Executive Summary for Executive Licensing Panel
20 May 2010
Centre number
Centre name
Person Responsible
Background

0011
The London Sperm Bank
Dr Kamal Ahuja
Follow-up inspection – 14 April 2010

1. The London Sperm Bank underwent a renewal inspection on the 29 October 2009 A
report of the inspection was presented to the Executive Licensing Panel (ELP) on the
27 January 2010
2. The ELP granted a licence for a period of one year. Following a recommendation
from the inspectorate and due to the number of critical and major non compliances
the ELP also requested a further follow-up inspection two months from the time of
the ELP decision.
3. Between the time of the inspection on the 29 October 2009 and the 14 April 2010
the centre has undergone a number of changes:
I. The centre has changed ownership (the centre HFEA number remains
unchanged)
II. Dr K Ahuja has been appointed as the new PR for the centre and has completed
the PR Entry programme (Executive Licensing Panel 27 January 2010)
III. The Licence Holder has changed (Executive Licensing Panel 11 March 2010)
IV. The centre has recruited new staff and created a new organisational structure
V. The premises have been refurbished and some new equipment has been
purchased.
4. During the inspection the staff provided evidence of their work towards achieving
compliance with each individual recommendation via their Corrective Actions and
Preventative Actions (CAPA) process.
Recommendation
The Executive Licensing Panel is asked to note that the Person Responsible has
addressed satisfactorily all recommendations from the renewal inspection on the 26
October 2009; has achieved full compliance in most areas and has made substantial
progress to achieving full compliance in all areas.
Monitoring of the action plan will continue at the time of the next inspection (December
2010)
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The Executive Licensing Panel is asked to note that the PR sent an email when
returning this action plan. The email stated he had no comments to make, other than a
comment in the additional information box at the end of the action plan, and agreed with
the inspectorate’s recommendations.
Email 26 April 2010 from Dr Kamal Ahuja, PR, London Sperm Bank
“Dear Ellie,
Neither of us could single out any issue deemed worthy of any additional comments.
I would forward the report to Christina as well and discuss it at the next department meeting.
Please see my comments under the ‘Additional Information from the PR’.
Finally, I would like to thank you and Sarah for a thorough and courteous inspection of the London Sperm
Bank.
Kind regards
Kamal”

Mrs Ellie Suthers
Inspector
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Areas of practice that require the attention of the Person Responsible
The section sets out matters which the Inspection Team considers may constitute areas of non compliance. These have been
classified into critical, major and others. Each area of non-compliance is referenced to the relevant sections of the Acts, Regulations,
Standard Licence Conditions, Directions or the Code of Practice, and the recommended improvement actions 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
26/10/2009
At the time of
inspection the
present PR has not
completed the PR
Entry Programme.
This area of major
non compliance was
raised at the last
inspection and has
not been addressed
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Licence
Condition
T8

Action required

Timescale

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

Immediately

Inspection
14/04/2010
The centre has undergone a change
of ownership, Person Responsible
and Licence Holder since the time of
the last inspection.
Dr K Ahuja has been appointed as the
new PR for the centre and has
successfully completed the PR Entry
programme. (Approved: Executive
Licensing Panel 27th January 2010)
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PR Response
The PR sent an
email when
returning this action
plan. The email
stated he had no
comments to make
and agreed with the
inspectorates
recommendations.
This applies to all
sections of the
action plan

Executive
review
No further
action
required

Area of practice
26/10/2009
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.
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Licence
Condition
T20

Action required

Timescale

The PR should
ensure that the
centre can
demonstrate and
document that the
chosen
environment
achieves the air
quality required.

Immediately

Inspection
14/04/10
1. The PR has developed a standard
operating procedure for the
monitoring of air quality in the
laboratory. The procedure has
been implemented and a
documented log of results was
provided for inspection.
2. The log demonstrated that the air
quality is tested and results
recorded twice a week in both the
critical processing area (flow hood)
and the background environment.
3. The log provided evidence that the
air quality in the critical processing
area (flow hood) is consistently
grade A. Air quality in the
background environment has yet to
meet a grade D. A standard
operating procedure and laboratory
staff described how all steps of
sperm processing are carried out in
the flow hood under grade A air
quality and that sperm is not
exposed to background air.
4. It should be noted that the centre
has just been refurbished and there
are environmental issues yet to be
addressed.
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PR Response

Executive
Review
This will
be
monitored
and
reviewed
at the next
inspection
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5. The PR provided comprehensive
evidence that staff are validating
the sperm preparation process,
continuing to measure air quality
and continuing to address the
environmental issues impacting on
back ground air quality.
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Area of practice
26/10/2009
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

Licence
Condition
T71

Timescale
Immediately

Action required
The PR should
ensure that all
critical steps are
witnessed and the
steps recorded.
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This step is carried out but there is
no space on the witnessing form for
double signatures by staff.
This was discussed with the
laboratory staff at the time of
inspection and by the end of the
inspection day this requirement had
been added to the laboratory
manual standard operating
procedure and the witnessing sheet
amended to add space for the
recording of both witnessing
signatures.

2. Staff described in some detail the
established centre process for
verifying the identity of the donor
(1)

Inspection
14/04/10
1. At the time of inspection two of the
three (steps 2&3) witnessing steps
described have been formalised as
part of the laboratory manual
standard operating procedure and
implemented by staff.
Evidence was provided in
witnessing logs and donor records
of staff adhering to these
witnessing steps in compliance with
licence condition T71.

PR Response

Executive
Review
This will
be
monitored
and
reviewed
at the next
inspection

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
Area of practice
26/10/2009
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 outlines
of standard operating
procedures but agreed
that at the present time
they are inadequate
and require further
development.
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Licence
Condition
T32, T33,
T35, T36

Action required

Timescale

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

31 January
2010

Inspection
14/04/10
1. The Quality Manager provided evidence
of a comprehensive quality management
system including:
quality manual and signed quality policy,
quality objectives and comprehensive list
of quality indicators,
audit schedule and details of completed
audits,
corrective and preventative actions,
document control and authorisation
process for the release of standard
operating procedures,
detailed standard operating procedures
as part of a laboratory manual
All aspects of the quality management
system including authorised standard
operating procedures are accessible by all
staff via the centres intranet system.
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PR Response

Executive
Review
No further
action
required

Area of practice
26/10/2009
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.
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.
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Licence
Condition
T12 & T15
a

Action required

Timescale

31 January
The PR should
2010
ensure that
members of staff
undergo
assessment of
competence in their
designated tasks
and maintain
suitable
documented
evidence.

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

Inspection
14/04/10
1. The new PR has developed and
implemented a competency assessment
schedule, format and process for the
documentation of assessments. This is
an ongoing process and is yet to be
completed for all members of staff.
This will be monitored at the next
inspection.
2. Documented evidence of an induction
programme and mandatory training
including confidentiality, data protection,
risk assessments and basic life support
was provided to the inspectorate. A new
member of staff has recently completed
this and has documented it in his/her
training log.
3. The new PR provided evidence that the
centre has applied to take part in the
United Kingdom National External
Quality Assessment Service (NEQAS)
Results will be monitored at the time of
the next inspection.
4. The new PR provided evidence that staff
at the centre attend training and
departmental meetings at the London
Women’s Clinic.
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PR Response

Executive
Review
This will
be
monitored
and
reviewed
at the next
inspection

Area of practice
26/10/2009
At the time of inspection
there was no evidence
that any equipment or
processes had been
validated based on the
studies performed by
the centre or on data
from published studies
or from well established
procedures (T72)

Licence
Condition
T72

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

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.
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Action required

Timescale

The PR should
ensure that all
equipment and
critical processing
procedures are
validated and do
not render the
gametes or
embryos clinically
ineffective or
harmful to the
recipient.

31 January
2010

Inspection
14/04/10
1. The new PR has adopted the recently
published Association of Clinical
Embryologists (ACE) documentation on
validation of equipment and processes
and adapted them to the needs of the
centre. Prepared documentation was
seen on the centres intranet.

PR Response

Executive
Review
This will
be
monitored
and
reviewed
at the next
inspection

2. Evidence was provided to show that all
equipment used at the centre has been
validated and corrective actions taken
when required.
3. Evidence was provided of a detailed
validation action plan for all critical
processes. The centre aims to complete
this by the end May 2010. This will be
reviewed at the time of the next
inspection.

T52a

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

Immediately

The new PR provided evidence via a
standard operating procedure that a
personal interview and medical examination
by a qualified and trained healthcare
professional is completed as part of the
donor screening process.
An audit of donor records showed that this
examination is recorded in each individual
donor record.
.

9

No further
action
required

Area of practice
26/10/2009
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-HCVAb) which is not
repeated. The centre
provided verbal
evidence that this will
be introduced
immediately.

Licence
Condition
T53c

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: 1.2
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Action required

Timescale

Inspection
14/04/10
A standard operating procedure provided
evidence that the donor clearing procedure
includes the requirement for repeat
Hepatitis C testing.

PR Response

Executive
Review
No further
action
required

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)

Immediately

T52g

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

Immediately

A standard operating procedure, donor
screening checklist and an audit of a donor
records showed that HTLV1 screening is
carried out when clinically indicated.

No further
action
required

T50b

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

31 January
2010

The PR has designated two tanks for
screened and cleared samples and smaller
tanks for quarantining un- screened
samples. The PR provided a standard
operating procedure to demonstrate the
requirements of quarantine stored sperm.

No further
action
required

At the time of this inspection no donor
samples had reached the donor clearing
procedure and repeat testing so the
inspectorate was unable to see evidence
that these repeat tests are taking place.

10

Area of practice
26/10/2009
It was noted during an
audit of donor records
that the witnessing
records do contain a
date of when the
witnessing step is
carried out but did not
contain a record of the
time of the witnessing
step.
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.

The centre does not
maintain documented
evidence of regular
cleaning, disinfection
and sanitation of the
premises or critical
equipment.
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Licence
Condition
T71

T71

T26

Action required

Timescale

The PR should
ensure that the
time of any
witnessing step is
recorded.

Immediately

Each donor’s individual laboratory
witnessing sheet includes the name, status,
and signature of the person performing the
witnessing. This individual witnessing sheet
is kept on the in a folder in the laboratory.

The PR should
ensure that donor
records include the
name, status, and
signature of the
person performing
the witnessing.

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

Inspection
14/04/10
This was discussed with the laboratory staff
at the time of inspection and by the end of
the inspection day this requirement had
been added to the laboratory manual
standard operating procedure and the
witnessing sheet amended to add space for
the recording of the time of the witnessing
step.

After discussion with the laboratory staff a
copy of the donor’s individual laboratory
witnessing sheet will be retained in the
donor’s records once the donation cycle is
complete. During the donation cycle the
witnessing sheet will be kept in a laboratory
file.
31 January
2010

Details of cleaning, disinfection and
sanitation of the premises and critical
equipment were seen to be documented in
the laboratory manual and a daily log
recording it.
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PR Response

Executive
Review
This will
be
monitored
and
reviewed
at the next
inspection

This will
be
monitored
and
reviewed
at the next
inspection

No further
action
required

Area of practice
26/10/2009
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.

Licence
Condition
Directions
0001

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.

T107

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 regulatory
requirements.
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Action required

Timescale

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

Immediately

31 January
The PR should
2010
ensure that
transport conditions
are specified?

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

Immediately

Inspection
14/04/10
It was seen that the donor information has
been amended and stipulates an overall
maximum reimbursement. (documented
material and website information)

At the time of inspection staff at the centre
provided verbal evidence that critical
transport conditions have been discussed
and agreed by staff.

The agreed transport conditions had not
been added to the transport shipping label.
This was discussed with the laboratory staff
at the time of inspection and by the end of
the inspection day this requirement had
been added to the standard operating
procedure and to the shipping container
label: handle with care: keep upright;
autologous use only; temperature -190c
maximum transit time 72 hrs.
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PR Response

Executive
Review
No further
action
required

This will
be
monitored
and
reviewed
at the next
inspection

Area of practice
Licence
26/10/2009
Condition
T17 &
The room in which
guidance
cryopreservation
25.7
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.
The centre could not
provide evidence that
traceability of sperm
pots and pipettes used
during processing is
documented.
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T99b

Action required

Timescale

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

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.

31 January
2010

Inspection
14/04/10
It was observed at the time of inspection
that a new low oxygen monitor is in place in
the centre.

The process for traceability was seen
detailed in the laboratory manual for
tracking equipment and consumables used
in the processing of sperm.
Recording of traceability of equipment and
consumables was seen in logs and donor
records.
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PR Response

Executive
Review
No further
action
required

No further
action
required

Area of practice
26/10/2009
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.
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Licence
Condition
Directions
0005

Action required

Timescale

The PR should
ensure that all
relevant
information is
collected, recorded
and submitted to
the HFEA in line
with Directions
0005

Immediately

Inspection
14/04/10
The laboratory technician responsible for
completing the EDI forms has now had
formal EDI training from a HFEA
representative.
At the time of inspection there are no errors
in reporting. All donor registrations have
been reported to the HFEA
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PR Response

Executive
Review
No further
action
required

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

Reference

Action required

None

None

None

Timescale
for action
None

PR Response

Executive Review

None

None

Additional information from the Person Responsible
The launch of the London Sperm Bank as an independent centre for sperm donation is our latest efforts to raise the awareness of the shortages
of sperm donors. It is also an exercise in determining the success of more novel means of communicating with potential sperm donors, given the
vagaries of the current guidelines highlighted by the BFS and the NGDT over many years. We hope that the results may be of value to the SEED
review recently initiated by the HFEA
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