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Background
1. The Committee noted that this renewal licence application was first
considered by the Licence Committee on 7 November 2013.
2. At that meeting the Committee agreed to adjourn the licence renewal
decision and requested further information be provided regarding the
reviews and investigations being conducted by other regulatory agencies.
In particular, the Committee wished to see the findings of the September
2013 CQC inspection report (published in November 2013 subsequent to
the meeting of the Licence Committee) and detail of the conditions
imposed by the General Medical Council to the PR’s (Person Responsible)
registration. The Committee requested that an update on the status of this
information be supplied for its next meeting, in January 2014.
3. The Committee also noted that the centre’s licence was due to expire on
31 January 2014. Subject to the Committee receiving the update and in
the absence of any other relevant consideration, the Committee were of
the view that, at the next meeting of the Licence Committee in January, it
would be appropriate to issue a Special Direction for a period of three
months to be in effect following the expiry of the current licence.
4. At the last meeting of the Licence Committee on the 9 January 2014 an
update report of progress with the application was considered and the
Committee agreed to adjourn the decision on the renewal application to
await the full completed report from the Executive incorporating both the

CQC and the GMC’s additional information (if available) and, most
importantly, the centre’s progress in implementing the recommendations
outlined within the HFEA’s inspection report.
5. The Committee issued a Special Direction for the continuation of the
centre’s current licensed activities when the licence expired, from 1
February 2014 until 30 April 2014. The Committee considered that this
period was appropriate, noting that the matter was expected to return to
Licence Committee at its meeting on 13 March 2014.
Discussion
6. The Committee noted they have now received an updated inspection
report. They noted that, further to the consideration of the renewal
inspection report on 7 November 2013 and the update provided to
Licence Committee on 9 January 2014, the HFEA had also been provided
with a copy of an anonymous communication made initially to an NHS
funding body and shared with the GMC. The HFEA considered the
communication and decided to conduct a further site inspection of the
centre on 5 February 2014 in order to inspect the records of patients who
appeared to have chosen to donate some of their eggs for the treatment
of others whilst in the course of their own NHS funded treatment cycles.
7. The Committee noted that as part of their ongoing investigations, on 24
January 2014 the GMC asked that data provided to the GMC by the NHS
funding body relating to treatments provided to 135 patients and reported
to the funding body by the PR be cross referenced against treatment cycle
data reported to the HFEA. The updated report considered by Committee
set out the findings of that records inspection and the findings of the cross
referencing of treatment cycles and documents and further
recommendations were made in relation to those findings.
8. The Committee noted that in relation to the activities of other regulatory
bodies, the GMC’s investigation is ongoing but the GMC has not imposed
any restrictions on the PRs registration relating to clinical activity. The
CQC’s Notice of Proposal to cancel registration was not upheld.
9. The Committee noted that at the time of the licence renewal inspection on
19 and 20 June 2013, two critical, seven major, and two other areas of
non-compliance or poor practice were identified. Since that time the PR
had provided evidence of full compliance in relation to one critical area of
non-compliance (relating to the storage of gametes and embryos); three
major areas of non-compliance (relating to witnessing, equipment
validation and the centre’s multiple birth minimisation strategy); and two
other areas of non-compliance (relating to confidentiality and privacy and
premises). One critical and four major non-compliances from this
inspection continued to require further action.
10. The Committee noted that a further two critical and three major areas of
non-compliance had been identified in the course of the visit to inspect

patient records on 5 February 2014 and as a result of an exercise carried
out to cross reference information on the HFEA register with information
provided by the PR to an NHS funding body. These areas of noncompliance were as follows:
Critical areas of non-compliance:
 In a set of patient’s records reviewed in the course of the on-site
inspection on 5 February 2104, evidence was seen that a patient’s
eggs were stored and allocated for donation in the absence of effective
consent to donation and the absence of appropriate donor screening;
 In discussion during the on site visit the PR said that on occasion
patients are asked to give consent to donation after undergoing egg
collection performed under conscious sedation: the PR later clarified
that this practice had been employed on one occasion only. The
Executive is concerned that consent taken in this manner may not be
effective as required by Schedule 3 of the Human Fertilisation and
Embryology Act 1990 (as amended) and considers this unsuitable
practice.
Major areas of non-compliance:
 Some treatments undertaken by the centre appear not to have been
reported to the HFEA and there are anomalies between the records of
treatments reported by the PR to an NHS funding body and those
reported to the HFEA;
 The Executive is concerned about the suitability of practices in relation
to patients consenting to egg sharing when receiving NHS funded
treatment and where there is no financial or treatment benefit in kind to
the egg sharer;
 Patient information relating to egg sharing provided to the HFEA by the
centre only references egg sharing undertaken where there is a benefit
in kind for the egg sharer. The information does not inform the egg
sharer of any potential negative impact her donation may have on the
effectiveness of her own treatment. During the course of the on site
visit the inspectors were made aware that patients may not be being
provided with important information on which to base effective consent
as English is not the first language of some patients consenting to
share their eggs.
11. The Committee noted that the Executive considered that taking consent
after egg collection under conscious sedation represented a serious error
of judgement on the part of the PR and that this represents unsuitable
practice and is a critical non-compliance with Schedule 3 of the Human
Fertilisation and Embryology Act 1990 (as amended) and standard licence
conditions T2 and T58.
12. The Committee noted further that the Executive also considered that
practices that resulted in eggs being allocated for donation in the absence
of consent or completion of appropriate donor screening and practices
that do not ensure the provision of suitable information to patients are not
suitable and represent a critical non-compliance with Schedule 3 of the

Human Fertilisation and Embryology Act 1990 (as amended) and
standard licence conditions T2, T52 and T57.
13. The Committee noted that the Executive had concluded that:
 the PR is not suitable and has not discharged his duties under section
17(1)(c), (d) and (e) of the HF&E Act 1990 (as amended); and
 the centre’s practices are not suitable.
14. The Committee noted that the centre’s current Special Direction for the
continuation of licensed activities will expire on the 30 April 2014 which, it
noted, is before the next meeting of the Committee.
15. The Committee further noted that detailed submissions had been made
on behalf of the centre shortly before the Committee meeting. Those
submissions responded to a number of the matters said to be outstanding
from the licence renewal inspection and the more recent matters identified
as a result of the site visit on 5 February 2014. The Committee noted the
length and complexity of the centre’s representations, and the fact that the
Executive had not prepared a full response to those representations. The
Committee considered that it required such a response in order to make a
final decision on the renewal of the application.
Decision
16. The Committee noted that the centre has made some progress with the
outstanding recommendations from the original inspection report.
17. The Committee noted the centre’s submissions in regards to the new
report. They further noted that these submissions were received the
week before the meeting and that the Executive had a day to respond to
these before sending the papers to the Committee.
18. The Committee noted the Executive had provided a brief executive
summary responding to the centre’s submissions. The summary stated
that ‘The Executive has considered the submissions and this summary
does not seek to address all of the points made but instead clarifies some
aspects that may assist the Committee in its decision making.’
19. The Committee did not feel that they had enough information from the
Executive regarding the centre’s most recent submissions, and that they
needed further more detailed assessment of the submissions from the
centre. The Committee regarded the allegations being made in the report
as being serious and as such wanted to ensure that they were in
possession of all available evidence before coming to a decision on the
application.
20. The Committee agreed to adjourn the item to allow the Executive and the
centre to gather and re-submit this paperwork with the additional
information required – namely, a full response from the Executive on the

centre’s most recent submissions and, in line with normal practice, any
reply submissions made on behalf of the centre.
21. The Committee urges both the centre and the Executive to work together
to ensure that this licence renewal can be considered at the next meeting
in May 2014 and, in particular, to ensure that papers are submitted in a
timely fashion.
22. The Committee agreed to issue a Special Direction for the continuation of
the centre’s current licensed activities when the current Special Direction
expires (for a period of three months) from 1 May 2014 until 31 July
2014.
Signed:

Andy Greenfield (Chair)

Date: 20/03/2014

Licence renewal update report
Purpose of the Inspection Report
This is a report to update the Licence Committee on progress made in
relation to a licence renewal application.
Date of Licence Committee: 13 March 2014
Centre name

St Jude’s Women’s Hospital

Centre number

0198

Licence number

L/0198/7/b

Centre address

263 Penn Road, Wolverhampton, West Midlands, WV4 5SF

Person Responsible

Mr Jude Harris Adeghe

Licence Holder

Dr Chaman Lal

Date licence issued

1 February 2010

Licence expiry date

31 January 2014 1

Additional conditions
applied to this licence

None

1

To note since 31 January 2014, this centre has been operating under the terms of Special Directions
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Section 1: Background
Background
1. A report of a licence renewal inspection of St Jude’s Women’s Hospital (centre 0198)
was considered by the Licence Committee on 7 November 2013. The Licence
Committee adjourned the licence renewal decision and requested that further
information be provided to it at a subsequent meeting on 9 January 2014 regarding
reviews and investigations being conducted by other regulatory agencies together with
progress in achieving compliance with HFEA requirements through the implementation
of recommendations made in the renewal report.
2. In particular, the Committee requested they be provided with the findings of the
September 2013 Care Quality Commission (CQC) inspection report (unpublished at the
time of Committee) for St Jude’s Women’s Hospital and details of conditions imposed
by the General Medical Council (GMC) on the registration of the Person Responsible
(PR).
3. An update (including primary reports and additional information provided by the PR)
was provided to the Committee on 9 January 2014: the Committee noted the expiry of
the centre’s extant licence on 31 January 2014 and issued Special Directions to permit
the centre to continue providing treatment and storage activities for three months from
31 January 2014.
4. The Executive was asked to provide the Committee with a further report in March 2014
in relation the centre’s progress in complying with requirements further to
recommendations made in the November 2013 renewal report and other matters
considered material to the Committee’s decision on licence renewal. This report
provides this information.
5. Subsequent to the consideration of the renewal inspection report on 7 November 2013
and the update provided to Licence Committee on 9 January 2014, the HFEA was
provided with a copy of an anonymous complaint made initially to an NHS funding body
and shared with the GMC. The HFEA considered the complaint and decided to conduct
a further site visit to the centre on 5 February 2014 in order to inspect the records of
patients who appeared to have chosen to donate some of their eggs for the treatment of
others whilst in the course of their own NHS funded treatment cycles. The complaint
was made because the patient’s partner felt that it was inappropriate that consent to
donation of her eggs was taken after his partner had undergone egg collection carried
out under conscious sedation. Because the complaint related to compliance with the
consent requirements of Schedule 3 of the Human Fertilisation and Embryology Act
1990 (as amended) it was appropriate for the HFEA to investigate and an anonymised
account of the complaint was provided to the HFEA on 23 January 2014.
6. It was noted by the Executive that the complainant’s partner was donating eggs whilst
undergoing her own cycle of NHS funded treatment; defined by the HFEA as ‘egg
sharing’. Egg sharing is usually undertaken by women choosing to share their eggs in
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order to receive a benefit in kind (commonly a reduction in treatment cost). The risk of
egg sharing being potentially detrimental to the outcome of treatment is usually offset by
the benefit in kind to the egg sharer. Where patients are receiving full NHS funding for
their treatment cycle, there is no financial or treatment benefit in kind to the egg sharer.
7. As part of their ongoing investigations, on 24 January 2014 the GMC also asked that
data provided to the GMC by the NHS funding body relating to treatments provided to
135 patients and reported to the funding body by the PR be cross referenced against
treatment cycle data reported to the HFEA.
8. This update report also sets out the findings of that records inspection and the findings
of the cross referencing of treatment cycles and documents further recommendations in
relation to these findings.
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Section 2: Summary for Licence Committee
The Licence Committee is asked to note that at the time of the licence renewal inspection
on 19 and 20 June 2013, two critical, seven major, and two ‘other’ areas of non-compliance
or poor practice were identified.
By the time the Licence Committee considered the report of this inspection on 7 November
2013 the PR had provided evidence of full compliance in relation to one critical area of noncompliance (relating to the storage of gametes and embryos) and three major area of noncompliance relating to witnessing, equipment validation and the centre’s multiple birth
minimisation strategy and two ‘other’ areas of non-compliance.
At January 2014 further action was still required in relation to one critical and four major
non-compliances as documented below.
Following the renewal inspection the Executive considered that inadequacies identified in
validation and audit of critical processes could pose a risk to the safety and quality of
gametes or embryos and to the outcomes of treatment. The PR has provided evidence
that the centre is now broadly compliant with requirements regarding the validation of
critical processes. The Executive considers that while further action is required, this no
longer poses a risk to the safety and quality of gametes and embryos and to the outcomes
of patient treatment.
The PR has provided evidence that the centre is now broadly compliant with requirements
related to one one major non-compliance regarding patient screening but the required
patient / donor screening audit is outstanding.
The PR has provided evidence that the centre is broadly compliant with requirements
related to one major non-compliance regarding implementation of the quality management
system which is ongoing. An audit of information provided prior to consent is outstanding.
The PR has provided evidence that the centre is partially compliant with requirements
related to one major non-compliance regarding staffing. Evidence of the assessment of
competence to witness for relevant staff has been provided and additional staff have been
recruited although one quality manager/embryologist post remains vacant. Sufficient
evidence of a documented induction and training plan or competence assessment
framework is outstanding.
At the time the licence renewal report was considered by Licence Committee, the PR
reported that the backlog of data submissions to the HFEA identified at the renewal
inspection had been cleared and where identified as required, corrections made. However,
subsequent to the renewal inspection new information came to the attention of the HFEA
regarding the accuracy and completeness of treatment information submitted to the HFEA.
This remains a major non-compliance.

4
Centre name and no: St Jude’s Hospital 0198
Licence renewal update TRIM ref: 2014/003806

In relation to activities of other regulatory bodies, the GMC’s investigation is ongoing but
the GMC has not imposed any restrictions on the PRs registration relating to clinical
activity. The CQC’s Notice of Proposal to cancel registration was not upheld.
Since the consideration of the report of the licence renewal inspection by Licence
Committee on 9 January 2014 a further two critical and three major areas of noncompliance were identified in the course of the on-site visit to inspect patient records on 5
February 2014 and as a result of an exercise carried out to cross reference information on
the HFEA register with information provided by the PR to an NHS funding body. These
non-compliances are as follows:
Critical areas of non-compliance:
1. In a set of patient’s records reviewed in the course of the on-site inspection on 5
February 2104, evidence was seen that a patient’s eggs were stored and allocated for
donation in the absence of effective consent to donation and the absence of
appropriate donor screening;
2. In discussion during the on site visit the PR said that on occasion patients are asked to
give consent to donation after undergoing egg collection performed under conscious
sedation: the PR later clarified that this practice had been employed on one occasion
only. The Executive is concerned that consent taken in this manner may not be
effective as required by Schedule 3 of the Human Fertilisation and Embryology Act
1990 (as amended) and considers this unsuitable practice.
Major areas of non-compliance:
3. Some treatments undertaken by the centre appear not to have been reported to the
HFEA and there are anomalies between the records of treatments reported by the PR
to an NHS funding body and those reported to the HFEA;
4. The Executive is concerned about the suitability of practices in relation to patients
consenting to egg sharing when receiving NHS funded treatment and where there is no
financial or treatment benefit in kind to the egg sharer;
5. Patient information relating to egg sharing provided to the HFEA by the centre only
references egg sharing undertaken where there is a benefit in kind for the egg sharer.
The information does not inform the egg sharer of any potential negative impact her
donation may have on the effectiveness of her own treatment. During the course of the
on site visit the inspectors were made aware that patients may not be being provided
with important information on which to base effective consent as English is not the first
language of some patients consenting to share their eggs.

Taking into account the essential requirements set out in the Human Fertilisation and
Embryology (HF&E) Act 1990 (as amended), the HF&E Act 2008 and the HFEA Code of
Practice (CoP), and other material information, the Executive considers that there is
currently sufficient information to conclude that:
• the premises are suitable;
• the centre has submitted appropriately completed documentation in accordance with
General Direction 0008, in application for renewal of their licence;
• the centre has submitted an application fee to the HFEA in accordance with
requirements.
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Recommendation to the Licence Committee
The Executive recognises that progress has been made in achieving compliance with
requirements set out in the licence renewal inspection report. Overall the progress made is
largely acceptable to the Executive although some further action is still required for full
compliance to be demonstrated.
The Executive does consider however that taking consent after egg collection under
conscious sedation represents a serious error of judgement on the part of the PR and that
this represents unsuitable practice and is a critical non-compliance with Schedule 3 of the
Human Fertilisation and Embryology Act 1990 (as amended) and standard licence
conditions T2 and T58.
Similarly, practices that resulted in eggs being allocated for donation in the absence of
consent or completion of appropriate donor screening and practices that do not ensure the
provision of suitable information to patients are not suitable and represent a critical noncompliance with Schedule 3 of the Human Fertilisation and Embryology Act 1990 (as
amended) and standard licence conditions T2, T52 and T57.
The Executive therefore concludes that:
• the PR is not suitable and has not discharged his duties under section 17(1)(c),
(d) and (e) of the HF&E Act 1990 (as amended);
• the centre’s practices are not suitable.
Section 16 (1) of the Act gives the Authority the power to grant a licence where the
requirements of section 16(2) are met. Amongst other requirements, Section 16(2)(b)(ii)
requires the Authority to be satisfied that the applicant, in this case the Person
Responsible, is a suitable person to hold a licence. In light of the evidence presented
which demonstrates that the PR is not compliant with his duties under section 17(1)(c),
(d) and (e), it is submitted that the PR is not a suitable person to hold a licence and thus,
a licence cannot be granted under section 16(1).
On the basis of the evidence presented in this report and supporting documentation, the
Executive cannot recommend renewal of the centre’s licence.
The Executive cannot recommend the grant of a licence in light of the evidence presented
in this report, however, should the committee nevertheless consider granting a licence, the
table ‘Areas of practice requiring further action’ sets out the actions that would be required
to ensure suitability of practices.
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Section 3: Update
This section provides an update to the Committee on the following:
• Progress in achieving compliance with HFEA requirements
• Care Quality Commission (CQC)
• General Medical Council (GMC)

Progress in achieving compliance with HFEA requirements
Further to the Executive’s report of a renewal inspection carried out on 19 and 20 June
2013 several areas of non-compliance were identified that were considered to pose a risk
to the safety and quality of gametes or embryos and/or to patients’ treatment outcomes.
The non-compliances; their associated recommendations and information on progress in
implementing the recommendations are documented in the tables below.
The ‘Executive Review’ column provides a commentary on the action taken since the report
was presented to a Licence Committee on 7 November 2013 and an update was provided
to the Committee on 9 January 2014.
The Executive recognises that progress has been made in achieving compliance with
requirements set out in the licence renewal inspection report. Overall the progress made is
largely acceptable to the Executive although some further action is still required for full
compliance to be demonstrated.

7
Centre name and no: St Jude’s Hospital 0198
Licence renewal update TRIM ref: 2014/003806

Areas of practice requiring action by 31 January 2014
This report sets out matters which the Executive considers require action, the actions required and the timeframes for satisfactory
submission of evidence of implementation, if consideration is to be given to submitting the inspection report before a licence
committee with an alternative recommendation to that which currently stands.

►

Critical area of non-compliance
A critical area of non-compliance is an area of practice which poses a significant risk of causing harm to a patient, donor, embryo or
to a child who may be born as a result of treatment services, or a significant shortcoming from the statutory requirements. A critical
area of non-compliance requires immediate action to be taken by the Person Responsible.

Area of practice and
reference
1. Storage of gametes
and embryos
On the day of the renewal
inspection the centre was
storing the gametes of
one patient beyond the
statutory storage period.
A second sample for
which consent for storage
expired in 2012 remained
in store.
(SLC T79)
(Schedule 3, 8(1) HF&E
Act).

Action required and timescale for action
The PR should ensure that no gametes or embryos
are retained in store beyond the statutory or
consented storage period.
By 19 October 2013 where gametes remain in store
beyond the statutory or consented storage period, a
plan should be submitted to the HFEA documenting
the centre’s intended actions to resolve this and the
anticipated timescale for their implementation. The
PR should provide monthly updates to the centre’s
inspector on progress in implementing the proposed
actions.
The PR is reminded of guidance issued by the HFEA
in CH(03)02 (http://www.hfea.gov.uk/2721.html) in
relation to the timely disposal of cryopreserved
material where there is consent to do so and actions

PR
Response

Executive Review
The PR gave assurance that
samples identified on inspection
were allowed to perish on 26
August 2013.
The update provided by the centre
stated that a full storage audit will
be available in December 2013.
The PR was required to provide a
copy of the storage audit to the
HFEA by 31 January 2014.
A copy of the audit of stored
material was provided and
appears fit for purpose. The
audits provided state that all
8
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should there be a possibility of legal challenge to the
disposal of cryopreserved material.

2. Validation of critical
processes
Validation of critical
procurement and
processing procedures
has not been
documented. A process
validation template and
guide was seen on
inspection but had not
been completed. (SLC
T72)

The PR should ensure that all critical processes are
validated and that validation is documented.
The PR should provide a list of all procurement and
processing procedures that are considered critical by
2 September 2013.
The PR should then provide fortnightly written
updates on progress in completing validation. It is
expected that validation will be prioritised on the
basis of risk associated with the procedure and that
process validation will be complete for all critical
processes by 19 October 2013 and a copy of each
validation is to be provided to the centre’s inspector
by that date.
This non-compliance is categorised as a ‘major’ in
the Executive’s ‘Compliance Framework’. However,
as this was a recommendation from the last
inspection and would appear not to have been met
and remains outstanding, it has therefore been
escalated to a critical non-compliance.

gametes and embryos are stored
in accordance with the gamete
providers consent and remain
within their statutory storage
period.
No further action required
A list of processes which the PR
considers critical was provided to
the HFEA and the Executive was
largely satisfied although it was
requested that further detail of
process validation be provided to
the HFEA by 31 January 2013.
The Executive visited the centre
on 5 February and reviewed a
small sample of process validation
documents. It remains the opinion
of the Executive that the
documentation does not include
enough detail in relation to the
rationale for carrying out
procedures according to the
chosen protocol. This was
discussed with the centre’s
embryologist and it was agreed
that further action was required to
improve the process validation
documentation.
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►

Major area of non compliance
A major area of non compliance is a non critical area of non compliance:
• which poses an indirect risk to the safety of a patient, donor, embryo or to a child who may be born as a result of
treatment services
• which indicates a major shortcoming from the statutory requirements;
• which indicates a failure of the Person Responsible to carry out his legal duties
• a combination of several “other” areas of non-compliance, none of which on their own may be major but which
together may represent a major area of non-compliance.

Area of practice and
reference
3. Witnessing
During observations of witnessing
procedures the scientific inspector noted
three occasions in which the witness did
not sign the witnessing record sheet
contemporaneously. During the preparation
for ICSI the witness (a different witness to
the previous procedure) failed to sign the
witnessing record for one step witnessed
and had to be reminded to sign the record
following a further witnessing step. (SLC
T71)
In two of the 10 sets of patients’ notes
audited, the patient providing a sperm
sample had not signed to confirm his
identity and that the sample was his. In
one other record the witness had not
signed to confirm the identity of the sperm

Action required and timescale
for action
The PR should revise the
process and training for
recording witnessing to ensure
that all witness checks are
recorded at the time of the
procedure with immediate effect.
The PR should review the
process confirming the identity of
the sperm provider and his
sample before a sample is
accepted. The PR should
provide detail of the outcome of
this practice review including
how any changes to practice
have been implemented by 19
October 2013.

PR
Response

Executive Review
The document ‘Embryology update’
provided by the PR states that
actions from the witnessing audit
have been implemented and practice
changed regarding hand over and
positive ID of sperm samples.
Assessments of the competence of
staff to carry out contemporaneous
witnessing have been revised to
ensure that all staff who witness are
aware of requirements and are
competent.
Copies of the assessments of
competence to perform witnessing
for current staff have been provided
to the centre’s inspector.
A witnessing audit (raw data) and
10
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provider and his sample. (SLC T71)

audit summary has been provided
which demonstrates 96%
compliance with the requirement to
perform contemporaneous recording
of witnessing steps. The audit also
records corrective actions with a
monthly sample audit to be
conducted and compliance
discussed at QMS meetings to
‘tighten the system’. The audit
appears fit for purpose.
The PR was required to provide a
copy of the witnessing audit
conducted each month to the
centre’s inspector commencing
October 2013.
The centre was providing only a
small number of treatment cycles in
the last quarter of 2013 and as a
result, the witnessing audit was not
completed monthly as originally
planned. The raw data and summary
of the audit of 10 patient records of
procedures conducted between
September and December 2013 was
provided to the HFEA on 10
February 2014. The audit showed
there were no non compliances
noted against the audit tool used.
11
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No further action required.
4. Quality management system
The centre could not demonstrate that
adequate processes are in place for
reviewing the performance of the quality
management system to ensure continuous
and systematic improvement.
(Interpretation of mandatory requirements
23A CoP guidance 23.12, 13, 14 & 15)

The PR should ensure the
quality management system and
all its services are reviewed at
least annually. The review
should identify the need for
changes and opportunities for
improvement. The results of the
review of the quality
management system should be
documented and should include
the decisions and actions for
improving the quality
management system.
The PR is to provide a copy of
the review with detail of actions
required and a timescale for the
implementation of those actions
by 19 October 2013

Evidence could not be provided on
inspection that SOPs are in place for:
• information to be provided prior to
consent;
• traceability of consumables and
equipment
(SLC T33(b))

The PR should ensure that
SOPs are in place for the
procedures identified and that a
copy of each is provided to the
centre’s inspector by 19 October
2013.

Evidence could not be provided on
inspection to demonstrate;

The PR should ensure that
meaningful, measureable quality
indicators for the areas of

The PR’s response was recorded in
the section ‘response for the PR to
this inspection report’ in summary
that:‘QMS is in place and will be
ready Dec 2013 with the introduction
of software…Document control will
be ready in Dec 2013’.
It was recommended that the PR
should provide an update to the
centre’s inspector regarding the
status of the QMS and software
installation and copies of the
following audits:
• Information provided prior to
consent
• Consent
• Procurement and processing
procedures
by 31 January 2014.
An audit of ICSI procedures was
made available for review during the
on site visit in February.
An audit of the consent records for
20 patients treated between May and
August 2013 was provided by centre.
The audit showed that there were
consent failures or discrepancies in
12

Centre name and no: St Jude’s Hospital 0198
Licence renewal update TRIM ref: 2014/003806

• establishment of quality indicators for
all key activities authorised by this
licence and other activities carried
out in the course of providing
treatment services that do not
require a licence (SLC T35) namely:
o witnessing
o information to be provided
prior to consent
o consent
o traceability
o procurement and processing
procedures
o submission of data to HFEA
• documented audit, corrective actions
and implementation of actions for
activities and processes authorised
by this licence and other activities
carried out in the course of providing
treatment services that do not
require a licence against compliance
with the regulatory requirements and
their own approved protocols and
quality indicators at least every two
years namely:
o witnessing
o information to be provided
prior to consent
o consent
o traceability (consumables and
equipment)

practice identified are
established. These quality
indicators and a method of
monitoring the agreed quality
indicators should be documented
and a copy provided to the
centre’s inspector by 19 October
2013.

The PR should ensure that a
meaningful and detailed audit of
the procedures and processes
specified is conducted. The
order in which the audits are
preformed should be prioritised
on the basis of risk. The PR
should submit and action plan
detailing the sequence and time
scale of completing the required
audits to the centre’s inspector
by 2 September 2013.

10% of records seen. The audit also
identified the need to provide a
suitable interpreter when indicated.
It is noted that consent to donation
did not form part of this audit.
The analysis of a 20 patient sample
satisfaction survey of the medication
and injection teaching process was
provided. Although a useful
exercise, the Executive does not
consider this to be an audit of the
information provided, verbally or in
writing to patients and donors prior to
consent.

Audits of key processes, namely
witnessing, ICSI, procurement
and processing procedures
(including IVF) are to be
completed and a documented
13
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o procurement and processing
procedures (including IVF)
o ICSI
o submission of data to HFEA
The centre could not demonstrate that
there is an effective document control
system which ensures all key documents
are version controlled to ensure that only
the current document is in use.
(SLC T34)

report, including corrective
actions and evidence of
implementation of those actions
is to be submitted to the centre’s
inspector by 19 October 2013.
As part of the quality
management system, the PR
should ensure all documents are
effectively controlled to ensure
that only the current version is in
use.
An action plan as to how the
document control management
system is to be revised to ensure
effective control should be
provided to the centre’s
inspector with detail of the
timescales for implementation by
19 October2013.

5. Patient and donor screening
An audit of three donor records
conducted on inspection demonstrated
that donors are not screened for anti
Hepatitis B core antigen (anti-HBc).
An audit of donor records showed that
one donor had not been screened for
Neisseria gonorrhoea
SLC T52b

The PR should ensure that all
patients and donors are
screened for anti Hepatitis B
core antigen (anti-HBc) with
immediate effect and that checks
are in place to ensure that all
required screening is in place
before processing or storage of
gametes takes place. SLC T52b.
The PR should ensure that all

Evidence provided in a letter from
the third party testing laboratory
dated 02 September 2013 confirms
that anti-HBc has been added to the
screening profile.
It was recommended that in order for
suitable practices to be
demonstrated, the PR should
provide a copy of the outstanding
14
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relevant screening SOP's are
updated to reflect this and that
this requirement is made known
to all personnel responsible for
donor / patient screening. A
copy of the updated SOP should
be provided to the centre's
inspector by 19 October 2013.

patient and donor screening SOP
and an audit of patient and donor
screening conducted between
September 2013 and December
2013 to the centre’s inspector by 31
January 2014.
A copy of the donor selection SOP
which incorporates screening has
been provided.
A copy of the patient / donor
screening audit has been requested
but remains outstanding.

6. Staff
While it is acknowledged that the centre’s
activity levels are small and, on inspection
there appeared to be sufficient numbers of
staff to accommodate the current level of
licensed activity, it appears that there may
not be sufficient resource available to
ensure demonstrable compliance with
HFEA requirements as described in the
body of this report.
The centre could not provide evidence of
documented procedures for staff
management that ensure all staff have
initial basic training and updated training as
required namely;
• satisfactory evidence of induction and

The PR should ensure that the
resources required to ensure
compliance with HFEA
requirements are available. The
centre’s inspector should be
advised of the actions to be
taken in relation to this
recommendation by 2
September 2013.
The PR should ensure that a
suitable induction plan is
established and documented. A
copy of the induction plan should
be submitted to the HFEA before
any new staff are inducted. The
PR is to inform the centre’s

The PR stated in his response that
the centre is in the process of
recruiting additional staff. The PR
was able to confirm during the on
site visit that additional staff have
been employed and have
commenced induction and training
and that he hoped to recruit into the
embryology / quality manager role
soon.
Copies of the competence
assessments to perform witnessing
for current staff have been provided.
It was recommended that in order for
suitable practices to be
15
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basic training for trainee staff
• on-going competence assessment,
with audits of this assessment
namely:
o witnessing
o welfare of the child
assessment
o consent
o information to be provided
prior to consent
o traceability
(SLC T33(b) SLC T15 CoP guidance 2.1,
2.2, 2.11),

inspector of any staff changes,
leavers and new starters before
the event.
The PR should ensure that
evidence of the assessment of
competence to conduct their
assigned tasks for all relevant
staff is documented and
available on request. (SLC
T15(b))
For all staff participating in
witnessing procedures,
documented evidence of
witnessing training and
competence assessments
specifically should be provided to
the centre’s inspector by 19
October 2013.

demonstrated, the PR should
provide to the centre’s inspector, a
copy of the outstanding induction
and training plan and competence
assessments for
• welfare of the child assessment
• consent
• information to be provided prior to
consent
By 31 January 2014.
During the on site visit on 5 February
a newly recruited member of the
nursing team was able to describe
her induction over the previous
weeks which appeared to be
appropriate.
The PR provided a list of six bullet
points documenting high level,
overarching training objectives for
this nurse over next three months
and a copy of an email describing
arrangements for an observation visit
to a large licensed centre in the
region.
The Executive does not consider this
constitutes a documented induction
and training plan or competence
assessment framework. This has
been requested from the PR but is
16
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outstanding.
9. Obligations and reporting
requirements
At the time of the licence renewal
inspection, only 5% of treatments in the
audit sample of treatment data submitted to
the HFEA register were reported within the
five days of treatment taking place as
required by Direction 0005. Treatment
reporting was very late with 56% of
treatments more than 60 days late and
33% of treatments 90 days late.

Directions 0005

The PR should ensure the centre
complies with the data
submission requirements set out
in Direction 0005.
Working closely with the register
team of the HFEA, the PR
should ensure that the backlog
of treatment data is submitted.
Procedures for the submission of
data to the HFEA should be
reviewed and also the availability
of suitable staff to ensure
compliance with the
requirements of Direction 0005.
The PR is to provide an action
plan as to how this back log will
be addressed and actions to be
taken to ensure the timely
submission of required data
going forward.
This non-compliance had been
escalated to major due to
considerable length of time taken
for reporting seen in the audit
sample.
By 19 October 2013

An audit of EDI submissions was
provided by the centre for the period
July – September 2013. Actions
recorded are that documented –
weekly checks and three monthly
audits are to be implemented to
ensure compliance. Quality
indicators to this effect were also
noted on the overarching quality
indicator protocol submitted.
Choose a fertility Clinic (CafC) data
held by the HFEA for live births for
the period Jan to Dec 2011 and
clinical pregnancies for Jan to Dec
2012 was signed off as accurate by
the PR in October 2013
At the time the licence renewal
report was considered by Licence
Committee, the centre reported to
the register team of HFEA that the
backlog of submissions identified at
the time of the renewal inspection
had been cleared and where
identified in the audit, corrections
made. However, subsequent to the
renewal inspection new information
to hand regarding the accuracy and
completeness of treatment
17
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information submitted to the HFEA
register suggests that data reporting
is inaccurate and not provided in
accordance with the requirements of
Directions 0005.
Further action required

18
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Care Quality Commission (CQC)
1. At the time that the renewal inspection report was considered by the Licence
Committee a “Notice of Proposal” under Section 17 of the Health and Social Care
Act 2008 had been issued by CQC to cancel the registration of St Jude’s Hospital as
a provider of CQC regulated activity. This notice was issued on the grounds set out
by CQC that Mr Adeghe had failed to comply with regulations under the Health and
Social Care Act 2008.
2. Following representations regarding this notification the Notice of Proposal to cancel
registration was not upheld although it was highlighted that concerns remained
regarding on-going compliance issues and it was recommended that a
‘management review meeting’ be conducted by the CQC ‘as a matter of urgency to
determine next steps’. These actions were pending at the time that the renewal
report was considered by a Licence Committee and remain outstanding at the time
of preparing this update.
General Medical Council (GMC)
3. Mr Adeghe continues to be subject to a ‘fitness to practice’ investigation by the GMC
and his registration is subject to conditions imposed on 15 August 2013 by the
Interim Orders Panel of the GMC. No restrictions have been placed on the PR’s
clinical practice.
4. As part of their ongoing investigations, on 24 January 2014 the GMC asked that data
provided to the GMC by an NHS funding body relating to treatments provided to 135
patients and reported to the funding body by the PR be cross referenced against
treatment cycle data submitted to the HFEA register. This cross referencing has
taken significant time to complete: the findings to date are as follows:
a. treatments for 31 of the 135 patients reported as having treatment to the NHS
funding body have not been reported to the HFEA;
b. of 48 patient treatment cycles looked at in detail
i. 15 treatment outcomes reported to the funding body were different to
the outcomes reported to HFEA;
ii. 6 patients appeared from the HFEA register data to have received only
one cycle of treatment while two cycles were reported to the funding
body.
5. These observations raise serious concerns about the accuracy and completeness of
information provided to the HFEA register. Despite assurances given by the PR to
the HFEA register information team that a backlog of submissions identified at the
time of the renewal inspection had been cleared and errors in information provided
had been corrected by the centre substantial doubt remains about the capacity of
the centre to submit robust information (see recommendation 3 below).
6. Subsequent to the consideration of the renewal inspection report on 7 November
2013 and the update provided to Licence Committee on 9 January 2014, the HFEA
was provided with a copy of an anonymous complaint made initially to an NHS
funding body and shared with the GMC. The HFEA considered the complaint and
decided to conduct a further site visit to the centre on 5 February 2014 in order to
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inspect the records of patients who appeared to have chosen to donate some of
their eggs for the treatment of others whilst in the course of their own NHS funded
treatment cycles. These records were inspected in response to an anonymised
complaint passed to the GMC by the NHS funding body. The complaint was made
because the patient’s partner felt that it was inappropriate that consent to donation of
her eggs was taken after his partner had undergone egg collection carried out under
conscious sedation.
7. The records of two patients treated at St Jude’s Hospital were identified from the
HFEA register for inspection as these patients appeared to have followed a similar
treatment pathway to the complainant’s partner. The records of the two patients
were inspected in the course of a visit to the centre on 5 February 2014.
8. The first patient whose records were reviewed had undergone two fresh cycles of
IVF: in her first treatment cycle, 25 eggs were collected and 17 were shared with two
recipients. In the second cycle, eight eggs were collected and four were shared with
a single recipient. The records of the egg share donor contained evidence of
discussion of egg sharing at the first consultation; copies of appropriate donor
screening test results, completed donor consent forms and HFEA donor registration
forms. It was noted that the HFEA donor registration form, was dated December
2011. The completion of this form appeared to pre-date the first consultation and the
senior nurse commented that the date was entered on the form in error. The donor
registration form was not submitted to the HFEA until July 2012.
9. The second patient whose records were reviewed had undergone three NHS funded
cycles of IVF. In her first treatment cycle in early 2012, 25 eggs were collected and
the laboratory sheet recorded that 12 eggs were used for the patient’s own treatment
with the rest frozen for donation. At the time of this treatment the patient’s records
showed no evidence of donor screening having been undertaken or of consent to
donation having been obtained, although a completed HFEA donor registration was
present in the records which predated egg collection. No information about the
donation and use of the donated eggs was submitted to the HFEA register at the
time of treatment. The PR reported that these eggs were frozen and were
subsequently used by a recipient in 2013.
10. Despite there being eggs in store from her first cycle of stimulation the patient
underwent a further two fresh IVF cycles, one of which was abandoned (due to poor
response according to HFEA register data) and one where 30 eggs were collected
and 20 were shared with two recipients. The patient’s records contained copies of
appropriate donor screening test result donor consent forms and HFEA donor
registration forms which were completed prior to the second egg collection. As with
the records of the first patient, the HFEA donor registration, while dated January
2012, was not submitted to HFEA until September 2012, after the second donation
cycle was complete.
11. The allocation of eggs for donation without consent being in place and before
completion of appropriate donor screening is not suitable practice and may
constitute a breach of the 1990 Human Fertilisation and Embryology Act (as
amended), Schedule 3, paragraph 5 (1) and SLC T52, T57 and T58 (see
recommendation 1 in the table below).
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12. In the course of this visit, Mr Adeghe was advised that an allegation had been made
that a patient had been asked to give consent to donate some of her eggs after
undergoing an egg collection procedure under conscious sedation. Mr Adeghe
responded that he had done this on occasion. He explained that he did this so that
the patient could make a decision on sharing only when it was clear that she had
sufficient eggs to share. Mr Adeghe later clarified that he had only taken consent
after egg collection under conscious sedation on one occasion.
13. The Executive is concerned that consent taken after egg collection under conscious
sedation may not be effective and that taking consent after administration of
sedation is an unsuitable practice and represents a breach of SLC T2.
14. In the course of discussions about the completion of consent forms the centre’s
senior nurse commented that she is sometimes required to assist patients in
completing consent forms, particularly where the patient’s first language is not
English. This is potentially non-compliant with SLC T59 and does not reflect GMC
Best Practice Guidelines 2 on communicating effectively (see recommendation 2
below). It is noted that the centre’s own consent audit identified the need for an
appropriate interpreter to be available.
15. It was noted by the Executive that in the anonymised complaint provided to the
HFEA by the GMC, the complainant’s partner was donating eggs whilst undergoing
her own cycle of NHS funded treatment; defined by the HFEA as “egg sharing”. Egg
sharing is usually undertaken by women choosing to share their eggs in order to
receive a benefit in kind (commonly a reduction in treatment cost). The potentially
negative impact of egg sharing on the sharers likelihood of achieving a pregnancy is
usually off set by the benefit in kind provided to the egg sharer. Where patients are
receiving full NHS funding for their treatment cycle, there is no financial or treatment
benefit in kind.
16. There is concern that patients consenting to share their eggs in the course of NHS
funded treatment at St Jude’s hospital have not been fully informed regarding the
potential impact of sharing on the outcome of their own treatment. Patient
information on egg sharing used by the centre only references egg sharing in terms
of treatments that will provide the sharer with a benefit in kind. This is a breach of
SLC T58 (see recommendation 4 in the table below)

2

http://www.gmc-uk.org/guidance/good_medical_practice/communicate_effectively.asp
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Areas of practice requiring further action
This report sets out matters which the Executive considers require action, the actions required and the timeframes for satisfactory
submission of evidence of implementation, if consideration is to be given to submitting the inspection report before a licence
committee with an alternative recommendation to that which currently stands.

►

Critical area of non compliance
A critical area of non-compliance is an area of practice which poses a significant risk of causing harm to a patient, donor,
embryo or to a child who may be born as a result of treatment services, or a significant shortcoming from the statutory
requirements. A critical area of non-compliance requires immediate action to be taken by the Person Responsible.

Area of practice and reference

Action required and timescale for action

1. In one set of patient records evidence
was seen that eggs were allocated for
donation and placed into storage without
effective consent to donation being in
place or appropriate donor screening
having been completed.

The PR should undertake a review of procedures for
obtaining consent to donation and donor screening.
A summary report of that review documenting
corrective actions (if required) and timescales for
their implementation should be provided to the
HFEA by 3 March 2014.

This practice is not considered suitable
(SLC T2) and is a potential breach of
The 1990 Human Fertilisation and
Embryology Act (as amended), Schedule
3, paragraph 5 (1) and SLC T52, T57
and T58.

An audit of the records of consent and donor
screening for all patients who donate eggs between
4 February and 4 August 2013 should be completed
and a summary report provided to the HFEA by
September 2014.

2. The Executive is concerned that consent

Following the inspection, the PR was asked to

PR
Response

Executive
Review

The PR
22
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taken after egg collection under
conscious sedation may not be effective.

provide immediate written confirmation that this
practice would not be undertaken in future.

This practice is not considered suitable
(SLC T2) and is a breach of The 1990
Human Fertilisation and Embryology Act
(as amended), Schedule 3, paragraph 5
(1).

The PR should seek his own legal advice on the
implications for the patient of their consent to
donation being ineffective. A summary report of the
advice, recommended actions and a timescale for
their implementation should be provided to the
HFEA as soon as it is available.

provided the
requested
written
assurance.
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►

Major areas of non-compliance
A major area of non-compliance is a non-critical area of non-compliance:
• which poses an indirect risk to the safety of a patient, donor, embryo or to a child who may be born as a result of
treatment services
• which indicates a major shortcoming from the statutory requirements;
• which indicates a failure of the Person Responsible to carry out his legal duties
• a combination of several “other” areas of non-compliance, none of which on their own may be major but which
together may represent a major area of non-compliance.

Area of practice and
reference
3. HFEA has identified that some treatments
undertaken by the centre may not have been
reported to the HFEA and that there may have
been errors in other treatments that were
reported.
This is non-compliant with the requirements of
Directions 0005.
4. There is concern that patients consenting to
share their eggs in the course of NHS funded
treatment at St Jude’s hospital have not been
fully informed regarding the potential impact of
sharing on the outcome of their own treatment.
Patient information on egg sharing used by the
centre only references egg sharing in terms of
treatments that will provide the sharer with a
benefit in kind.
In the course of discussions about the
completion of consent forms the centre’s senior
nurse commented that she is sometimes
required to assist patients in completing consent

Action required and timescale for action

PR
Response

Executive
Review

The HFEA will liaise with the PR to investigate the
reasons for the anomalies between treatment
information reported to the NHS funding body and
the HFEA register.

The PR should seek the opinion of an
independent, appropriately qualified and
experienced clinician to review the centre’s
practice of allowing women undergoing NHS
funded treatment to share eggs. The timescales
for completion of the review and submission of a
summary report, including any changes of
practice and the timescale for their
implementation, to be agreed with the HFEA
Executive.
The PR should also undertake a review of the
centre’s information for egg sharers to ensure that
those undergoing NHS treatment and agreeing to
24
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forms, particularly where the patient’s first
language is not English. Further comment made
that ‘the patient had signed using her family
name, her English is really not very good’
specifically related to the consent records for
one egg share patient reviewed during the on
site visit. The HFEA has received no complaints
or information to suggest that this practice has
caused a problem but it appears not to
demonstrate GMC Best Practice Guidelines3 on
communicating effectively to ensure that patients
are providing fully informed consent.

share their eggs are fully informed that they will
not receive any financial benefit and that the
sharing of eggs may have a negative impact on
their chances of achieving a pregnancy. A
summary report of that review and a copy of
information revised as a result of the review
should be provided to the HFEA by 3 March
2014.

This is a breach of SLC T58 and T59 and there
is concern that this may constitute unsuitable
practice (SLC T2).
Reponses from the Person Responsible to this update report

3

http://www.gmc-uk.org/guidance/good_medical_practice/communicate_effectively.asp
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