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Executive Summary
This investigation was undertaken following the reporting of two grade A incidents from the
centre in February 2009. An incident inspection took place in May 2009 and a documentation
review was undertaken. The laboratory observation of practice identified areas of concern
which should have been addressed following previous inspections in 2006 and 2008.
The HFEA has reviewed eight adverse incidents which have been reported between March
2006 and February 2009 and has identified areas of concern in laboratory witnessing and
documentation practices.
Evidence provided to the Health Professionals Council Hearing 28th & 29th October 2008
would suggest that further documentation and witnessing errors allegedly took place between
December 2004 and January 2006. To date no incident reports concerning these errors has
been submitted to the HFEA.
The centre does not appear to be learning from errors and has not provided sufficient
evidence of compliance with the expected standards for laboratory witnessing and
documentation procedures. Therefore the inspectorate considers that the Person
Responsible has not discharged his duties as required in
S.4.1.7 HFEA 7th Code of Practice 7th Edition.

Recommendations to Licence committee

.

•

Consider the additional condition prohibiting the processing of more than one patient
sample in a designated work area at the same time

•

The Person Responsible should complete the PREP for the HFEA 8th Code of Practice
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Incident Investigation Report
Date of Incidents:

16th & 19th February 2009

Name of Centre:
Centre number:

ACU Guys & St Thomas’ Foundation NHS Trust
0102
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Mr Yacoub Khalaf

Centre Inspector:

Mrs S Brain

Incident Inspector:

Ms P Nolan

Lead Investigator:

Mrs C Dodson-Brown

Scientific Inspector

Mr A Leonard

Document Review

Mrs G Walsh
Miss J McLaughlin

Terms of Reference
A Root Cause Analysis (RCA) is a thematic evidence based approach to investigating
adverse events and patient safety incidents in the healthcare setting. For the purposes of this
investigation the Active failures identified by the centre as the cause of both incidents will not
be investigated. An external review was commissioned by the centre which individually
examined the nature of both the incidents in some detail and the recommendations will be
included later in the report.
Active failures (errors or violations) are unsafe acts committed by people who are in direct
contact with the patient or system. Slips, lapses of memory, mistakes, fumbles and procedural
violations are all examples of active failures.
It is the Latent conditions which will be the focus of this investigation.
Latent conditions or failures arise from decisions that may be made by politicians, regulators,
senior managers or writers of protocols or other strategic decision makers.
(For further detail please see Appendix A)
As part of the HFEA investigation the Licensing history of the centre from December 2005 and
the recommendations made by the HFEA inspectorate and Licence Committee in response to
announced and unannounced inspections have been reviewed. In addition the Notice of
Decision and Order of the Conduct and Competence Committee of the Health Professions
Council 29th October 2008 have been considered and quoted.
For the purposes of anonymity the couples and staff involved are referred to by initial only.
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Introduction
This investigation was undertaken following the reporting of two grade A incidents from the
centre in February 2009. When the incidents were reported the centre was reminded of the
Compliance and Enforcement policy (2008), (Appendix B) which requires both the centre to
investigate the incidents and the HFEA to undertake an investigation.
IN01073 -The wrong sperm was used for micro – injection (ICSI)
IN01079 – 4 embryo’s were rendered unusable following PGD
Contact was maintained with the Clinical Governance Department and the report for incident
01073 was received on 27th February 2009, the Root Cause Analysis (RCA) for incident
IN01079 was received on Friday 24th April 2009.
Background
The Assisted Conception Unit (ACU) is part of Guys & St Thomas'Hospitals NHS Foundation
Trust and provides licensed treatments to NHS funded and self funded patients.
The unit has an active research programme and provides an extensive pre-implantation
genetic diagnosis, (PGD) service. The centre is open 7 days per week.
The normal working hours are Monday-Friday: 0830- 1630, Saturday and Sunday: flexible
hours according to workload.
The number of treatment cycles initiated from April 1st 2007 – March 31st 2008 was 1,142
of which 124 involved PGD and 658 involved ICSI (verified data).
The number of treatment cycles initiated from April 1st 2008 – March 31st 2009 was 1,404
of which 127 involved PGD and 935 involved ICSI (unverified data).
New premises have been built within the hospital and the transfer to new facilities took place
in April 2009.
The centre has no additional conditions on its licence.
Summary Incident Description & Consequences
IN01073 –
This incident came to light on the afternoon of Monday 16th February 2009, when one of the
Embryologists (E1) collected the “injection dish” that she was about to use for intracytoplasmic sperm injection (ICSI) from the ICSI Warming Cabinet. The sperm in this dish
was to be used for injecting the remaining eggs of patient X. She checked the name and ACU
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number on the dish, and noted that it was not patient X’s dish; it was the dish for patient Y.
This led to the discovery that the sperm in the dish for patient X had been used by another
embryologist (E2) for injection of some of patient Y’s eggs.
12 of the eggs of patient Y had been injected with the correct sperm; 6 had been injected with
the wrong sperm. All the injected eggs had been placed into a single drop of culture medium,
and therefore it was not possible to distinguish between them. As a result, none of the injected
eggs of patient Y could be used for her treatment, and were discarded.
The original Incident form identified ’19 mature eggs’ but only 18 were accounted for in the
submitted report.
Breach of Standard S.7.8.3
“Selection and Validation of laboratory procedures” HFEA Code of Practice 7th Edition
Breach of Standard licence condition A.3.5
“Centres shall have witnessing protocols in place to double check the identification of
samples and the patients or donors to whom they relate at all critical points of the clinical and
laboratory process.”
“These checks shall be completed and recorded at the time the relevant clinical or laboratory
process/procedure takes place.”
“The record must be kept in each patient’s medical records. Witnessing protocols shall ensure
that every sample of gametes or embryos can be identified at all times.”
HFEA Code of Practice 7th Edition
IN01079 –
On February 19th 2009 it was discovered that the haplotype of embryos from couple C did not
match the DNA of the male partner, the embryos had undergone Pre Implantation Genetic
Diagnosis (PGD).The mismatch was identified at a random audit undertaken by the PGD
scientist following fertilisation. Preparation had taken place on February 13th when a total of 9
samples were prepared for treatment. Using a timeline it was possible to identify how many
samples were in the same work area as those for couple C. Three samples were identified
and DNA analysis was undertaken for couples A, B & C.
This confirmed that the sperm from couple A had been used to fertilize the oocytes (eggs) of
couple C. Couple A had no viable embryos to transfer and couple C were unable to use 4
embryo’s. The DNA analysis of couple B’s embryos confirmed the correct gametes had been
used. Couples A and C were informed of the error by the Person Responsible and a free cycle
was offered to both couples.
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Breach of Standard S.7.8.3
“Selection and Validation of laboratory procedures” HFEA Code of Practice 7th Edition
Breach of Standard licence condition A.3.5
“Centres shall have witnessing protocols in place to double check the identification of
samples and the patients or donors to whom they relate at all critical points of the clinical and
laboratory process.”
“These checks shall be completed and recorded at the time the relevant clinical or laboratory
process/procedure takes place.”
“The record must be kept in each patient’s medical records. Witnessing protocols shall ensure
that every sample of gametes or embryos can be identified at all times.”
HFEA Code of Practice 7th Edition
Incident type:

Laboratory process – witnessing failure

Specialty/Location:

Laboratory

Effect on patient:

IN01073 – Loss of all 19 eggs for 1 couple
IN01079 - Loss of all 4 embryo’s for Couple C

Severity level:

A.

Scope and Level of Investigation
Root Cause Analysis
Site visit x2
Documentation review: Clinical records
Investigation reports from the centre
Standard Operating Procedures – were reviewed
Previous Inspection reports – were reviewed
Previous Licence Committee minutes – were reviewed
Notice of Decision and Order of the Conduct and Competence Committee of the Health
Professions Council 29th October 2008 – were reviewed
Observation of current laboratory process: to be reviewed following the introduction of Radio
Frequency Identification database (RFID)
Notable Practice
It was decided by the centre that an independent assessment of practice was necessary
because of the severity of the incidents and that both had occurred in the same location. This
took place on February 26th 2009; a review of Laboratory and Witnessing Procedures and
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observation of practice was undertaken. This was performed by an appropriately qualified
external professional.
The centre submitted written reports of both the incidents to the HFEA within the required
twenty – four hour time period.
The couples were advised of the errors and offered counselling and a free cycle of treatment.
Licensing and incident history
1.Inspection December 2005
A planned interim inspection noted concerns regarding retrospective witnessing and Saturday
working.
2. Inspection February 2006
An unannounced inspection took place, this had been initiated in response to concerns
regarding the documentation of the witnessing process which were raised by a Whistleblower.
A risk assessment for processing semen samples was requested and subsequently received
by the HFEA.
3. Incident 00416
In March 2006 the centre reported an incident which involved an incorrect treatment of
gametes, namely using IVF instead of ICSI for a PGD patient.
4. Licence Committee
The reports from the interim (December 2005) and an unannounced inspection (February
2006) were presented to the Licence Committee on May 24th 2006. The interim inspection
report highlighted that:
a)

“Clinical procedures carried out at the centre are not always witnessed
contemporaneously, but sometimes take place retrospectively. This appears to be in
breach of General Directions D2004/4.

b)

Sperm samples for more than one patient can be in the flow hood while individual
samples are processed. In addition, witnessing of the labelling on sperm preparation
dishes is carried out on the completion of processing rather than at the beginning. The
inspection team has suggested that the centre carries out a risk assessment of this
practice and submits a copy of the assessment to the HFEA.”

The monitoring sheet for the unannounced incident inspection noted that: that the centre does
not witness the disposal of embryos or gametes though the transfer to PGD is witnessed.
The incident reported in March 2006 was not considered at this Committee.
8

The Committee decided that the centre’s licence should continue with no additional
conditions.
5. Inspection and Licence Committee
A planned interim inspection was carried out on 5th December 2006 and presented to the
Licence Committee on 14th February 2007. The centres responses to the recommendations
from the previous Licence Committee (May 24th 2006) regarding retrospective witnessing and
a risk assessment for multiple semen samples in the flow hood had been submitted to the
Inspectorate. (see recommendation 3b) above).
The Committee decided that the centre’s licence should continue with no additional
conditions.
6. Incident 00762
An incident was reported in March 2007; after embryo transfer a confirmation of diagnosis
(COD) test was performed, this is a routine procedure following PGD. The cod tests indicated
that the centre could not be sure that an unaffected embryo had been replaced. A detailed
incident report and assessment was submitted in April 2007. The conclusion stated ‘the most
plausible explanation albeit unlikely, and despite no evidence on careful examination of
protocols and witnessing, is that a male (affected) embryo was replaced in error.’
The patient gave birth to a healthy baby boy January 2008. Further tests took place and the
conclusion was reached that either an error took place at confirmation of diagnosis or that a
transposition of embryos took place before embryo transfer.
7. Incident 00670
An incident which took place in July 2007 but was not discovered until August 2007 involved a
PGD cycle and the (polymerase chain reaction) PCR reagents used in PGD testing. An
investigation was undertaken as a result of which changes to the PCR checklist were made
and a witnessing audit with the PGD Clinical Scientists was planned as an action.
8. Incident 00658
The incident reported on August 2nd 2007 involved a patient who had a ‘weaker’ embryo
transferred in error. The conclusion reached after investigation by the centre was that
“it occurred because a lapse of attention.” The centre was unable to identify changes to
existing practice which would reduce the likelihood of re occurrence.
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9. Inspection
A planned renewal inspection took place on February 5th 2008. The report noted that
“The centre employs the practice of having all unprocessed sperm samples in the work area
at one time. This is not compliant with G. 13.8.5.”
The centre was asked to carry out a risk assessment against the requirements of the 7th Code
of Practice. The Person Responsible comments in Appendix C that
“As we have done in the past, the centre is happy to perform a risk assessment against the 7th
Code of Practice. The centre does not agree that this fulfils the definition of ‘some
improvement required’ as this has been approved by a licence committee following a
previous inspection.”
10. Incident 00763
An incident occurred on February 15th 2008 when it was discovered that biopsied blastomeres
could not be analysed because of incorrect paperwork and possible contamination from
‘extraneous sperm.’ An investigation took place and as a result paperwork was changed and
an extra ‘checking step has been introduced.’
11. Licence Committee
The incidents which took place in March and August 2007 and the incident which took place in
February 2008 were not presented to the committee for discussion.
On May 12th 2008 the Licence committee decided to renew the licence for a period of five
years, with no additional conditions, subject to payment of the licence fee.
12. Health Professionals Council October 2008
A clinical scientist (embryologist) working at the centre from January 2004 until March 2006
was brought before the HPC by the Trust. It was alleged that she had photocopied and taken
patient records off licenced premises and that she was not fit to practice. The scientist had
previously raised concerns within the centre regarding record keeping and had also informed
the HFEA inspectorate. This had led to the unannounced inspection of February 2006.
The HPC Committee highlighted issues regarding the centre
”concerns about the deficiencies in record keeping at the Trust were borne out by the clear
evidence of Dr. K. He had stated at the hearing, and repeated that as lead clinician he was
not primarily concerned with such deficiencies because he was satisfied that proper
procedures were routinely followed. This seemed to the Panel to be a clear indication of
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systemic shortcomings in the completion of documentation which had the potential to increase
the risk of an error being made in clinical procedures.”
13. Incident 01009
On 4th December 2008 the centre reported that 3 potentially transferable embryos were
damaged when incorrectly thawed. As a result the Standard Operating Procedure (SOP) and
laboratory work sheets were changed.
The incidents reported in February 2009 are detailed above and the corrective actions
undertaken include revised SOP’s for sperm preparation and ICSI.
Following the submission of the RCA on April 24th 2009 a planned management review was
held at HFEA in line with the Compliance and Enforcement Policy (2008).
An unannounced inspection took place on May 13th 2009 and evidence of compliance with the
7th Code of Practice (CoP) was sought from the centre.
The Person Responsible and Nominal Licensee were invited in to the HFEA to discuss
progress with implementation of the recommendations. It was stated that the Trust were in the
process of introducing the Radio Frequency Identification Data system. (RFID)
Since the occurrence of the incidents in February 2009 the planned move to the new
premises had taken place.
Independent assessment
Incident 01073 – This incident came to light on the afternoon of Monday 16th February 2009,
when one of the Embryologists (E1) collected the “injection dish” that she was about to use for
intra-cytoplasmic sperm injection (ICSI) from the ICSI Warming Cabinet. The sperm in this
dish was to be used for injecting the remaining eggs of patient X. She checked the name and
ACU number on the dish, and noted that it was not patient X’s dish; it was the dish for patient
Y. This led to the discovery that the sperm in the dish for patient X had been used by another
embryologist (E2) for injection of some of patient Y’s eggs.
12 of the eggs of patient Y had been injected with the correct sperm; 6 had been injected with
the wrong sperm. All the injected eggs had been placed into a single drop of culture medium,
and therefore it was not possible to distinguish between them. As a result, none of the injected
eggs of patient Y could be used for her treatment, and were discarded.
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Conclusions
1.“ A breach of protocol occurred by [two members of laboratory staff], one of which breached
two important aspects of the witnessing procedure, namely placing two different patients
dishes in the warming incubator and proceeding with an ICSI without checking the patients
name on the dish.”
2. “It is evident that not only are dishes set up differently the timings of when sperm and eggs
are added to the insemination dish are different, and the places where witnessing is carried
out is also different.”
Incident 01079 On February 19th 2009 it was discovered that the haplotype of embryos from couple C did not
match the DNA of the male partner, the embryos had undergone Pre Implantation Genetic
Diagnosis (PGD).The mismatch was identified at a random audit undertaken by the PGD
scientist following fertilisation. Preparation had taken place on February 13th when a total of 9
samples were prepared for treatment. Using a timeline it was possible to identify how many
samples were in the same work area as those for couple C. Three samples were identified
and DNA analysis was undertaken for couples A, B & C.
This confirmed that the sperm from couple A had been used to fertilize the oocytes (eggs) of
couple C. Couple A had no viable embryos to transfer and couple C were unable to use 4
embryo’s. The DNA analysis of couple B’s embryos confirmed the correct gametes had been
used. Couples A and C were informed of the error by the Person Responsible and a free cycle
was offered to both couples.
Conclusion
1. “There are various elements of the witness system which could lead to errors.
Fundamentally this is because more than one sample is being prepared in a small hood at
any one time.”
The following recommendations were made by the external independent assessor:
1. Do not pre label dishes. Only label dishes when sperm and eggs are added to a dish. All
dishes should be the same and placed together un labelled. Therefore only dishes containing
sperm are labelled.
2. Contemporaneous witnessing. The process of adding sperm and eggs into a dish should be
physically double witnessed with the name and the unique identifier being read out by both
witnesses.
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3. The sperm should be placed in the PVP, followed immediately by the eggs and then the
ICSI procedure should be carried out straight away. The eggs should be returned to the post
ICSI culture dish after injection. If a second dish is to be used the sperm and eggs should be
placed into the dish immediately before injection and again double witnessed.
4. No ICSI dish which is labelled should be replaced in the incubator
5. Assess whether semen production times can be spaced out. (work flow)
6. Only 1 sample in flow hood.
Do not pre label any tubes – do this at the time of transferring pellet between tubes.
7. Contemporaneous witnessing of all steps when material is being moved between tubes.
8. Create a senior role at grade 8a
9. Carry out comprehensive SOP review
10. Consider recruiting medical laboratory assistant role for second witness
11. Integration of RI Witness system.
HFEA incident reporting process
It is important to note that incidents were not routinely reported to the Licence Committee
before January 2009. Following the approval of the HFEA Compliance and Enforcement
Policy by the Authority in December 2008 it is now a requirement that grade A incidents are
reported to the Licence committee. Grade B & C incidents are reviewed at inspection for
implementation of actions and learning at the centre.
Incident Inspection
Arrived at centre at 08:10 May 13th 2009. Attended reception and signed in. The Quality
Manager (QM) was present and they located the Person Responsible (PR).
1) In discussion in the meeting with the PR and QM (08:20 – 09:00), inspectors were informed
that:
1-i) The centre do 1300-1500 cycles/year, inc ca. 200 Frozen Embryo Transfers (FETs) and
150 PGD haplotyping diagnoses.
1-ii) The PR recognises the witnessing issues that were previously raised by HFEA and noted
the risk assessments performed by the Lab Manager in response. He did not consider that the
issues raised by HFEA (i.e. several samples being in the flow cabinet simultaneously and the
definition of the critical work area within the flow cabinet) were relevant to the incidents, which
involved a probable mix-up during sperm preparation and a probable mix up of samples in the
incubator adjacent to the ICSI station (a designated witnessing compartment).
1-iii) The application of the witnessing steps in SOPs had not been audited prior to the
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incidents due to time pressure. The HFEA witnessing audit tool had been applied and the
results returned to HFEA. Retrospective audit of witnessing in 10-20 sets of patient records
has also been performed 6-monthly by the Quality Manager.
1-iv) It was noted that the centre has now moved to new laboratories – in March/April 2009 which are larger and better equipped, and that procedures have been updated to cater for the
change in premises.
1-v) Application of the witnessing steps in SOPs will now be audited on a 6-monthly basis.
This programme has been started by A, a researcher at the centre, who has looked at
andrology and 1 other procedure. Retrospective audit of witnessing in patient records will be
continued.
1-vi) The PR and QM were happy to have the inspectors visit and actively sought advice from
another perspective regarding their recently modified witnessing procedures.
2) Egg Collection Laboratory (09:00 – 10:40) Observation of Practice by Inspector
2-i) Issues seen on observation
The protocol was followed as verbally outlined by embryologist B except for minor deviations
and non-compliances which are detailed below.
2-ii) The clinician failed to verbalise effectively during witnessing step 2 though embryologist B
did. This was discussed later with B and she agreed. It was noted that the clinician was
visually checking between patient records, lab sheet and the egg culture dish, rather than just
agreeing with the embryologist absent-mindedly. The CoP guidance is that patient/donor
identification checks should be verbalised by the patient, the witnessing guidance does not
state that witnessing steps in the laboratory should be verbalised.
The inspector asked embryologist B whether witnessing training had been provided to all staff
involved in witnessing and she said she could not recollect it having been provided. B
suggested that it could be addressed at the all staff meeting on Thursdays. All staff involved
in witnessing should have training to ensure a correct and consistent approach is used; this
training should be documented. Documented training will ensure compliance with CoP S.6.2.7
(b), G.13.4.1 and G.13.6.1. When the new electronic witnessing system is fitted, training will
also need to be provided to comply with CoP G.13.6.2.
B was asked if witnessing is competency assessed, B could not recollect it having been
performed. Competency assessment is performed at the centre when embryologists arrive as
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part of induction, however embryologist B stated that periodic (e.g. annual) competency
assessment is NOT performed. This is potentially contrary to CoP S.6.2.9 and Licence
Condition A.10.9. Comments made by embryologist B regarding competency assessment
were made in a general way, ie all competency assessment, rather than just regarding
witnessing.
2-iii) The Petri dishes used by the Egg Collection (EC) embryologist for observing follicular
fluid for eggs are unlabelled. This is potentially non-compliant with CoP requirements (S.7.3.1
(a)). The risk associated with this activity is mitigated as the flow cabinet is cleared of all
consumables etc between each patient, and the eggs from one patient only are ever in the EC
lab at a time. For a mix-up of eggs to occur, a Petri dish with an undetected egg would have
to be left in the flow cabinet between patients, then the dishes for the next patient placed in
the cabinet. The risk of this is low, however the centre should consider the possibility during
periods of high throughput with a less experienced staff member as EC embryologist. If they
consider a risk exists which needs to be controlled, it was suggested that having the clinician
witness as part of witnessing step 2 above that the flow cabinet is clear of all consumables.
2-iv) B noted that the witnessing procedures in the laboratory have been significantly updated
and are now contemporaneous rather than on the working compartment model. This has
increased workload to a significant degree. B is a senior embryologist (top of band 7) and exdeputy manager of laboratory. She went on maternity some time ago and came back parttime so dropped the deputy role as she thought a full time deputy needed to be appointed.
This did not occur. She said she is heading off on maternity again next week. Another senior
embryologist (also band 7) is also leaving next week. It was confirmed that the proposed
replacements are at Band 8a (ie the proposed deputy laboratory manager) and band 7.
d) Concerns were raised about weekend work as it used to be that only one staff member
attended. This has been increased to 2 embryologists and due to increased workload and
witnessing requirements it was discussed maybe 3 are needed. The PR should be mindful of
CoP G.13.3.2, related to workload and working hours, and the need to take regular breaks, to
prevent witnessing failures.
2-v) The documented procedure: Egg collection Standard Operating procedure (SOP).
The egg collection procedure was reviewed and the practices observed on inspection
concurred with those detailed within the SOP. The Egg collection SOP was considered to be
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compliant with CoP requirements.
3) Andrology Laboratory (AL),(10:40 – 12:50) Sperm Processing Procedure
3-i) Observations of sperm preparation within the AL lab.
On the day of inspection, a fault in the main laboratory meant that prepared sperm samples
were transferred back to the AL incubator where they were stored on separate shelves until
required in the main laboratory. The risk was reduced because the tubes were witnessed prior
to use in the main laboratory in ICSI or IVF.
3.ii) Issues seen on observation of andrology practice
a) The witnessing of staff member C was sometimes non-verbal in the Andrology laboratory,
this was brought to her attention and she started to say the name and ACU number. She
explained that she holds the sperm preparation form up for both her and the other witness to
compare patient details with those on the tubes. She closely visually compares the names
(the spelling) and the numbers between tubes and forms. Cs proficiency at verbal witnessing
diminished again in the IVF/ICSI lab when she was hurried by a quicker working embryologist.
This non-verbal witnessing is probably not a significant hazard as C is being attentive visually
when witnessing. The issue of witnessing training was discussed with C and D and they said
they had had no formal witnessing training, nor had they been competency assessed in this
activity, though C has only been at the unit 2 weeks. These observations suggest that, as for
witnessing at EC, there is an inconsistent approach to performing witnessing which could be
improved by training of all staff to adopt a consistent approach. This issue should be
addressed to ensure compliance with CoP S.6.2.7 (b), G.13.4.1 and G.13.6.1 and CoP
S.6.2.9 and Licence Condition A.10.9.
b) After witnessing, C consistently immediately signed and timed the witnessing boxes on the
sperm preparation sheet. D normally left this until directly after the procedure, a matter of one
or two minutes later. This was bought to her attention and the next witnessing step was
signed off immediately it was performed, just before the procedure. Thereafter she reverted
to signing after the procedure. This was brought to her attention again and it was
recommended to sign off immediately to complete the witnessing activity and to minimise the
risk that a signature may be missed. She accepted this point but also noted that it would
necessitate changing gloves again to continue the procedure, having handled a pen. D
consistently signed off the witnessing sheet immediately after the procedure and this would
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seem to be her standard practice. However the practice observed is compliant with CoP
G.13.2.1, which can be summarised as ‘a witnessing step should be signed off when the
associated procedure takes place’.
c) The identification and processing of sperm providers on the clinical side was not followed
up as the inspector was focussed on lab witnessing. The identification of the sperm provider is
based on the comparison of the provider’s signature between the sperm provider’s
identification form and their consents in patient records, performed by the AL staff. It is
questionable whether this is compliant with CoP G.13.1.1 (b). It would also seem that the
provider’s write their details themselves on the sperm pot which is sent to the AL, and these
details consist of their name, the patient partner’s name, the date and time of production and
the date of last ejaculation. Thus the sperm pot does not carry a unique identifier. This is
contrary to CoP requirements (e.g. CoP S.7.3, G.13.8.2) and means that non-compliant
witnessing of the sperm pots has to be performed using the patient and provider names
(contrary to CoP G.13.1.2, which requires full name and a unique identifier, such as the ACU
number).
d) The sperm prep SOP details that 10ml of the final sperm preparation should be analysed
on the Makler counting chamber. D has been trained to apply 5. The SOP should dictate
practice in the laboratory or should be modified accordingly if practice is modified due to ongoing development.
e) According to D, two samples may be centrifuged together in the same centrifuge and this
regularly happens if 8-10 samples require preparation in a day, as opposed to the 6
processed on the day of inspection. Recent changes to the sperm preparation procedure have
ensured however that all tubes involved in a patient’s sperm preparation are witnessed when
placed in the flow cabinet for subsequent manipulation after centrifugation (sperm witness 2;
stage 7) above). Thus, the possibility of mixing up the tubes coming out of the centrifuge is
mitigated. D said this step was new (observed in Sperm Prep SOP, v.9, 03/03/10) therefore it
would have been possible for samples to be mixed up previously, when this witness step was
not applied. Previous practice was probably contrary to CoP G.13.8.5, which requires that
once a check has taken place, gametes and embryos from other patients and donors should
not be placed in the critical work area until the procedure is completed. .
f) D noted that recent changes in witnessing procedures have probably doubled the work load
associated with witnessing activities. She also pointed out that all the lab sheets have been
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recently modified to allow more witnessing stages. Given this increased workload, and that
which will be added by witnessing simultaneously using the electronic witnessing system to be
fitted on May 27th, it would be expected that the centre will perform a resource management
assessment of the impact of witnessing changes on the capacity of the laboratory. This will
ensure compliance with CoP G.13.3.2 related to workload and working hours, and the need to
take regular breaks, to prevent witnessing failures. A risk assessment of the new witnessing
changes will also be required, to comply with CoP G.13.3.1.
3-iii) The documented procedure: Sperm prep SOP.
The sperm prep procedure was reviewed and practices observed on inspection concurred
with those detailed within the procedure, except for the issues noted above. The procedure
was considered to be compliant with CoP requirements except for concerns in the areas of:
a) The sperm provider ID check by the embryologist is not verbal or face-to-face with the
provider, but consists of a cross check of the provider’s signature and date of birth between
the provider’s form and the patient records
b) The sperm pot is not labelled with a unique identifier
c) The sperm prep SOP should state at each witnessing step that staff should sign, time and
date the patient records on completion of the witnessing. Other lab SOPs include ‘document
the witnessing step’ or some such words within the SOP. To not do so in the sperm prep
SOP might therefore be taken to suggest that signing and timing are not required, hence the
above advice.
d) When the tubes for one patient are collected in a rack for witnessing, that just prior to that
point, it should be specified that the embryologist ensures that the hood is clear of all tubes
from any other patients.
4) IVF/ICSI Laboratory (13:30 – 15:20)
Staff present: E (Registered scientist, biopsy trained, ACE qualified; several year’s experience
at centre); F (Registered scientist, biopsy trained, ACE qualified; several year’s experience at
centre). Three staff are present in the lab at all times. Facilities include set up/freezing IVF
flow cabinet, PGD manipulation hood, 2x standard incubators, IVF flow cabinets x2; 3x ICSI
rigs and 3x microscope work stations all in Class II extended flow cabinet, multiple MINC
incubators used for all general culture work.
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4-i) Observations of ICSI within the main lab.
ICSI was observed for all stages performed by E (1 patient) and F (2 patients)
The protocol was followed as verbally outlined by E and F, and described above, except for
minor deviations.
Issues seen on observation of ICSI
a) C’s witnessing was sometimes non-verbal, as occurred in the AL. This was more
noticeable when she accompanied embryologist F, who seemed to witness at a quicker pace,
than did embryologist E. These observations suggest, as for witnessing at egg collection and
sperm preparation, there is a degree of inconsistency in witnessing, which could be improved
by training of all staff to adopt a consistent approach and competency assessment.
b) After witnessing, C consistently immediately signed, timed and dated the witnessing steps
while both embryologists sometimes, but not always, left signing until after the procedure. As
for witnessing practice in the AL, it is recommended in all cases to sign off immediately to
complete the witnessing activity and to minimise the risk that a signature may be missed.
4-ii) The documented procedure: The ICSI Standard Operating Procedure (SOP).
The ICSI procedure was reviewed and the practices observed on inspection concurred with
those detailed within the SOP. The SOP and observed practice were considered to be
compliant with CoP requirements.
5) Observations of IVF within the main lab.
IVF was performed by E and F together who demonstrated the procedure; the egg culture
dish from the MINC incubator, final sperm preparation tube from the incubator in the main lab,
and pipette set to the required volume of sperm preparation, are collected at a microscope
work station.
The embryologist and witness verbally cross check the patient name and ACU number
labelled on the final sperm preparation tube and egg culture dish against the patient’s IVF lab
sheet. The embryologists also verify the pipette type and set volume against the insemination
volume calculated on the IVF lab sheet (IVF witness 1). Both embryologists immediately
signed, timed and dated the IVF lab sheet for these witnessing steps.
The egg culture dish is then returned to the MINC incubator while the final sperm preparation
tube is retained for culture overnight to highlight cases of contamination.
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Issues seen on observation of IVF
Two IVF insemination procedures were observed without any variance from the procedure
described by the embryologists or from the IVF: Insemination of oocytes SOP. This SOP was
also reviewed and seen to be compliant with CoP requirements.
Documentation Review
The clinical records of the patients concerned were reviewed on two occasions. The records
were generally well organised, had up to date filing and were signed and dated appropriately.
However it was difficult to follow the sequence of events, for one of the incidents the final
disposal of the embryos was not clearly stated in the laboratory records. The original Incident
form for 01073 identified ’19 mature eggs’ but only 18 were accounted for in the submitted
report. The investigation team were unable to ascertain why there was a discrepancy.
Extra notes were placed at the beginning of the records which caused confusion when trying
to ascertain the sequence of events.
Contributory Factors
Management: it is apparent that implementing the steps recommended by the HFEA
inspector would have lengthened the times of work flow through the laboratory but reduced
the risks to embryos. The reluctance to do this is evident in the responses to the HFEA
recommendations. Following discussions with the HFEA inspectorate there were opportunities
in May 2006 and February 2008 to accept the recommendations and make changes to
practice. It is evident that both the Laboratory management and Person Responsible did not
respond in a sufficiently robust manner to the concerns raised by the clinical scientist
regarding witnessing practice and documentation. (Reference 12; page 10.)
It is noted in the submissions to HFEA that the workload increased between April 1st 2007 and
March 2009 by 20% in treatment cycles initiated and 30% in the number of ICSIs performed.
This was particularly important as the centre was moving premises with the associated
disruption to staff and systems and the increase in risk to the service provided to patients. The
HFEA cannot verify that there was an increase in the appropriate staffing levels to
accommodate the increase in patient activity.
Communication: There was misunderstanding at the centre on the role of the HFEA in
reviewing submitted evidence. The requested risk assessment and standard operating
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procedures were requested as evidence of corrective action. It is not the role of either the
inspectorate or Licence committee to validate the process documentation.
(Reference 9 Inspection; page 10.)
Training: At the time of inspection May 2009 it was evident that training in witnessing practice
and staff competency assessments need to be an immediate focus for centre management.
(Reference egg collection observation 2-ii; page 14.)
Working Conditions: the laboratory working conditions pre April 2009 were said to be
cramped. With only one flow hood – hence the need to process 2 samples at the same time
this has now been rectified with the move to a new laboratory.
Discussion
It is difficult to determine the one single action which may have prevented the documented
incidents from occurring. However there is a clear theme that the centre has been reluctant to
accept professional guidance from the HFEA inspectorate. Correspondence and discussion
between the centre inspector and the Consultant embryologist regarding witnessing practices
verifies the concerns raised by the inspector. The issues raised in December 2005 regarding
retrospective witnessing and weekend working were dismissed by the centre. Equally the
misunderstanding that the HFEA validates submitted evidence of compliance has contributed
to the centre believing that their processes had been externally validated, which they had not.
The external review commissioned by the centre re-iterated key weaknesses to practice which
had previously been highlighted by the inspector. It is not easy to balance this unwillingness to
act on external advice in one department with the ‘apparently’ open culture that the centre
presents in reporting incidents. It would appear that the responsibility for the laboratory
function could have more closely supervised by the Person Responsible particularly following
the unannounced inspection in February 2006.
Changes to practice and corrective action have been implemented following the incidents –
however when examining processes and procedures it important that the whole system
process is reviewed otherwise introducing changes could actually introduce error into the
system. The piecemeal approach taken by the laboratory to changing the SOPs could
possible be explained by a lack of understanding about system management and/or a
workload which allowed no time for quality assessment. The centre must endeavour to
develop a proactive rather than reactive approach to incidents and to monitor the changes to
practice which will provide evidence of learning.

21

Recommendations for the centre
•

The centre should validate practice and risk assess SOP steps for each laboratory
activity.

•

The centre should undertake a resource management assessment of the impact of
witnessing changes on the capacity of the laboratory with introduction of the RFID
system.

•

Staff training specifically regarding witnessing practice should be provided and
competency assessments documented.

Implementation, monitoring and evaluation arrangements
•

The centre has implemented the Radio Frequency Identification database. It was
agreed at inspection on May 13th 2009 that the HFEA inspectorate would return to the
centre within six calendar months to ascertain compliance with:
1. Witnessing Standard Operating Procedures in the laboratory
2. Training and Competency of staff in the laboratory
3. Review resource management assessment of laboratory staff

Recommendations to Licence committee
•

Consider the additional condition prohibiting the processing of more than one patient
sample in a designated work area at the same time

•

The Person Responsible should complete the Person Responsible Entry Programme
(PREP) for the HFEA 8th Code of Practice before December 31st 2009.

.

Author

Date

31st July 2009
Head of Clinical Governance &
Patient Safety
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HUMAN ERROR AND THE SWISS CHEESE TOOL

APPENDIX 1

The person approach to risk management commonly focuses on errors and violations made
by staff at the “sharp end” e.g. embryologists, nurses, doctors, pharmacists or pilots and air
traffic controllers etc. This approach tends to see mistakes as moral issues i.e. bad people do
bad things but what is important to realise is that very good staff will make errors on
occasion. Poor risk management concentrates on trying to prevent normal variability in
behaviour of staff such as forgetfulness or poor motivation through disciplinary measures,
blaming and shaming etc. Trust is a key element in building a reporting, learning and safe
culture which should possess the ability to decide whether actions are malicious or not.
The system approach to risk management leads with a premise that human beings are
fallible and that errors should therefore be expected and are normal even in the very best
organisations. Errors are seen as consequences rather than causes having their origins in
latent failures further back in the organisational system. These include recurrent error traps in
the workplace, whether a laboratory or consulting room and the organisational processes that
give rise to them. Defences should therefore assume that we cannot change the human
condition of variability but we can change the working conditions in which staff work.
Therefore when an adverse incident occurs we should examine the system defences i.e.
what barriers and safeguards are in place and rather than who made the error it should be
why and how did the defences in place fail?
Swiss Cheese Model
The system approach to human error consists of barriers, other defences and safeguards. All
high technology systems whether they are aircraft, nuclear submarines, oil rigs or operating
theatres have many defensive layers. These may consist of alarms, automatic shutdowns,
physical barriers i.e. engineered approaches, others will depend on protocols and procedures
whereas others will rely on people e.g. pilots, surgeons, embryologists, nurses. Their function
and role is to protect the patient or passenger from local hazards known to the staff.
Unfortunately weaknesses will occur in all systems.
Each defence layer is like a slice of Swiss cheese with holes. The holes are the active and/or
latent failures and conditions. Almost invariably an adverse incident is a combination of the
two. Unfortunately these holes move by opening and shutting and changing their position.
The fact that holes exist in a slice does not in itself normally cause a bad outcome, however,
this can happen when several layers line up to permit a “trajectory of accident opportunity” –
bringing hazards into damage into contact with the victim.
Active Failures and Latent conditions
Active failures (errors or violations) are unsafe acts committed by people who are in direct
contact with the patient or system. Slips, lapses of memory, mistakes, fumbles and
procedural violations are all examples of active failures. They usually occur suddenly and a
short lived impact on the integrity of the defences. The person approach to risk management
will look no further for the cause of the adverse incident however inevitably there will be a
causal history through the various levels of the system.
Latent conditions or failures arise from decisions that may be made by politicians, regulators,
senior managers or writers of protocols or other strategic decision makers. Latent conditions
have two kinds of adverse effect: they can translate into error-provoking conditions within the
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local workplace (e.g. time pressure, understaffing, inadequate equipment, fatigue and
inexperience) or they can create long lasting holes or weaknesses in the defences (unreliable
alarms and indicators, poor protocols etc) Latent conditions can lie dormant for a long time
before combining with active failures and local triggers to create an incident opportunity.
Good proactive risk management tries to ensure that latent conditions are foreseeable and
remedied before an adverse incident occurs.
Ref: BMJ 2000; 320:768-770 (18 March)
Professor James Reason

REASON’S SWISS CHEESE MODEL

Swiss Cheese Model showing how defences, barriers and safeguards may be
penetrated by an accidental trajectory
Some holes due to active
failures by people e.g.
mistakes

Failure to follow
Standard Operating
procedure

Ineffective
witness check
Increased
workload
Cramped
workspace
Failure to validate
processes and
standardise practice
Other holes due to
latent conditions
(systems failures)

Reason, J. BMJ 2000;320:768-770
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Appendix 2

HUMAN FERTILISATION AND EMBRYOLOGY AUTHORITY
COMPLIANCE AND ENFORCEMENT POLICY
1.

POLICY STATEMENT/INTENTION

1.1

This document and appendices set out the Authority’s policy on the approach to be
adopted, and the measures taken, by the Authority’s Compliance Department in order
to promote and maintain compliance by licensed centres with :a)
b)
c)
d)

the provisions of the Human Fertilisation and Embryology Act 1990 (“the Act”);
licence conditions;
directions issued by the Authority; and
the Code of Practice issued by the Authority under Section 25 of the Act.

1.2

This policy replaces all previous policies relating to these matters.

2.

INTRODUCTION

2.1

Under the Act, the Authority has a duty to inspect centres licensed by it, at periodic
intervals. During the course of an inspection, it may be noted that a centre has failed
to comply with the provisions of the Act; the conditions attached to its licence; relevant
directions issued by the Authority; or the Code of Practice issued by the Authority. The
purpose of the inspection process, and the principles underpinning the Authority’s
approach to the inspection of licensed centres, is set out in section 4 below.

2.2

Under Section 15A of the Act, the Authority has a duty to investigate all serious
adverse events and serious adverse reactions of which it becomes aware, and to take
appropriate control measures. The Authority also has a duty to assist other EEA
competent authorities and, where requested by such authorities, to undertake
inspections into serous adverse events or serious adverse reactions. In addition, the
Authority may become aware of matters that do not fall within the definition of a
serious adverse event or serious adverse reaction under the Act, but which the
Authority considers to be an adverse incident requiring further action by it. The
Authority’s approach to the handling of serious adverse events and serious adverse
reactions, and to adverse incidents, is set out in section 5 below.

2.3

Occasionally, the Authority receives complaints from patients or members of the public
about treatment or services received at a licensed centre. The Authority’s approach to
handling such complaints is set out in section 6 below.

2.4

As from October 2009, the Authority will have a specific statutory duty to promote
compliance with the requirements of the Act, and the Code of Practice issued by it
under Section 25 of the Act. In fulfilling this and all its statutory duties, the Authority will
be required to have regard to the principles of best regulatory practice (including the
principles under which regulatory activities should be transparent, accountable,
proportionate, consistent and targeted only at cases in which action is needed).

2.5

In producing this policy, the Authority has paid due regard to the provisions of the
Regulators Compliance Code (the Statutory Code of Practice for Regulators issued by
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the Department for Business Enterprise and Regulatory Reform on 17th December
2007) and in particular, the principles and guidance in that Code which relate to risk
assessment; inspection and other visits; compliance and enforcement actions; and
accountability.
3.

GENERAL PRINCIPLES

3.1

Where the Authority becomes aware that a licensed centre has failed to comply with
the provisions of the Act; the conditions attached to its licence; relevant directions
issued by the Authority; or the Code of Practice issued by the Authority, it will normally
first seek to encourage that centre to undertake any necessary remedial action and
improvements. Where a centre persistently fails to comply, the Authority will seek to
achieve compliance via an escalating scale of informal measures to formal
enforcement action. The diagram at Appendix 1 demonstrates this approach.

3.2

Informal action may include:-

3.3

a)

informing the Person Responsible in writing of the minimum levels of remedial
action identified that that the Person Responsible must undertake and the
timescales for doing so if formal enforcement is to be avoided;

b)

meeting with the Person Responsible to discuss requirements and
improvement options (including formulating an improvement plan);

c)

sending a warning letter to the Person Responsible, informing him that formal
enforcement will be undertaken if the identified remedial actions are not
completed within a given time scale;

d)

use of unannounced inspection visits to monitor compliance.

Formal action may include:
a)

referring the case for consideration by the Licence Committee with a
recommendation that the licence should be varied (including by imposing
additional conditions);

b)

referring the case for consideration by the Licence Committee with a
recommendation that the licence should be revoked (or suspended);

c)

referring the case for consideration by the Licence Committee with a
recommendation for a short term licence and/or additional scheduled
inspections to monitor compliance;

d)

exercising powers under Section 39 of the Act (taking possession of material
from licensed centres during an inspection)

e)

applying for a warrant in accordance with 40 of the Act;

f)

where a criminal offence may have been committed, referring the matter to the
police for criminal investigation; or
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g)
3.4

Where professional codes of conduct may have been breached, referring the
professional concerned to the relevant professional body.

The Authority’s compliance department may take formal action if:a) there are concerns about the ability of the Person Responsible to discharge his
duties under Section 17 of the Act;
b) the centre has not completed or does not appear likely to complete any necessary
remedial action within the stipulated time frame;
c) the centre has a previous history of non-compliance or failure to undertake
remedial actions promptly or within required timeframes;
d) there is a risk to patients or service users, or to gametes and embryos; or
e) there is evidence that a criminal offence may have been, or is being, committed.

3.5

In deciding whether to take formal or informal action, the Authority’s compliance
department will use professional judgement, may take legal advice; and will act
proportionately. The compliance department will not make a recommendation for the
revocation (or suspension) of the Licence unless one or more of the requirements of
Section 18(1) or (2) of the Act are met.

3.6

The key mechanism in deciding what action (if any) to take, will be the Management
Review. Where the compliance department becomes aware that a centre may not be
complying with the Act; licence conditions; directions; or the Code of Practice, a
management review meeting will held in relation to that centre. Subsequent review
meetings may be held to monitor the situation.

3.7

The conduct of the Management Review meeting will be in accordance with the
department’s internal protocol and the review meetings will be minuted to provide an
audit trail of the consideration of the case and to demonstrate compliance with the
principles set out in this policy.

3.8

The management review will be conducted by the Director of Compliance, and such
other persons as the Director of Compliance considers appropriate (which may include
the Heads of Regulation and Clinical Governance). Those conducting the review will at
all times, seek to act in a way which is:
•
•
•
•
•
•
•
•
•
•

Fair and non-discriminatory
Targeted
Efficient and effective
Transparent
Focused on patients
Proportionate
Risk focussed
Timely
Co-ordinated
Consistent
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3.9

In taking action or making recommendations to the Licence Committee, the Authority’s
compliance department will take account of the attitude of the PR and the centre’s
compliance history, the risk to patients and the impact on people using the service.

3.10

Any recommendations made in respect of proposed conditions should be “SMART”
(Specific, Measurable, Achievable, Realistic and Time-bound)

3.11

The Director of Compliance shall formulate any recommendations to be made at the
conclusion of the Management Review. Where the recommendation is that the matter
should be referred to the police or that a warrant should be obtained, the
recommendation will be brought to the attention of the Chief Executive.

3.12

Where the Authority has reasonable grounds for suspecting that an offence under the
1990 Act is being or has been committed on any premises, it may apply to a Justice of
the Peace for a warrant to enter, search and seize materials from those premises.

3.13

Where the Chief Executive has been informed that the recommendation of the
Management Review is that a warrant should be applied for, he shall inform the Chair
of the Authority of the recommendation and the reasons for it.

3.14

The Chair may consult the Deputy Chair and the Chair of the Audit and
Governance Committee about the recommendation.

3.15

In the event of a disagreement amongst those consulted, the Chair may veto the
recommendation. The decision to apply for the warrant shall otherwise be made by
the Chief Executive.

4.

THE INSPECTION PROCESS

4.1

The purpose of a routine inspection is to:a)

assess the extent to which centres comply with the Act; licence conditions;
directions and the provisions of the Code of Practice;

b)

provide an independent and professional perspective on the running of the
centre;

c)

promote good practice so that centres can improve the quality of service they
provide to patients and donors;

d)

provide centres with a positive learning experience;

e)

provide centres with the opportunity to feed back on their experience of the
inspection process, in order to assist the Authority to continually improve its
procedures;

f)

give patients reliable information about a centre’s compliance with
statutory and other obligations, and about the quality and safety of
licensed activities undertaken at that centre.
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4.2

All inspections will be:a)

evidence based, consistent, proportionate and open to scrutiny;

b)

undertaken in a professional and courteous manner;

c)

be focused on risk;

d)

aim to add value for centres and service users.

4.3

Before undertaking a routine inspection, the Authority’s compliance department will
notify that centre in advance of the process and procedures to be followed, so that the
centre is clear what will be required of it, has an opportunity to prepare and to
minimise potential disruption to licensed activities being undertaken.

4.4

The core assumption will be that centres wish to demonstrate compliance with the
Act; licence conditions; directions and the Code of Practice. The onus is on centres to
to demonstrate compliance, not on inspectors to find fault.

4.5

For each centre, the frequency and focus of inspections will based on an explicit risk
assessment taking account of the likelihood and potential impact of non compliance by
that centre.

4.6

In assessing risk, the Authority will (where appropriate) seek to make use of online
services, self assessment and input from centre’s quality management systems.

4.6.1 During the course of an inspection of a licensed centre, the inspection team may
identify and require improvements to be made. The inspection team will explain to the
Person Responsible for the centre why any improvement needs to be made and the
legal basis for requiring it. The team will take account of the challenges a centre might
face in meeting a requirement (but must always be mindful of the health, safety and
well-being of people who use the service).
4.6.2 A report of every inspection will be prepared. Persons Responsible for licensed
centres will be shown the report in draft and will be provided with a reasonable
opportunity to comment on the findings and recommendations of the draft report.
4.7

The lead inspector will normally provide the Person Responsible with the draft report
28 days after the completion of the inspection. The Person Responsible will be
expected to provide any comments on the report within 2 weeks of the report being
sent to him.

4.8

The final report will be formally signed off by the lead Inspector, on behalf of all the
inspection team, as a professional assessment of compliance at the time of the visit;
once signed off no changes will be made.

4.9

Once signed off, the report will normally be sent to the relevant decision maker for
consideration within 30 working days (and sooner wherever possible).

4.10

After consideration by the relevant decision maker, routine Inspection Reports will
normally be published on the Authority’s website. Reports will be produced and
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published in a style and format which is accessible to all our stakeholders, particularly
patients.
5.

Serious Adverse Events; Serious Adverse Reactions and Adverse Incidents.

5.1

The Authority requires centres to notify it of all adverse incidents by telephone within
12 hours of discovery and to submit an HFEA adverse incident report form to the
Authority within 24 hours of discovery. The report must contain the information set out
in Direction d.2007/3 and a copy of the report form is enclosed at Appendix 2. The
Authority defines an adverse incident as “any event, circumstance, activity or action
which has caused, or has been identified as potentially causing harm, loss or damage
to patients, their embryos and/or gametes, or to staff or a licensed centre, including
serious adverse events and serious adverse reactions.” Serious Adverse Events, and
Serious Adverse Reactions, are defined terms under section 15A of the Act.

5.2

The Authority acknowledges the real tension between the need to encourage reporting
of serious adverse events, serious adverse reactions and incidents to the Authority in
order to promote learning from such occurrences, and the need to ensure both that the
Licence Committee has a complete picture of a centre before making its decision, and
that where the occurrence reveals doubts about ability or competence, such issues
are remedied promptly.

5.3

Where the Authority becomes aware of a serious adverse event or serious
adverse reaction, or receives a request from an EEA competent Authority, it shall
investigate the matter. The Investigation shall be conducted by the Head of Clinical
Governance with a multi-disciplinary team made up of employees with relevant
expertise.

5.4

Adverse Incidents will be triaged by the Incident Inspector when initially notified to the
Authority, and will be graded on a scale of A, B or C, according to the criteria set out
in Appendix 3. Incidents graded A and B will be discussed and confirmed with the
Head of Clinical Governance. The Head of Clinical Governance will routinely review
grades at the end of each month.

5.5

The Authority will require centres to investigate Grade C incidents themselves, and to
produce an annual report to the Authority. The report should identify any relevant
remedial actions and learning points.

5.6

The Authority will require centres to investigate Grade B incidents themselves, and to
produce an incident investigation report to the Authority within 40 working days of the
incident occurring. (Appendix 4) The report should identify any relevant remedial
actions and learning points. The Authority’s Head of Clinical Governance or the
inspector with responsibility for that centre will discuss with the centre the findings and
recommendations made in the report, and will monitor how any remedial actions have
been implemented. This may be included as part of the next planned inspection.

5.7

The Authority will conduct an investigation and incident inspection in relation to all
Grade A incidents. The investigation shall be conducted by the Head of Clinical
Governance with a multi-disciplinary team made up of employees with relevant
expertise. The investigation shall take place as soon as possible after the Authority
becomes aware of the incident. The Authority will require centres to investigate Grade
A incidents themselves, and to produce a report to the Authority within 40 working
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days of the incident occurring. A report of the incident investigation will be prepared
within 60 days of the inspection, and the Person Responsible for the centre will be
provided with a reasonable opportunity to make comments on the draft report.
5.8

The Authority’s Licence Committee will be notified of all Grade A incidents and copies
of the incident investigation report will be placed before the Licence Committee. The
Authority will not publish incident reports or investigation reports on its website.

5.9

At the conclusion of the investigation (whether undertaken by the centre or the
Authority), the Director of Compliance shall convene a management review. The
review will:a)

confirm the final grading of the matter on a scale of A, B or C;

b)

identify relevant actions to secure any necessary improvements to
systems or processes;

c)

identify any learning points and opportunities for the Authority to
amend or issue guidance;

d)

decide whether the matter should be referred to a Licence
Committee;

e)

decide whether the investigation indicates that the fitness to practise of a
healthcare professional may be impaired and whether to refer the matter to the
relevant professional body

5.10

Matters which are graded B or C will not normally be referred to the Authority’s
Licence Committee. Rather, the information about the matter will be considered for
general trend analysis and learning points for the fertility sector.

5.11

Information about matters which are graded B or C will be passed to the inspector with
responsibility for that centre, and will be used to inform subsequent inspections of that
centre, which will focus on any weaknesses identified by the review.

5.12

Where appropriate, the Authority may :-

5.13

a)

disseminate alerts, learning points or guidance on issues arising out of
serious adverse events, serious adverse reactions or incidents to other licensed
centres and stakeholders in the fertility sector and wider health care sector,
including other regulatory bodies (whilst protecting patient confidentiality); and

b)

amend existing guidance issued by the Authority or issue new guidance.

Where the investigation of a serious adverse event, serious adverse reaction or
serious incident indicates potential concerns about the fitness to practise of a health
care professional, the Authority will refer the matter to a relevant professional body
such as the General Medical Council, the Nursing and Midwifery Council or the Health
Professions Council. Where such a referral is made, the Authority will notify the
licensed centre, and the professional concerned, of the fact of the referral.
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5.14. All serious adverse incidents, serious adverse reactions and serious incidents of which
the Authority becomes aware, shall be logged on a central database, and the Authority
will consider an annual report on these matters. A copy of the report will be placed on
the Authority’s website. The report will focus on learning points for the fertility sector
and will preserve patient confidentiality.
6.

Complaints against licensed centres.

6.1

The Authority does not have a specific statutory duty to investigate patient complaints.
However, complaints made by patients about the treatment or service that they have
received at a licensed centre may impact on the Authority’s duty to provide advice and
information to patients. Depending on the issues raised, complaints may give rise to
our duty to investigate serious adverse events or serious adverse reactions, or may be
dealt with as a serous incident.

6.2

The Authority will only consider a complaint against a licensed centre where that
complaint indicates a potential breach of the Act, licence conditions, directions or the
Code of Practice. The Authority will not consider complaints that do not meet this
criteria and in particular, will not consider complaints which are essentially contractual
disputes between the patient and the centre.

6.3

The Authority will not adjudicate on patient complaints or act as a mediator between a
patient and the centre. The Authority has no power to require licensed centres to make
apologies or to provide refunds.

6.4

Before considering a complaint, the Authority will normally require the complainant to
have utilised the centre’s own complaints procedure, and may adjourn its
consideration of the matter until such time as the centre’s own investigation and
complaints procedures have been concluded.

6.5

Complainants will be encouraged to make their complaints on the Authority’s standard
complaints form.

6.6

The Authority will not normally consider complaints if they are made more than six
months after the complainant became aware of the matters that gave rise to the
complaint, or six months after the conclusion of the centre’s own complaints
procedure.

6.7

The Authority will normally only investigate complaints where it has obtained consent
to obtain relevant medical and other records relating to the treatment or service
received at the centre, and which is the subject of complaints.

6.8

The Authority will not normally consider anonymous complaints, or complaints which it
considers to be vexatious, persistent or an abuse of process. A complaint will be
considered to be vexatious/persistent or an abuse of process if:(a)

it makes demands for action or information that would impact substantially and
unreasonably on our work;

(b)

it is persistently pursued when our complaints procedure has been fully and
properly exhausted;
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6.9

(c)

the substance of the complaint is continually changed with new issues and
concerns being raised whilst the complaint is being addressed or following
conclusion of the review/investigation under our complaints procedure;

(d)

the complainant refuses to identify precisely the issues that they wish to be
investigated despite reasonable efforts by staff to help them identify their
concerns;

(e)

it is designed to cause disruption, annoyance or expense or has the effect of
harassing the Authority including where the complaint is identical or
substantially similar to a previous complaint made by or on behalf of the
complainant;

(f)

it can be fairly characterised as obsessive or manifestly unreasonable; or

(g)

the subject matter of the complaint is, or has been the subject of legal
proceedings.

When considering complaints the Authority will:a)

acknowledge all complaints received within five working days;

b)

keep complainants informed of the progress of their complaint;

c)

endeavour to ensure that complaints are handled fairly and as promptly as
possible;

d)

provide persons who are the subject of a complaint with a reasonable
opportunity to respond;

e)

inform complainants, the licensed centre and persons who are the subject of a
complaint of the outcome of any investigation undertaken by the Authority;

f)

where appropriate, identify actions to secure any necessary improvements;

g)

where appropriate, disseminate learning points to other licensed centres and
stakeholders in the fertility sector (whilst protecting patient confidentiality); and

h)

where appropriate, amend existing guidance issued by the Authority or issue
new guidance.

6.10

Where a complaint indicates potential concerns about the fitness to practise of a
health care professional, the Authority will refer the matter to a relevant professional
body such as the General Medical Council, the Nursing and Midwifery Council or the
Health Professions Council. Where such a referral is made, the Authority will notify the
complainant, the licensed centre, and the professional concerned, of the fact of the
referral, and will provide the complainant with the contact details for the relevant
professional body.

6.11

Where a complainant is dissatisfied with the initial consideration of a complaint, he
may request a review by the Head of Clinical Governance, within 10 working days of
notification of the outcome of the initial consideration. A review will only take place if
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the complainant produces new or additional information which was not, for a valid
reason, available at the time of the original consideration and which might have
influenced its outcome
6.12. All complaints received by the Authority will be logged on a central complaints
database, and the Authority will consider an annual report on the complaints notified to
it. A copy of the report will be placed on the Authority’s website. The report will focus
on learning points for the fertility sector and will preserve patient confidentiality.
7.

ROLES AND RESPONSIBILITIES

7.1

Inspectors shall be responsible for:-

7.2

7.3

a)

applying this policy in practice;

b)

ensuring that centres are informed in good time of the process to
be followed during, and the focus of, inspections;

c)

making consistent, objective and evidence based professional judgments about
a centre’s compliance with the requirements of the Act, licence conditions;
directions; and the Code of Practice;

c)

producing timely reports of inspections, and ensuring that the Person
Responsible for a centre has a reasonable opportunity to comment on those
report in draft;

d)

Keeping a robust audit trail;

e)

bringing concerns about compliance to the attention of the Director of
Compliance.

The Director of Compliance shall be responsible for:a)

putting systems in place to ensure the monitoring and consistent application of
this policy across the compliance department;

b)

convening management reviews where notified of concerns about a centre’s
compliance with the requirements of the Act; licence conditions; directions; and
the Code of Practice (and conducting such reviews in accordance with the
Department’s internal protocols);

c)

preparing recommendations for further action/consideration by the relevant
decision maker;

d)

notifying the Chief Executive of any recommendation to refer a matter to the
police or to obtain a warrant;

e)

alerting appropriate health and other services if a centre’s licence is revoked or
suspended

The Chief Executive shall be responsible for:-
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a)

deciding whether or not a matter should be referred to the police;

b)

in consultation with the Chair of the Authority, deciding whether or not an
application should be made for a warrant.

8.

REVIEW

8.1

This policy will be reviewed annually.

8.2

The date of next review is December 2009
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Appendix 1

FORMAL

STATUTORY
ENFORCEMENT

Letter warning of
possible statutory
enforcement action

Require provider to make
improvements and produce an
improvement plan

Specific advice given at licensing inspection or when
investigating a complaint and/or incident

General advice to Persons Responsible on HFEA website and in
publications.
Forums for fertility services

INFORMAL
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Appendix 2

HFEA Incident Report Form
Centre Details
Centre Number
Centre Name
Person Responsible
Report Type (Delete where appropriate)

Incident/Near Miss

Location (e.g. lab)
Details
Nature of damage/harm/loss
Procedure involved
Equipment involved
Contributory factors identified
Date incident occurred
Date incident discovered (if different)
Date incident reported (if different)
Patients involved. If yes, please give numbers
Embryos involved. If yes, please give numbers
Gametes involved. If yes, please give numbers
If samples harmed, please advise how many remain for patient
Staff involved:

Names

Job titles

Witness (names and job title)
Outcome of incident / near miss
SOP Number: QP-03
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Patient/Partner informed
Immediate action taken
If appropriate, has equipment been quarantined?
Control measures planned
Other parties informed
Hospital management informed?
Additional services offered e.g. counselling and/or a complimentary cycle?

Investigation at local level planned?
Reporter details:
Name
Job title
Email
Phone
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Appendix 3

Incident reporting protocols:

Risk matrix used to assess the severity of incidents and near misses, and the
likelihood of a recurrence:

STEP1: Taking account of the current controls in place and their adequacy, how likely is it that this
particular incident will occur again? Is this at this particular centre or all centres?
Probability of recurrence:
Level

Descriptor

5

Almost Certain

Likely to occur on many occasions

4

Likely

Probable but not persistent

3

Possible

May occur occasionally

2

Unlikely

Not expected to happen but possible

1

Rare

Difficult to believe it could happen again

STEP 2: Again, taking account of the conditions and current controls in place and their adequacy,
how severe would the consequences be if this incident occurred again?
Level

Descriptor

Actual or potential
impact on
individual

Actual or
potential impact
on organisation

Numbers
affected

Potential for
complaint or
litigation

5

Severe

Death of patient/staff,
loss of ALL samples
for many patients

One (e.g.
death) or many
e.g. major
dewar failure

Litigation
expected/certain
Possible prosecution

4

Major

Major harm,
professional
misconduct,
loss of all samples for
few patients,
recurrent significant
breach of COP

Smaller
numbers 2-5

Litigation
expected/certain.
Action taken by
professional
organisations e.g.
HSE, MHRA or GMC

3

Moderate

1-2

Litigation possible but
not certain. High
potential for
complaint

2

Minor

Minimal risk to
organisation

1

Complaint possible,
litigation unlikely

1

Insignificant

Semi-permanent
harm, loss of all
samples for one or
loss of most samples
for some patients,
significant breach of
COP
Short term injury,
minor breach COP,
avoidable risk, loss of
1 of many samples
for a patient.
No injury or adverse
outcome

Multi-agency
investigation,
adverse publicity,
prosecution, loss of
HFEA licence
Costs, reputation
damage, impact on
staff morale,
disciplinary
hearings, loss of
HFEA licence or
conditions on
practice
RIDDOR or MHRA
reportable,
compensation
costs
(complimentary
cycle)

No risk to the
organisation

1

Complaint and
litigation unlikely
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STEP 3: Risk Level Estimator
Likelihood

Severity

Almost
certain
5

Likely
4

Possible
3

Unlikely
2

Rare
1

Severe 5

25

20

15

10

5

Major 4

20

16

12

8

4

Moderate 3

15

12

9

6

3

Minor 2

10

8

6

4

2

Insignificant 1

5

4

3

2

1

Green
1-5
Grade C
Yellow
6-12
Grade B

Red
15+
Grade A
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Information only incident.
• Add to database as grade ‘C’ & save report form to TRIM
• Acknowledge & close, no paper records required
Incident investigation required
• Add to database as grade ‘B’ & save report form to TRIM
• Request details to examine adequacy of risk precautions,
management controls & revised protocols.
• Site visit & incident inspection if appropriate
• Equipment quarantined if appropriate
• Liaise with external agencies & internal stakeholders
• Maintain contact with reporter until risks adequately
controlled and file closed.
• If presented to LC, peer reviewed report required
• Incident & trend analysis. If appropriate, dissemination of
information to other centres via HFEA Alert process,
quarterly publication (Update) and/or centre’s extranet.
Incident inspection required
• Add to database as grade ‘A’ & save report form to TRIM
• Notify internal stakeholders
• Maintain contact with reporter – ensure equipment
quarantined where appropriate
• Arrange site visit and incident inspection
• Incident inspection report
• Incident & trend analysis. If appropriate, dissemination of
information to other centres via HFEA Alert process,
quarterly publication (Update) and/or centre’s extranet.
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Appendix 4

Incident Investigation Report
Summary Incident Description & Consequences
Incident type:
Specialty/Location:

Effect on
patient:
Severity level:
Scope and Level of Investigation
Involvement and support of Patient and Relatives
Chronology of events - See table below
Notable Practice:Care and Service Delivery Problems (Themed and prioritised)
Contributory Factors
Root Causes
Lessons Learned
Recommendations
Action Plan - See table below
Implementation, monitoring and evaluation arrangements
Arrangements for sharing and learning
.
Author
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Date
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Chronology of events

Date & Time

Event

Action Plan - Example
Incident No:

Action 1

Action 2

Action 3

Root CAUSE
Number as per investigation report
EFFECT on patient/service
Recommendation(s) to address root
cause
(or rationale, if no action or recommendation
is set)
Number as per investigation report
Action(s) to achieve recommendations
Numbered
Level for action (organisation, directorate,
team etc)
Implementation by whom:Implementation by when:Resource required (time)
Resource required (money)
Resource required (other)
Evidence of completion
Monitoring and evaluation arrangements
Sign-off by:-

42

