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

14 July 2011
Interim inspection of treatment and storage
licence
7 hours
Gill Walsh
Paul Knaggs

Inspection details:
The report covers the pre-inspection analysis, the visit and information received from the
centre between 9 July 2009 and 9 September 2011.
Date of Executive Licensing Panel: 23 September 2011
Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the Human
Fertilisation and Embryology (HF&E) Act 1990 (as amended), the Human Fertilisation and
Embryology (HF&E) Act 2008 and the Code of Practice, to ensure that centres are
providing a quality service for patients. The report summarises the findings of the licence
interim inspection highlighting areas of good practice, as well as areas where further
improvement is required to improve patient services and meet regulatory requirements. It is
primarily written for the Authority’s Executive Licensing Panel which makes the decision
about the continuation of the centre’s licence.

Centre details
Centre Name
Centre Number
Licence Number
Centre Address

Person Responsible
Licence Holder
Date Licence issued
Licence expiry date
Additional conditions
applied to this licence

Gateshead Fertility Unit
0170
L0170/10/b
Jubilee Wing
Queen Elizabeth Hospital
Sherriff Hill
Gateshead
NE9 6SX
Mr Ian Aird
Gateshead Health NHS Foundation Trust
01/10/2009
31/12/2013
None
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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
The centre is located within the Jubilee Wing of the Queen Elizabeth Hospital, Gateshead
which is part of Gateshead Health NHS Foundation Trust. The centre has been licensed
by the HFEA since 1996 and offers a full range of assisted conception therapies and the
storage of gametes and embryos to both NHS and self funding patients and their partners.
Mr Iain Aird has been Person Responsible (PR) for the centre since 1998 and successfully
completed the HFEA PR entry programme when it was introduced in 2007.
Activities of the Centre:

Type of treatment
In vitro fertilisation (IVF)
Intracytoplasmic sperm injection (ICSI)
Frozen embryo transfer (FET)
Intra uterine insemination IUI (partner)
Intra uterine insemination IUI (donor)
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos

Number of treatment cycles
for the period 1 Jan 2010
and 31 Dec 2010 *
194
155
113
70
0
9 or Not applicable (N/A)
9
9
9
N/A

Research
Outcomes*

For IVF/ICSI, DI and FET, HFEA held register data for the period 1 January 2007 – 31
December 2009 show the centre’s success rates are consistent with national averages across
all age ranges treated.
For the year 2010 the centre reported 70 cycles of partner IUI resulting in six pregnancies.
This equates to an 8.6% pregnancy rate overall which is also consistent with national
averages across all age ranges treated.
*The data in the Register may be subject to change as errors are notified to us by clinics, or picked up
through our quality management systems.

3
Doc name: Treatment and storage interim report
Doc reference: 0179 July 2011

Version: 2.1

88

Summary for licensing decision
In considering overall compliance, the inspection team considers that they have sufficient
information drawn from documentation submitted by the centre prior to inspection and from
observations and interviews conducted during the inspection visit to draw a conclusion on
the continuation of the centre’s licence.
The Executive Licensing Panel is asked to note that at the time of the inspection there were a
number of areas of practice that required improvement, including four other areas of noncompliance or areas of poor practice.
Since the inspection visit the PR has given a commitment to fully implement the following
recommendations:
Other areas of practice that require improvement:
The PR should ensure that:
• there are procedures in place to ensure that should a woman withdraw or vary her
consent to a nominated second parent being the legal parent of any child born, that
person be informed of the change in writing
• staff training and the assessment of staff competence to conduct assigned activities is
demonstrable and documented as detailed in this report
• quality indicators or objectives for the submission of data to the HFEA are established
and monitored
• key procedures as specified in this report are audited against approved protocols,
regulatory requirements and quality indicators
Recommendation to the Executive Licensing Panel
The inspection team considers that, overall there is sufficient information available to
recommend the continuation of this centre’s licence without additional conditions. In making
this recommendation it is noted that the PR has responded to all recommendations made in
this inspection report and has given a commitment to fully implement them.
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Details of Inspection findings
1.

Focus of inspections for 2010-12

Providing information to patients in relation to costed treatment plans and
parenthood
What the centre does well.
Costed treatment plans
Self funding patients and their partners are provided with a detailed costed treatment plan
prior to treatment (CoP Guidance 4.3).
Patients have an initial consultation with a clinician to determine their treatment pathway
from which a comprehensive costed treatment plan is drawn up a copy of which is provided
to the patient (and partner). Both the patient and partner, where applicable, sign the plan
to say that the projected costs have been discussed and understood prior to treatment
commencing. This is then retained with the patient’s record for reference. An example
seen on inspection was considered to be clear and easily understood.
Legal Parenthood
From discussions with the senior nurse and from documentation seen, the inspectors
conclude that patients and their partners having treatment with donor gametes or embryos,
who are not married or in a civil partnership, are fully informed verbally and in writing about
current parenthood laws prior to treatment commencing. (Standard licence condition T60)
Information to direct the provision of information regarding legal parenthood was seen to
be embedded in the centre’s standard operating procedure (SOP) for information to be
provided to patients prior to consent to treatment or donation.
Information to direct the consent process for legal parenthood was seen to be embedded
into the SOP for seeking consent prior to treatment. (Standard licence condition T33(b))
This SOP was seen to include actions and responsibilities of the centre in the event that
consent to parenthood by the nominated second parent is withdrawn to prevent any
woman being treated prior to being informed of the change. (Standard licence condition
T64(b))
One couple’s notes were reviewed on inspection and all appropriate consents to treatment
and legal parenthood were seen to be in place. A checklist confirming that all relevant
information and consents are in place prior to treatment (including legal parenthood where
applicable) was also seen in this couple’s record.
The centre has established procedures to ensure that treatment is not provided where a
person who has consented to be the second parent of a child born has withdrawn their
consent to parenthood before the woman being treated has been advised of the withdrawal
of consent. (Standard licence condition T64(b))
What they could do better.
The centre has not established procedures to ensure that if a woman withdraws her
consent to her nominated second parent being treated as the legal parent, or consents to a
different person being the legal parent of any child resulting from treatment, the original
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nominated second parent is notified in writing of this. (Standard licence condition T65)

Consent - particularly consent to disclosure to researchers and consent to storage
What the centre does well.
Consent to disclosure of information to researchers
The centre seeks patient consent to identifying information from the HFEA register being
disclosed to researchers.
Centre staff explained that patients are provided with information about the disclosure of
their information held on the HFEA register by researchers. The HFEA consent to
disclosure consent form is explained in detail during the patient’s first consultation.
An audit of five patient consent forms to identifying information from the HFEA register
being disclosed to researchers held in patient records at the centre against that recorded
on the HFEA register was performed on inspection and no discrepancies were noted.
Consent to storage
Discussion with staff and documents, including a SOP, patient checklists and consents in
patient records seen on inspection confirmed to the inspectors that the centre has valid
consent in place for all cryopreserved gametes and embryos currently in store. (Act
Schedule 3, 8 (1, 2).
The centre last conducted a full audit of consents held against material stored against in
2010 in which the audit findings and any corrective actions were documented. (Standard
licence condition T36)
A sample number of three sets of patient consent to storage records were audited against
laboratory records of the consent for embryos held in storage at the centre. No
discrepancies were found in each case.
Staff asked stated that there are no embryos currently stored under the ‘cooling off’
provision but that measures are in place to direct this process in this eventuality.
Documented competence assessment records were seen on inspection for staff to seek
consent and reported that following supervision and assessment, competence is
documented in their training record. (Standard licence condition T15(a))
The identity of the person giving consent is verified when consent is provided against a
copy of the patient / donor / partner photo ID retained in the patient’s medical record and
again when procedures are carried out, evidence of which was seen in patient record
consent check lists.
What they could do better.
Nothing noted on inspection.
Multiple births
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The centre’s multiple pregnancy rate for 2008/2009 was 24% with an elective single
embryo transfer rate of 14% for the same time period 1 .
What the centre does well.
The multiple pregnancy rate is not different from the HFEA 2008/2009 multiple pregnancy
rate target of no greater than 30% 2 at a statistically significant level.
The PR has provided sufficient evidence to demonstrate compliance with HFEA Directions
0003 in that:
• they were able to describe their progress towards reducing their multiple pregnancy
rates and subsequent multiple birth rates;
• staff at the centre have audited their strategy and protocols as part of the quality
management audit programme;
• the centre has maintained a log of women receiving double and triple embryo
transfers who meet the criteria for single embryo transfer;
• the centre has maintained a log which indicates the reasons for variation from the
single embryo transfer policy and outcomes which are also recorded in the patients
records. (Directions 0003).
In compliance with Directions 0003, the centre has a documented record of its multiple
birth minimisation strategy (MBMS), including how the centre identifies suitable cases for
eSET. This includes criteria in relation to patient selection and embryo assessment
(Directions 0003, 5(a)).
Centre staff confirmed that evaluation of the progress and effectiveness of the MBMS is
monitored monthly and reviewed at team meetings. The centre conducted a detailed audit
to assess the quality of the documentation retained in patient notes regarding the
implementation of eSET criteria across their patient cohort for the period January 2010 to
May 2011 The report findings, analysis and resulting recommendation were documented.
All patients are recommended to attend one of the regular information sharing evenings
prior to treatment commencing. From discussions and documentation seen, patients are
given clear and comprehensive information both verbally and in writing regarding the risks
of multiple pregnancy and birth to both the mother and any children born both at the
information evenings and throughout the treatment pathway. Staff demonstrated a strong
commitment to the provision of information about the risks of multiple birth and a patient’s
suitability for eSET. Patients are given the opportunity to discuss eSET when the
treatment pathway is determined and a checklist is used by staff throughout this pathway
to confirm that appropriate information has been given and understood by the patient.
The centre has agreed a local policy to transfer no more than one embryo to all patients
who meet the basic criteria for eSET undergoing their first fresh cycle of IVF.
1

This data was extracted from the HFEA’s Register data as at 23/06/2010. At this time the HFEA had
performed a preliminary validation process in which centres were asked to confirm the accuracy of
information on treatment cycles carried out up to and including 30/06/2009 for pregnancy outcomes and
30/06/2008 for live birth outcomes. Some of the information used in this analysis may be subject to change..
2

A multiple pregnancy rate of 30% has been calculated as likely to be equivalent to a 24% multiple birth rate.
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What they could do better.
Nothing noted on inspection.

Validation of critical equipment and processes
What the centre does well.
Evidence was provided on inspection to confirm that all critical equipment has been
validated. (Standard licence condition T 24) Equipment validation records for several
pieces of key equipment were randomly selected for review and demonstrated
comprehensive documentation including maintenance / calibration and parameter
monitoring and risk assessments. The embryologist confirmed that equipment is
revalidated following repair. Revalidation documentation following repair and recalibration
of a CO2 sensor for in an incubator was reviewed and confirmed this. (Standard licence
condition T25)
Comprehensive documented evidence was also made available for review on inspection
which confirmed that the centre has validated either clinical and laboratory procedures and
processes. Validation was seen to be based on the findings of published data,
professional body published guidelines and the centre’s own data. (Standard licence
condition T72). It was noted that a section has been added to the bottom of each SOP
reviewed on inspection which details the validation rationale for that particular process or
procedure. Randomly selected evidence of validation was reviewed on inspection for
gamete and embryo storage, ICSI, IVF, semen preparation, oocyte retrieval and embryo
transfer, all of which were considered to be clear, well referenced and current.
What they could do better.
Nothing noted on inspection.

Witnessing
What the centre does well.
Discussions with staff and documentation confirmed that patients and their samples are
positively identified contemporaneously by two members of staff at all critical points of the
clinical and laboratory process. A record of both the manual and electronic identification
witnessing conducted is retained within the individual’s medical record. This was confirmed
by an audit of five sets of patient records randomly selected on inspection. The audited
notes comprised two entirely manual identification and witnessing processes and three
incorporating electronic witnessing. All required witnessing steps, including the name,
status and signature of each witness and the time at which the process was witnessed if
conducted manually, was recorded appropriately in all cases. (Standard licence condition
T71)
The centre has a SOP in place which incorporates all elements of the manual and
electronic witnessing process required by standard licence condition T71 and included the
validation rationale. (Standard licence condition T33(b))
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Staff asked were able to demonstrate that quality indicators for witnessing processes have
been established and are monitored. The results of monitoring feed into the rolling
witnessing audit. (Standard licence condition T35) The most recent full audit of witnessing
procedures conducted earlier this year was seen on inspection. The audit findings,
analysis and resulting corrective actions were documented within the audit report. Staff
confirmed that corrective actions have been implemented. (Standard licence condition T36)
Staff were able to provide evidence of the assessment of their competence to conduct
witnessing procedures which were seen to be documented in their training files. (Standard
licence condition T15(a))
What they could do better.
Nothing noted on inspection.

Gamete and embryo donation – reimbursement, information provision and
screening
What the centre does well.
The centre does not recruit egg sharers, egg donors or sperm donors. Where required,
appropriately screened and quarantined donor sperm is brought in from an external sperm
bank. The centre provides outcome information to the originating sperm bank to inform the
donor if required.
The centre was able to demonstrate that measures are in place to assure themselves that
sperm provided by the third party sperm bank meets the requirements of Directions 0001
and 0006.
What they could do better.
Nothing noted on inspection.

Welfare of the Child (in relation to basic partner treatment services only)
What the centre does well.
This centre conducts full IVF treatment therefore Welfare of the Child assessment in the
context of basic partner services only does not apply.
What they could do better.
Embryo testing (if applicable)
What the centre does well.
This centre does not conduct embryo testing.
What they could do better.
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2.

Changes / improvements since the previous inspection on 9 July

2009

Area for improvement

Action required

Action taken as evidenced
during this inspection

The average time for
payment of fees to the HFEA
was 50 days which
exceeded the HFEA
financial terms for payment
within 28 days.

The PR was required to take
steps to ensure the payment
of fees in a timely manner in
according with (then) licence
conditions.

No further action required.
The finance department of
the HFEA report that the for
the financial year to date, the
centre have taken an
average of 28 days to pay
invoices and at the time of
reporting, have no
outstanding invoices due.

Two third party agreements
reviewed on inspection were
seen to be beyond their
review date and therefore no
longer valid.

The PR should ensure all
required third party
agreement are in place and
have been reviewed within
date and are valid.

No further action required.
Confirmation was given by
the PR that this had been
completed following the last
inspection and the SAQ
submitted in June 2010
stated that all third party
agreement had been
reviewed. This was
confirmed on inspection. A
random sample of three third
party agreements seen
further confirmed this.

A number of controlled
documents seen on
inspection had not been
reviewed within the required
time frame.

The PR should ensure that
effective document control
measures are practised and
that controlled documents
should be reviewed in a
timely manner.

No further action. Controlled
documents seen on
inspection were seen to
have been reviewed within
appropriate timeframes.

Documented assessment of
competence was
outstanding for a number of
staff for key activities.

The PR should ensure that
assessments are performed
and documented.

No further action required.
The PR reported that
following this inspection
documented competence
assessment of nursing staff
to conduct clinical
procedures had been
completed and was ongoing
for laboratory staff. This,
and completion of laboratory
staff competence
10
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Area for improvement

Action required

Action taken as evidenced
during this inspection
assessments was confirmed
on inspection in records
seen for medical, nursing
and laboratory staff.

The counsellor expressed
concern that the room in
which counselling was
offered was not suitable for
the purpose.

The PR should review the
current situation to consider
whether the facilities were
compliant with requirement
to ensure the privacy and
dignity of those seeking or
undergoing treatment.

No further action required.
This matter has been
resolved by relocating the
counselling room to a room
within the body of the centre.
The room currently used by
the counsellor was seen on
inspection and was
considered by the inspection
team to be private, clean,
comfortable and suitable for
conducting counselling
sessions.

Not all critical clinical and
laboratory processes had
been validated.

Critical procedures and
processes should be
validated.

No further action required.
Evidence of comprehensive
validation was available on
inspection. Please see
theme section of this report
for details.
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3.

Areas of concern

The analysis of the centre’s self assessment questionnaire and the information the centre has submitted to the HFEA e.g. staff
changes and the treatment cycles carried out at the centre, have identified that the following areas needed to be looked during the
inspection visit to this centre.
Area of concern

Inspection findings

Assessment of whether the findings
meet the requirement or whether any
further action is required

From pre inspection analysis of a cusum
plot reflecting clinical pregnancy rates for
frozen embryo transfer cycles for the
period February 2010 to January 2011 for
patients aged 16 to 39 indicated that the
centre’s results were falling marginally
below national average.

This was discussed with the senior
embryologist on inspection and it was felt
that this may be as a result of the centre’s
conservative embryo thaw policy in that
only the number of embryos to be
transferred will be thawed.

No further action required at this time.
This and other risk indicators will be
reviewed as part of the ongoing
monitoring process.

GN 3 Counselling
1.4 Has your centre assessed how far
counselling procedures comply with the
approved protocols. Regulatory
requirements and quality indicators in the
last two years? SAQ = no

The centre has not audited their
counselling procedures within the last two
years.

Further action required.

GN 4 Provision of information
1.5 Has you centre audited how far your
procedures for the provision of
information comply with approved
protocols, regulatory requirement and

Further action required.
The centre has not audited their
processes for the provision of information
within the last two years.The senior nurse
was able to demonstrate that a
12
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Area of concern

Inspection findings

quality indicators in the last two years?
SAQ = no

comprehensive template document has
been developed to record the
assessment of competence of relevant
staff who provide information to patients
prior to consent but no competed
assessments were available to seen on
the day of inspection.

1.5 Can relevant staff provide
documented evidence of their
competence to provide information to
those consenting to treatment? SAQ = no

Assessment of whether the findings
meet the requirement or whether any
further action is required

Further action is required.

GN 5 Consent
1.5 Can relevant staff provide
documented evidence of their
competence to take consent? SAQ = 2

The senior nurse was able to provide a
number of documents to view which
demonstrated documented assessment
of training and competence to seek
consent for relevant staff members.
Documents available included trust
consent training records and evidence of
local HFEA consent training records for
four members of clinical staff and two
members of the nursing team.

No further action required.

GN 8 Welfare of the Child
1.5 Can staff provided documented
evidence of the assessment of their
competence to carry out welfare of the
child assessment? SAQ = no

The senior nurse was able to
demonstrate that a comprehensive
template document has been developed
to record the assessment of competence
of relevant staff who conduct welfare of
the child assessment but no competed
assessments were available to seen on

Further action required.
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Area of concern

Inspection findings

Assessment of whether the findings
meet the requirement or whether any
further action is required

the day of inspection.
GN 17 Storage of gametes and embryos
1.5 Can all relevant staff provide
documented evidence of the assessment
of their competence in storing
cryopreserved material? SAQ = 2

The senior embryologist was able to
provided completed competence
assessments to view on the day of
inspection for all staff conducting storage
procedures.

No further action required.

GN 19 Traceability
1.6 Can all relevant staff provide
documented evidence of the assessment
of training in traceability procedures?
SAQ = No

All staff with responsibility for ensuring
the traceability of gametes, embryos and
materials are required to sign a record to
confirm that they have read and
understood the centre’s SOP for
traceability,. The scientific inspector was
able to observe traceability practice
during one egg collection procedure.

No further action required.

GN 26 Equipment and materials
1.5.1 Do the documented procedures for
the operation of all critical equipment
outline what to do if the equipment
malfunctions or fails? SAQ = 2

Instruction manuals and SOPs of the use
of all critical equipment were seen on
inspection. SOPs included actions to be
taken in the event of malfunction or
failure.

No further action required.

1.7 Is equipment with a critical measuring
function calibrated against a traceable
standard if available? SAQ = 2

Service records for key equipment which
included detail of calibration against
accepted industry standards were seen

No further action required.
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Area of concern

Inspection findings

Assessment of whether the findings
meet the requirement or whether any
further action is required

on inspection.
GN 30
Confidentiality and privacy
Further action required.
The centre has not yet completed the
1.3 In the last two years has your centre
audited how far procedures to ensure that current audit of confidentiality procedures.
all information is kept confidential comply
with approved protocols, regulatory
requirements and quality indicators?
1.4 Can relevant staff provide
documented evidence of having received
training in maintaining confidentiality?
SAQ = 4

1.7 Does the SOP document the systems
in place for establishing and maintaining
procedures to resolve all data
discrepancies? SAQ = no

The senior nurse was able to
Further action required.
demonstrate that a template document
has been developed to record the
assessment of competence of all staff in
maintaining confidentiality but no
competed assessments were available on
the day of inspection.
The SOP for document control and the
centre’s records management policy were No further action required.
available for review on inspection and
were seen to include actions to be taken
in the event of a data discrepancy being
notes.
15
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Area of concern

Inspection findings

Assessment of whether the findings
meet the requirement or whether any
further action is required

GN 31 Record keeping and document
control
1.2 Has your centre established quality
indicators relevant to the submission of
data to the HFEA? SAQ = 3

The centre has not established quality
indicators relevant to the submission of
data to the HFEA.

Further action required.

1.3 In the last two years, has your centre
audited how far procedures for the
submission of data to the HFEA comply
with approved protocols, regulatory
requirements and quality indicators?
SAQ = no

The centre has not audited their
procedures for the submission of data to
the HFEA with the last two years.

1.4 Can relevant staff provide
documented evidence of having received
training in submitting data to the HFEA?
SAQ = 3

Staff asked were able to provided
documented record of their training in the
submission of information and data and
the correction of errors to the HFEA.

1.5 Does the centre have a documented
control procedure that records the history
of document reviews and ensures that
only current versions of documents are in
use? SAQ = 2

The senior nurse was able to provide the
centres document control and records
management SOP to view on inspection
which directs the control and release of
version controlled authorised documents.
Controlled documents seen on inspection

Further action required.

No further action required.

No further action required.
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Area of concern

Inspection findings

Assessment of whether the findings
meet the requirement or whether any
further action is required

were seen to be version controlled,
appropriated reviewed and authorised for
release.
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Areas of practice that require the attention of the Person Responsible
The section sets out matters which the Inspection Team considers may constitute areas of non compliance. These have been
classified into critical, major and others. Each area of non-compliance is referenced to the relevant sections of the Acts,
Regulations, Standard Licence Conditions, Directions or the Code of Practice, and the recommended improvement actions require
are given as well as the timescales in which these improvements should be carried out.

►

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

Area of practice and
reference
None

►

Action required and
timescale for action

PR Response

Executive Review

Major area of non compliance
A major area of non compliance is a non critical area of non compliance:
•
which poses an indirect risk to the safety of a patient, donor, embryo or to a child who may be born as a result of
treatment services
•
which indicates a major shortcoming from the statutory requirements;
•
which indicates a failure of the Person Responsible to carry out his/her legal duties
•
a combination of several “other” areas of non-compliance, none of which on their own may be major but which
together may represent a major area of non compliance.
18
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Area of practice and
reference
None

►

Action required and
timescale for action

PR Response

Executive Review

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

Area of practice and
reference
The centre does not have
procedures in place to ensure
that if a woman withdraws her
consent to her nominated
second parent, or consents to
a different person being the
legal parent of any child
resulting from treatment, the
PR must notify the original
nominated second parent of
this change in writing.
(Standard licence condition
T65)
The centre cannot
demonstrate documented staff
training or the assessment of

Action required and
timescale for action
The PR should ensure that
measures are put in place to
manage this eventuality in
compliance with standard
licence condition T65.

PR Response

Executive Review

Patient information leaflets and
Standard Operating
Procedures relating to legal
parenthood to be amended
appropriately.

The PRs commitment to
implement the
recommendation is noted. Full
implementation of the
recommendation will be
monitored.

Appropriate competencies to
be developed and training to
be included in induction

The PRs commitment to
implement the
recommendation is noted. Full

This should be complete by 14
October 2011.

The PR should ensure that
training and the assessment of
staff competence in all key
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Area of practice and
reference
competence in the following
areas:
• Provision of information
• Welfare of the child
assessment
• Confidentiality procedures
and processes
(Standard licence condition
T15(a)).

Action required and
timescale for action
areas, including those areas
noted during this inspection
are documented and
demonstrable. This should be
completed by 14 January
2012.

PR Response

Executive Review

process for all staff.
Audit relating to confidentiality
to be carried out

implementation of the
recommendation will be
monitored.

The centre has not established
quality indicators or objectives
for the submission of data to
the HFEA. (Standard licence
condition T35)

Quality indicators should be
established and monitoring
commence by 14 January
2012.

Continuous audit to be
developed to ensure
information submitted to HFEA
in required time frames

The PRs commitment to
implement the
recommendation is noted. Full
implementation of the
recommendation will be
monitored.

The centre has not audited
their procedures and process
in the following areas against
approved protocols, regulatory
requirements and quality
indicators in the last two years:
• Counselling
• Provision of information
prior to consent
• Confidentiality and privacy

The centre should ensure that
these procedures and
processes are audited and the
results and recommended
actions resulting from these
audits are documented by 14
January 2012.

Unit counsellor informed of
requirement for audit relating
to counselling.
Quality management
programme to include audits
on areas relating to;

The PRs commitment to
implement the
recommendation is noted. Full
implementation of the
recommendation will be
monitored.

1. Provision of information
2. Confidentiality and
privacy (see above)
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Area of practice and
reference
• Submission of data to the
HFEA

Action required and
timescale for action

PR Response

Executive Review

3. Submission of data to
HFEA (see above)

Additional information from the Person Responsible
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