which poses a significant direct risk of causing harm to a patient, donor
or to an embryo. A critical area of non-compliance requires immediate action to be taken by the Person Responsible.
Area of practice

Reference

Action required

At the time of inspection the
present PR has not completed
the PR Entry Programme as
required by Licence Condition
T8.This area of major non
compliance was raised at the last
inspection and has not been
addressed.

Licence
Condition
T8

The PR must successfully
complete the Authority’s PR
Entry Programme T8

Timescale
for action
Immediately

PR Response

Executive Review

The proposed new PR
of the centre, Dr
Kamal K Ahuja, has
had his PR Entry
Programme
completed and
accepted since 2007. I
have attached the
relevant forms to
‘switch’ PR which we
would like to complete
immediately after
receiving the licence
renewal.

Dr Ahuja is a
competent PR and
has completed the PR
Entry Programme.
(2007)

Attachments:
PR transfer forms
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An application for
change of PR for
centre 0011has been
received and is being
presented to the
Executive Licence
Committee in tandem
with this report.

Area of practice

Reference

Action required

The centre has tested air quality
in the working environment (not
background) through the use of
settle plates which demonstrated
no bacterial growth after 48
hours. The process has not been
validated and has only been
carried out once since the last
inspection. The centre does not
have a standard operating
procedure for the measurement
of air quality and could not
provide evidence that the
processing of gametes takes
place in an environment of at
least a grade C or a background
of grade D.

Licence
Condition
T20

The PR should ensure that
the centre can demonstrate
and document that the
chosen environment
achieves the air quality
required. (T20)
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Timescale
for action
Immediately

PR Response

Executive Review

An air quality
monitoring procedure
has been devised as
part of the newly
implemented
Laboratory Manual.
The air quality is now
tested using a
handheld particle
monitor twice per
week. We are closed
during the lead up to
Christmas and are
carrying out various
building works (new
lights in the lab,
painting etc), so it is
difficult to monitor the
environment at the
moment. However, the
reading carried out on
15 December 2009 in
the Hood in operation
shows an air quality of
Grade A. Please note
that while we will
endeavour to ensure
that all areas of the
laboratory reads grade
C or above, the only
area used for any
procedure involving
gametes is in the Flow
Hood.

Evidence has been
provided of the
proposed air quality
monitoring procedure
to be followed
following
refurbishment. The
PR will provide results
of back ground
monitoring to the
inspectorate once
refurbishment is
complete.
Evidence of air quality
monitoring
in
the
Hood (grade A) has
been provided.
This process appears
compliant with
Licence Condition T20

Area of practice

Reference

Action required

An audit of witnessing procedures
showed that three critical points
of the laboratory process are not
witnessed: (1) verifying the
identity of the donor at the time of
sperm production, (2) moving the
prepared sperm samples to the
cryopreservation dewars and (3)
disposal of samples (T71)

Licence
Condition
T71

The PR should ensure that
all critical steps are
witnessed and the steps
recorded.
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Timescale
for action
Immediately

PR Response

Executive Review

Immediately after the
inspection the three
witnessing steps
mentioned were
implemented. These
have been formalised
as part of the Lab
manual.

The PR has provided
evidence of
witnessing steps
being implemented
and formalisation in
the centres Lab
manual.
This process appears
compliant with
Licence Condition T71

23

Major area of non compliance
A major area of non compliance is a non critical area of non compliance:
•
which poses an indirect risk to the safety of a patient, donor or to an embryo through the procurement, use, storage or
distribution of gametes and embryos, which do not comply with the centre’s licence;
•
which indicates a major shortcoming from the statutory requirements;
•
which indicates a failure of the Person Responsible to carry out his/her legal duties
•
a combination of several “other” areas of non-compliance, none of which on their own may be major but which together
may represent a major area of non-compliance.
Area of practice

Reference

Action required

At the time of inspection the centre
provided no evidence that they have put
in place a quality management system;
developed quality indicators or
conducted audits on any of the areas of
inspection.
Centre staff provided a number of brief
outline of standard operating procedures
but agreed that at the present time they
are inadequate and require further
development.

Licence
Conditions
T32, T33,
T35, T36

The PR should ensure that
the centre puts in place a
quality management
system and implements
this system to continually
improve the quality and
effectiveness of the service
provided in accordance
with the conditions of this
licence and the guidance
on good practice as set out
in the HFEA’s Code of
Practice.
This area of major non
compliance was raised at
the last inspection and has
not been addressed.
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Timescale
PR Response
for action
January 31st A part-time Quality
2010
Assurance
Coordinator has
been appointed.
A comprehensive
Quality
management
system has been
implemented since
the inspection. This
includes a quality
manual, quality
indicators, nonconformance SOP,
regular audits etc.
A ‘master index’ has
also been
introduced at the
centre to ensure
document control

Executive Review
The inspectorate met
with the quality
assurance
coordinator at the
time of inspection.
She provided a plan
of how a QMS will be
implemented
including all the
requirements of
Licence Conditions
T32, T33, T35, T36.
Implementation and
evaluation will be
monitored at the time
of the next inspection.
A master index has
been provided to the
inspectorate.

Area of practice

Reference

Action required

Centre staff informed the inspectorate
that they do review professional journals
and websites as part of professional
development but could not provide
documented evidence of the
assessment of their competence in the
performance of their designated tasks.

Licence
Condition
T12 & T15
(a)

The PR should ensure that
members of staff undergo
assessment of competence
in their designated tasks
and maintain suitable
documented evidence.

This area of major non compliance was
raised at the last inspection and has not
been addressed.
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Timescale
for action
January 31st
2010

PR Response

Executive Review

With the
introduction of a
new Consultant
Andrologist on 23
October 2009,
regular tutorials
and analysis of
the lab
technician’s
competencies
have begun to
occur. This will be
clearly
documented in the
competency
framework. The
centre is also now
embarking on
taking part in the
NEQAS
comparisons as
well as interlaboratory
comparisons with
the London
Women’s Clinic
andrology lab.

The inspectorate has
met with the
Consultant
Andrologist who
provided evidence of
the plans for
continued
professional
development and
implementation of a
competency
framework.
Evidence has been
provided of the plans
for participating in
NEQAS and inter
centre comparisons.
This process appears
compliant with
Licence Condition
T12 & T15(a)

Area of practice

Reference

Action required

Staff could not provide evidence that
training has been updated as required
when procedures change or scientific
knowledge develops, or that adequate
opportunity for relevant professional
development has been provided.

Licence
Condition
T15

The PR should ensure that
members of staff receive
adequate opportunity for
relevant professional
development

Timescale
for action
January 31st
2010

This area of major non compliance was
raised at the last inspection and has not
been addressed.

Licence
At the time of inspection there was no
Condition
evidence that any equipment or
procedures had been validated based on T72
the studies performed by the centre or
on data from published studies or from
well established procedures (T72)
This area of major non compliance was
raised at the last inspection and has not
been addressed.
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The PR should ensure that
all critical processing
procedures are validated
and do not render the
gametes or embryos
clinically ineffective or
harmful to the recipient.
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January 31st
2010

PR Response

Executive Review

Both scientific
members regularly
attend scientific and
departmental
meetings at the
London Women’s
Clinic.
The newly formed
alliance between
the two clinics will
ensure that their
scientific training is
regularly updated.

Evidence has been
provided for further
scientific training and
professional
development.

As part of the new
Quality
management
system all
equipments will be
validated using the
equipment
validation SOP and
master plan. We
have begun the
process of
validation and
expect much of it to
be completed prior
to 31 January 2010
(the bank will
temporarily close for
clinical work during
Dec 2009)

This process appears
compliant with
Licence Condition
T15.
This will be monitored
at the time of the next
inspection.
The PR has provided
evidence of the plan
for validation of
equipment and
processes and has
shown the start of the
process.

This will be monitored
at the time of the next
inspection.

Area of practice

Reference

The PR provided verbal evidence that he Licence
carries out a medical examination of the Condition
donors at the initial donation but that this T52a
is not documented in donor records. An
audit of donor records provided by the
centre confirmed this.

Action required
The PR should ensure that
a documented record of a
personal interview and
medical examination by a
qualified and trained
healthcare professional is
completed.

Timescale
for action
Immediately

PR Response

Executive Review

Since the inspection
two potential donors
have joined the
programme. Both
donors have seen a
consultant at the
London Women’s
Clinic and the
consultation is
clearly documented
in the donor’s file.
This is consistent
with our new
protocols.

This process appears
compliant with
Licence Condition
T52(a)

All new donor’s are
also now required to
see the counsellor
at the LWC prior to
them officially
joining the
programme.
We have designed
and implemented
two new forms,
including the
medical history and
social history for all
potential donors to
complete.
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This will be monitored
at the time of the next
inspection.

Licence
Condition
T53c

The centre provided a list of donor
screening tests carried out before
donation and subsequent storage. It
was noted that repeat virology testing is
carried out after 180 days sperm storage
with the exception of Hepatitis C (AntiHCV-Ab) which is not repeated. The
centre provided verbal evidence that this
will be introduced immediately.

Trim: 2009/000009054
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Reference

Area of practice
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The PR should ensure that
repeat testing of Hepatitis
C is carried out in
accordance with current
professional guidance
produced by the relevant
professional bodies (UK
guidelines for the medical
and laboratory screening of
sperm, egg and embryo
donors (2008)

Action required

Timescale
for action
Immediately

This will be monitored
at the time of the next
inspection.

This process appears
compliant with the
requirements of
Licence Condition
T53(a)

This was
implemented
immediately after
the inspection.
The donor clearing
procedure has been
written into the lab
manual. We have
also designed a
‘donor clearing
checklist’, which
lists all the tests
required to clear a
donor’s quarantined
samples, which will
be kept in the
donor’s file.

Executive Review

PR Response

There was no evidence that screening
for The Human T-lymphotropic virus
Type I (HTLV 1) antibody is part of the
donor screening regime nor has any
donor been tested for it.

The centre does not have a system of
storage which clearly separates
quarantined/unscreened gametes.

Version: Final
Trim: 2009/000009054

Licence
Condition
T52 (g)

Licence
Condition
T50b

The PR should ensure that
HTLV1 is part of the donor
screening regime and
carried out where clinically
indicated.

The PR should ensure that
unscreened gametes are
separated /quarantined
from screened gametes.
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Immediately

January 31st
2010

This was
implemented
immediately after
the inspection.
The screening of
donors has been
written into the lab
manual and
implemented. We
have also designed
a ‘donor clearing
checklist’, which
lists all the tests
required to clear a
donor’s quarantined
samples, which will
be kept in the
donor’s file.
All new donors
samples are kept in
separate tanks.
Steps are in place
to separate the
existing stock into
quarantine and
cleared tanks. This
will be completed by
31 January 2010.

This process appears
compliant with
Licence Condition
T52(g)

This will be monitored
at the time of the next
inspection.
This process appears
compliant with
Licence Condition
T50(b)

This will be monitored
at the time of the next
inspection
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A record of witnessing is kept in the
laboratories “red book” (an
administrative record of all activity)
including all the requirements of licence
condition T71. A record of witnessing is
not kept in the donors’ records.

Licence
Condition
T71

The PR should ensure that
transport conditions are
specified?

Licence
Condition
T107

The critical transport conditions, such as
temperature and time limit have not
been defined by the centre to ensure
that the required tissue and cell
properties are viable and maintained.

Although it was not in use at the time of
inspection it was noted that the shipping
container used for transporting gametes
was not labelled with the minimum
regularity requirements. (T107)

The PR should ensure that
it is made clear to donors
that (b) such compensation
is limited to a daily limit of
£61.28 and an overall
maximum of £250 for each
course of sperm donation
and that there is not a one
off payment or fee.

Directions
001

It was noted that on some donor claim
forms there is a written offer of a flat fee
of £250 as compensation for loss of
earnings although there was no
evidence that a donor had claimed or
had been paid the flat fee.
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The PR should ensure that
the record of witnessing is
kept in the donors’ records.

The PR should ensure that
the shipping container used
is labelled with the
minimum regulatory
requirements

Action required

Reference

Area of practice

This has now been
implemented with
the use of the
‘donor attendance
and freezing
record’, which is
kept in the donor’s
notes.

January 31st
2010

Immediately

This will be monitored
at the time of the next
inspection

This process appears
compliant with
Licence Condition
T71

This process appears
compliant with
Licence Condition
T107

This process appears
compliant with
Directions 001

This was changed
immediately after
the inspection at the
joint request of the
current and
incoming PR’s.

A new shipper label
and despatch
checklist has been
implemented. This
was completed
immediately after
the inspection. The
release of samples
for transportation is
now explained in
the laboratory
manual.

Executive Review

PR Response

January 31st
2010

Timescale
for action
Immediately

Area of practice

Reference

Action required

The centre does not maintain
documented evidence of regular
cleaning, disinfection and sanitation of
the premises or critical equipment.

Licence
Condition
T26

The PR should ensure that
there is documented
evidence of regular
cleaning, disinfection and
sanitation of the premises
and critical equipment.

Timescale
for action
January 31st
2010

PR Response

Executive Review

A new cleaning
procedure has been
written into the lab
manual has been
implemented as well
as a daily cleaning
log. This was done
immediately after
the inspection.

This process appears
compliant with
Licence Condition
T26
This will be monitored
at the time of the next
inspection

The room in which cryopreservation
dewars are stored and accessed does
not have a serviced low oxygen alarm
and members of staff were not able to
confirm that it was in working order. This
room is also the main administration
room and where members of laboratory
staff are based during opening hours.

Licence
Condition
T17 &
guidance
25.7

The PR should ensure that
the low oxygen alarm is
serviced, validated and
fully functional in order to
reduce hazards to
laboratory staff and
minimise potential hazards.

Immediately

An engineer from
Britannia came to
the centre on 18
November to
service the low
oxygen alarm. He
confirmed that the
current alarm was in
fact in working
order. However, for
peace of mind we
had a new low
oxygen alarm
installed which now
has a full service
contract.

This process appears
compliant with
Licence Condition
T17

The centre could not provide evidence
that traceability of sperm pots and
pipettes used during processing is
documented.

Licence
Condition
T99b

The PR should ensure all
relevant data relating to
anything coming into
contact with gametes are
traceable from
procurement of gametes to
patient treatment or
disposal and vice versa.

January 31st
2010

The new traceability
procedure has been
included in the lab
manual has been
implemented.

This process appears
compliant with
Licence Condition
T99(b)
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The PR should ensure that
all relevant information is
collected, recorded and
submitted to the HFEA in
line with Directions 0005

Directions
0005

The centre has reported ten donor
registrations to the HFEA between
October 2008 and October 2009. Four of
the registrations had errors. This
represents a 40% error rate.
At the time of inspection a further seven
donor registrations had not been
reported to the HFEA.

PR Response
The laboratory
technician
responsible for
completing the EDI
forms has now had
formal EDI training
from a HFEA
representative. This
also forms part of
the lab manual.

Timescale
for action
Immediately

This process
appears compliant
with Direction 005
and will be
monitored by the
inspectorate.

Executive Review

None

None

Trim: 2009/000009054

Version: Final

Reference

Area of practice
None

Action required
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Timescale
for action
None

None

PR Response

None

Executive Review

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

Action required

Reference

Area of practice

Trim: 2009/000009054

Version: Final
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Prior to the inspection the new owners completed an audit of the entire ID release stock stored at the centre as well as the donor
files. From the findings of these audits and taking into account the details of previous inspection reports, LSB has now put in
measures to update all key areas of the day to day running of the sperm bank, including, QMS, CPD and the upkeep of donor files
which includes donor screening, consultations/counselling and EDI inputting so that we are fully compliant with the HFEA / BFS or
other relevant guidelines.

The suggested Licensing Committee meeting date of 24 February 2010 would not be in the best interests of the well being of the
centre or its newly assembled team.

In light of the above, the current and the incoming PR would suggest that an early presentation of this report to the Licensing
Committee for approval and implementation.

The new owners, London Sperm Bank Ltd, have also provided additional resources to comply with the requirements noted in the
inspection report. Much of the operational day to day requirements have also been upgraded to ensure total compliance with the
statutory requirements. The centre proposes to launch a website to attract new sperm donors.

The ownership of the centre is changing, evidently resulting in the proposed appointment of a new PR. A new part-time operational
team, comprising of a Consultant Andrologist, Quality Assurance Coordinator and a Business Coordinator has been in place from the
date of the last inspection.

Additional information from the Person Responsible
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