
 

Chief Executive's introduction

HFEA Code of Practice 9th edition

Dear colleagues,

We want to hear your views on the changes we are making to the HFEA Code of Practice. The purpose of
the new edition is to provide all staff at licensed clinics with a clear and up-to-date reference point about
the HFEA’s expectations in relation to interpreting the law that governs all our work.

We published the last edition of the code in 2009 and have been producing regular updates since then.
This new edition includes some wide-ranging revisions, particularly in the areas of support for patients and
leadership in relation to patient care and clinic activities. It also brings the code up to date to in light of EU
Directives coming into force in Spring 2018 and anticipating the Department of Health and Social Care’s
intention to update the law in relation to surrogacy and applications for parental orders. The new edition
also incorporates all the directions given by Chair’s and Chief Executive’s letters and Clinic focus articles
since we last incorporated them comprehensively in 2015.

The focus on leadership that runs throughout the new edition is applicable to staff at licensed clinics in all
roles and we look forward to continuing to support leadership in teams to reflect their multidisciplinary
needs more widely. We are beginning with planning a new programme of engagement with persons
responsible across 2018. We will be inviting all PRs to attend a new meeting for the sector for topical
discussion with us, continuing professional development and networking, which we hope will become an
annual event helping PRs to share their good practice with their peers and to continue their work to drive
up standards across the sector as a whole.

Revising the current code has offered a welcome opportunity for us to engage with all those involved in
delivering fertility treatment and other stakeholders to develop a shared understanding of what these
changes will mean to clinical and research practice. Staff from licensed centres across the UK have shared
examples of their good practice in raising the overall standards of care and support that all patients can
expect, for which we thank them.

Given the new EU Directives that came into force in April 2018, several months earlier than the
Government had expected, some of the elements referred to in the draft code will already be in force at the
time of consultation and our detailed guidance on these will have been given separately in a Chair’s letter.
We have included the new guidance here for information only. We will, of course, seek feedback on how
effective that guidance has been in future consultations on the code once clinics have had time to work
with the new requirements.

We also ask whether there are any other important areas that we could provide guidance on that are not
included in this new edition, which we can then address in future.

Thank you to those people who have already given us your views and to those who took part in the
workshops to inform the changes set out in this consultation. The consultation period runs for six weeks
until 1 June 2018. We hope you will respond as your feedback is important.

Yours sincerely,

Peter Thompson
Chief Executive, HFEA

1

https://portal.hfea.gov.uk/knowledge-base/code-of-practice/
https://portal.hfea.gov.uk/knowledge-base/chairs-letters/3384
https://portal.hfea.gov.uk/media/1277/clinic-focus-december-2017.pdf


Background to the consultation on the Code of Practice 2018

HFEA Code of Practice 9th edition

We produce the Code of Practice to help clinics comply with the legal requirements set out in the Human
Fertilisation and Embryology Act.

To help inform the development of this draft code, we convened a Code of Practice review working group
made up of clinicians, embryologists, counsellors and nurses and other key stakeholders delivering
licensed fertility services to patients. From the outset of this work in December 2017, this group have met
to represent to us the views of the core professional audience for this new edition of the Code of Practice.

We have further engaged directly with relevant professional and regulatory bodies, patient groups and
licensed clinic representatives on relevant areas of the draft code. 

We also commissioned specific legal advice on particular issues and have discussed the relevant policy
principles and issues at Authority meetings with our board members and Chair, Sally Cheshire, who also
outlined some of this work at our recent annual conference.

One of the most valuable approaches to us in the development of this draft code has been the open
workshops we held in early 2018. At these workshops in London, Edinburgh, Manchester and Bristol, we
sat down to talk through these proposed changes with over 100 attendees gathered from all disciplines and
working at all levels of clinical care and research practice. The discussions that arose were incredibly
valuable to us and directly informed the revised drafting in the code presented here for consultation,
changes to the relevant Directions, and our policy thinking. Thank you to all who attended those.

One of the striking outcomes of the workshops was the commonality of themes and often quite strong
consensus on the proposed direction of travel that arose. While we will take account of all views, and this
consultation forms an important part of doing that openly, we hope that the support we have heard thus far
at the workshops for principles in the new code around patient support, leadership and information
provision, including around treatment add ons, for example, reflect our ongoing efforts to build a two-way,
listening regulatory relationship, engaging with the sector well in advance of and outside of the set points
for formal public consultation.

We hope that the sections of the code that we are consulting on here set out the standards that we expect
licensed centres to meet. We welcome your comments on whether we have expressed these standards
clearly, and whether the proposed regulatory approach will allow centres to follow our guidance.

The new code will look similar to previous codes in format and we hope that licensed centres will continue
to find the familiar format easy to use. For improved ease of use of the code online, we will be taking steps
to help centres with searching the code via our website and Clinic Portal.

The consultation runs from 23 April to 1 June and is available to comment online at Survey Monkey.

View the full draft of the 9th edition Code of Practice.

To contact us about the consultation, or any other aspect of our work, please email
enquiriesteam@hfea.gov.uk.
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This survey will guide you through several areas of guidance that have been reviewed as part of this new
edition. We have included excerpts of the draft code throughout to enable you to answer questions and
comment. Highlighted text draws your attention to an area of the guidance that has been amended or
added. Where extracts from the code are not highlighted, this is all new text.
 
The areas of guidance we are amending are:

leadership
patient support
information provision to patients
extension of storage
consent
screening
egg sharing
ovarian hyperstimulation syndrome
surrogacy
general data protection regulation.

For information:
import and export of gametes and embryos
single European code
other amendments including:

data submission
QMS
minor consent form changes

format and usability.

You do not have to complete every question. There is space for any other comments at the end of each
section.

 

General questions

HFEA Code of Practice 9th edition

Name

Job title

Organisation

1. Personal details*
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Good leadership improves patient care. It therefore follows that if we are to ensure that all fertility patients
receive high quality care, we need to set a regulatory framework which encourages good leadership. The
proposed changes to the code below are designed to do just that, but they will not alone bring about the
general improvement in leadership in the sector that we wish to see. We will also be looking at the training
and support we can provide to persons responsible (PRs) in particular.

Guidance notes 1 and 2 set out our policy requirements of the PR, the Licence Holder (LH) and staff within
centres. In previous editions of the code those requirements have been fairly narrowly focussed on the
relationship between the PR and the LH (see HFEA guidance note 1: 1.1 and 1.2 below), the qualifications
of the PR (1.3 and 1.4 below), the awareness and understanding of the legal obligations involved (1.6(a)
below), and the need to participate in the various regulatory processes in place (1.6(b) and (c)).
Requirements relating to the management of staff, their professional registration, training and other matters
is set out in guidance note 2.

We want to be more ambitious in respect of the expectations we place on PRs and other staff within
centres because we believe that improving leadership will continue to improve patient care. We propose a
number of changes to guidance note 1 to include explicit reference to leadership capability.

Being a leader can be a lonely role and we want to see evidence that the PR will have the necessary
authority and autonomy to carry out the role to the best of his/her abilities. This is particularly important
where the PR is not the sole owner of the clinic. We propose amending 1.4 to place a requirement on the
LH to provide evidence that any proposed PR will have that authority.

In a fast-moving field like fertility treatment, it is vital that PRs have an up-to-date understanding of their
policy and legal obligations. To date, we have only assessed that understanding when the PR is first
appointed. We propose amending 1.5(a) to refer to the need for all PRs to complete the PREP (person
responsible entry programme) assessment; work is underway on revising PREP so that it is suitable for
periodic refresher training and we will consult with the sector on the appropriate frequency and scope of
any such reassessment.

A well-led clinic is one where staff are involved at all levels and in future we wish to see evidence that PRs
have systems in place to ensure that staff understand their legal obligations, are competent, have access
to appropriate training and development, and can contribute to discussions and decisions about patient
care. We have introduced 1.6 (a), (b) and (c), and a new requirement in guidance note 2 at 2.3, to that
effect.

A high performing clinic is one where roles and accountabilities are clear and risks are well managed, and
where the PR is responsive to feedback whether positive or negative. We propose making explicit those
obligations by introducing a new section to guidance note at 1.7 below.
 

Leadership

HFEA Code of Practice 9th edition
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2. Do you think these new requirements clearly set out the expectations of a person responsible?

Yes

No

Unsure
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3. Any comments
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Undertaking fertility treatment can be a distressing and anxious time for patients and their partners and we
want to reduce the emotional burden. We know that emotional support for patients during their treatment is
very important to their overall experience at clinics. Our aim is to improve the emotional experience for
patients and donors and there partners, where applicable, before, during and after treatment or
donation. We want to see a cultural shift in clinics to place a greater emphasis on the emotional aspect of
patient treatment.
 
We think it is right to set clear expectations in the Code of Practice for clinics regarding the support they
provide to patients. We recognise that many clinics do an excellent job in supporting their patients, but this
is not universal. We hope to raise the standard of patient care across all clinics by proposing that every
clinic sets out a policy on patient care outlining how it will ensure patients, donors and their partners
receive appropriate psychosocial support from all staff they encounter before, during and after
treatment. We also plan to guide and help clinics to improve their patient support in the coming months,
which may include organising training workshops and publishing a patient support pathway and guidelines
to support clinics in implementing their patient support policy. 

Patient support

HFEA Code of Practice 9th edition
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New addition to guidance note 3: counselling

4. Is the proposed guidance clear about what should be included in the patient support policy?

Yes

No

Unsure

5. Can you foresee any difficulties in implementing a patient support policy in your clinic?

Yes

No

Unsure
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Amendments to guidance note 23: Quality management system

6. Any comments
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We want to ensure that patients receive good quality, unbiased information before they give consent to
treatment and/or storage. We also want to ensure that patients receive the same standard of information
for emerging or unproven treatment add ons as they do for established treatments such as IVF.

During Summer 2017 we ran a patient survey to find out how patients feel about the information they
receive before giving consent. We explored the findings from this survey during a clinic workshop held in
November 2017. 

We have redrafted guidance note 4 - Information to be provided prior to consent - with the following key
changes:

a new structure breaking down requirements into focused subheadings
explicit requirements for information relating to treatment add ons
requirements for centres to provide information about the effectiveness of treatments and treatment
add ons
strengthened guidance relating to OHSS
encouragement for centres to display their success rates ‘per embryo transferred’.

The guidance relating to information for transgender patients in guidance note 4 has not been amended as
part of this exercise so is not included in this consultation.

Information provision to patients

HFEA Code of Practice 9th edition

7. Do you think that guidance in 4.2 includes all the relevant information that should be provided to
patients about the centre?

Yes

No

Unsure

We want patients to receive clear and unbiased information about the nature of any treatments or treatment
add ons which they are offered. We also want patients to receive information about the likely effectiveness
of any proposed treatments or treatment add ons so they can make an informed decision about their
treatment options.
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8. Do you think that the requirements set out above in 4.3 (b) will be effective in ensuring that
patients receive sufficient unbiased, evidence-based information about the nature and effectiveness
of any treatment or treatment add on which they may be offered?

Yes

No

Unsure

We want to ensure that patients are informed of what to do and who to contact if they experience
symptoms of OHSS. In the draft guidance we have focussed on the outcome rather than setting out exactly
how clinics should go about informing their patients.

Any other comments

9. Do you think the requirements set out in 4.4 (d) will be effective in ensuring that patients are
informed of what to do and who they should contact if experiencing symptoms of OHSS?

Yes

No

Unsure

In 2016 the Authority decided to display HFEA birth rate statistics per embryo transferred. In this update to
the Code of Practice we encourage centres to display their success rates in the same way.
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10. Do you think that the guidance provided in section 4.5 is sufficiently clear that clinics can
understand what is expected of them in terms of success rates displayed on their website or any
other material they produce?

Yes

No

Unsure

11. Any comments
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The guidance around storage of gametes and embryos is being amended to provide more clarity in respect
of:

when written consent is needed from a gamete provider
the requirement for a medical opinion for extension of storage
when to obtain patient's consent for extension of storage, and
what is not considered premature infertility.

The changes are highlighted below in yellow.

Extension of storage of gametes and embryos

HFEA Code of Practice 9th edition
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15
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12. Do you think that the changes to guidance note 17 are sufficient to provide clarity about these
legal obligations?

Yes

No

Unsure

13. Any comments
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It is important that when a patient gives consent that the clinic can assure themselves that the consent is
informed and given by the right person. We think there should be more guidance in the Code for clinics to
have processes in place to ensure consent is taken properly and is witnessed.

Consent

HFEA Code of Practice 9th edition

We propose to add an additional step to guidance note 5.11 ensure consent is taken properly:

14. Is this addition feasible for clinics to carry out to ensure consent is given by the correct
individual?

Yes

No

Unsure

Our aim is to ensure that clinics have processes in place to ensure consent is taken properly and is
witnessed appropriately, and that consent is informed and given by the right person. 

Clinics also need to be able to satisfy themselves of the evidence of legal relationships such as marriage or
civil partnership between a couple who are seeking treatment together. Clinics need a clear understanding
of such patients’ legal relationships to each other to be able to discuss consent with them appropriately,
given the implications for legal parenthood.

In paragraph 5.15 of the Code of Practice, the guidance requires that where the partner of a patient has
not visited the clinic or does not return for subsequent treatment, the clinic should take reasonable steps to
find out if they still consent to treatment. We propose to make an addition that says treatment should not
commence until the clinic is satisfied that the partner consents to the treatment.
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15. Do you think that these additions will be effective in allowing clinics to be given evidence of the
legal relationships between patients seeking treatment together as a couple in a marriage or civil
partnership?

Yes

No

Unsure

16. Do you think that this guidance will be effective in ensuring that the clinic can avoid carrying
out potentially unlawful treatment when a partner of a patient no longer consents to treatment?

Yes

No

Unsure

17. Any comments
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The guidance on egg sharing has been reviewed to address an overly informal culture in some clinics on
the provision of information to patients in relation to donation treatment and the special nature of both egg
donation and egg sharing.
 
When the Code of Practice was updated in April 2017, our guidance on egg sharing was changed to
explicitly rule out 'egg giving'. However, at 12.5 the guidance does make a provision for “exceptional
circumstances” where deferring treatment to the egg provider is appropriate. We asked our working group
and attendees at our regional workshops whether there are enough examples of what could constitute
"exceptional circumstances" for this to be useful, or whether making this provision is confusing and could
be harmfully misinterpreted.

Clinic staff felt that there are no "exceptional circumstances" where the egg provider should donate all the
eggs collected in the initial cycle. If deferring treatment to the egg provider is appropriate, egg freezing
should be offered where possible. In the very rare event that this is not possible, the centre can contact
their inspector. This is reflected in the updated guidance below.

NB: Although we are proposing removing reference in 12.5 to the situation where the number of eggs
collected is lower than is needed for a benefits in kind arrangement, this is already mentioned in 12.20 – "If
too few eggs are collected for use in a benefits in kind agreement, the woman should be given the option
of using or storing all the eggs for her own treatment, at the agreed discount."

Egg sharing

HFEA Code of Practice 9th edition

18. Do you think that this deletion is a feasible requirement?

Yes

No

Unsure

Inspection findings have suggested that we should introduce guidance on the distribution of eggs in an egg
sharing arrangement. We have introduced a requirement for centres to distribute eggs evenly between the
provider and the recipient(s) and to be clear about who will receive the additional egg if an odd number is
collected. This updated guidance can be found in 12.6, 12.22 and 12.30.
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19. Do you think that this addition is a feasible requirement?

Yes

No

Unsure

We propose that, should the gamete provider choose not to have counselling, clinics should record the
reason for refusal and discuss the implications of donation with the gamete provider. In addition, an
agreement between the clinic and the gamete provider, and between the clinic and recipient, should
confirm that the gamete provider and the recipient have received information about the treatment and
donation. 

This updated guidance can be found in 12.10, 12.19(e) and 12.27(e).
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20. Do you think that this proposal will be effective in ensuring prospective gamete providers and
recipients in a benefits in kind arrangement receive appropriate information prior to consent?

Yes

No

Unsure

21. Any comments
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Ovarian hyperstimulation syndrome (OHSS) is a potentially serious side effect which some patients develop
in reaction to the drug treatment necessary for IVF. 

To support improvements to the care and follow up of patients affected by OHSS, changes to the Code of
Practice in guidance notes 4, 15, 27 and Directions 0011 are proposed to clarify our expectations on this
issue. 

These changes aim to better inform patients about OHSS, support OHSS prevention, improve accuracy of
reporting around OHSS and to highlight the part that information sharing with local NHS hospitals could
play in this reporting.

Ovarian hyperstimulation syndrome (OHSS)

HFEA Code of Practice 9th edition

To improve accuracy of reporting around OHSS: 

All ‘severe’ and ‘critical’ cases of OHSS must be reported to the HFEA, irrespective of whether or not the
patient’s case has involved a hospital admission. This will bring our reporting requirements into line with the
criteria for assessing and classifying the severity of OHSS, as set out in the relevant RCOG Green top
guideline. Hospital admission and the length of time spent in hospital are not part of the RCOG’s
classification system and are not in themselves an indicator of severity. 

To do this, we propose to remove the text 'requires a hospital admission and' from 27.1 of the Code of
Practice, (which defines an ‘adverse incident’) and also 4 a) and 4 d) of Directions 0011 which make the
same specification. 

We will also provide a new form to help to simplify OHSS reporting to us, for use from October 2018, when
the new edition of the Code of Practice comes into force. We propose that guidance note 27.8 will mention
a requirement for centres to complete this reporting form for OHSS incidents (where there is a severity
grading of ‘severe’ or ‘critical’), within 25 working days.
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To help support good practice in OHSS management and prevention

Where appropriate, clinics’ OHSS documented procedures should cover establishing if any patients have
experienced OHSS as part of the routine follow up of patients. We propose that procedures should also be
in place to cover prevention of OHSS. This would be in addition to the current requirement for documented
procedures around the management of OHSS (where appropriate). 

To do this, we will add the requirement to specifically include ‘establishing if any patients have experienced
OHSS’, to 15.1 (h) of the Code of Practice under ‘follow up after treatment’.  Furthermore, at 15.1 (i) we
propose to add ‘prevention’ to the existing wording, that requires documented procedures for the
management of OHSS.

To support awareness around management of OHSS, and in determining of the severity of OHSS using the
grading of ‘severe’ or ‘critical’, we will add a link to the Code of Practice (under ‘Professional Guidelines’) to
the relevant 2016 RCOG guidelines: ‘Ovarian Hyperstimulation Syndrome, Management (Green-top
Guideline No. 5)’, in guidance note 27.

To support awareness around prevention of OHSS, we will add a link to the Code of Practice (under
‘Professional Guidelines’) to the relevant 2014 BFS paper: ‘British Fertility Society Policy and Practice
Committee: Prevention of Ovarian Hyperstimulation Syndrome, 2014’, in guidance note 15. 

Clinicians have told us that good quality information giving about OHSS might be able to play a part in
encouraging patients to self-report (suspected) OHSS to clinics. Our expectations in relation to informing
patients about OHSS are currently set out at guidance note 4.4.(d) of the Code of Practice. 

This states that "before treatment is offered, the centre should give the woman seeking treatment and her
partner, if applicable, information about: (d) ovarian hyperstimulation syndrome (OHSS). Any information
provided should include what the woman being treated should do and who to contact if experiencing
symptoms of OHSS."

While we do not propose to alter this wording at this stage, we note feedback from clinics that they would
welcome the sharing of good practice around appropriate information giving. In particular, more specific
guidance around how they should inform patients ‘what to do and who to contact’, or what should be
included in this information. We will carry out further work in this area, with a view to clarifying expectations
in future.

To help support appropriate clinical information sharing about the care of patients with OHSS

Within the broader aim of improving patient care, we note that accurate reporting of OHSS to the HFEA
may be improved via fertility clinics and their local hospitals establishing and maintaining close clinical
liaison. Such a relationship could help to raise awareness among local hospital staff that patients from the
local clinic may present with OHSS. Fertility clinics could also seek to establish and maintain information
and data sharing relationships with these centres.

Clinics should have in place procedures for maintaining clinical liaison with local hospitals around OHSS,
including seeking to put in place written information and data sharing agreements. Where implemented, we
would expect that these would provide that if a treating NHS team becomes aware that a fertility clinic’s
patient has been admitted with OHSS, the NHS team can share appropriate information about that episode
with the fertility clinic in a timely way. (We do appreciate that a patient may not always attend their own
local hospital, or the hospital nearest their fertility clinic, if they need to seek help in the event of OHSS,
however.)

To work towards this outcome, guidance note 15.1 (i), already requires licensed centres to have
documented procedures covering the prevention and management of ovarian hyperstimulation syndrome
where appropriate. We propose to add "including maintaining clinical relationships with local hospitals who
may treat the licensed centre’s patients for OHSS, and seeking to put in place agreements around related
appropriate information and data sharing".
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22. Do you think that taken together, these proposed changes will be effective in supporting
improvements to the care and follow up of patients affected by OHSS?

Yes

No

Unsure

23. Do you think that taken together, these proposed changes will be feasible for clinics to
implement?

Yes

No

Unsure

24. Any comments
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With surrogacy becoming more prevalent, we want to make sure that our guidance clearly sets out what
clinics should consider when treating people entering into such arrangements. We want to ensure that both
the surrogate and intended parents understand the arrangement and its implications for them, that they
are suitable candidates to enter into a surrogacy arrangement and are offered appropriate emotional
support throughout the process.

Some of the changes have been made to guidance on surrogacy in guidance notes 3, 8, 14 and 30.

Surrogacy

HFEA Code of Practice 9th edition

We have added some new points to guidance note 3, which aim to ensure that all intended parents and
surrogates receive implications counselling before entering into a surrogacy arrangement. Implications
counselling should take place three times: for the surrogate (with the intended parents not present), for the
intended parents (with the surrogate not present) and in a joint session for both the intended parents and
the surrogate.

New subheading and requirements in guidance note 3: counselling

25. Do you think that the requirements set out above in 3.7- 3.9 will be effective in ensuring that
surrogates, intended parents, and their partners, where applicable, fully understand the
implications of entering into a surrogacy arrangement and have a sufficient opportunity to ask any
questions and voice any concerns?

Yes

No

Unsure
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26. Are guidance notes 3.7-3.9 sufficiently clear about what a clinic needs to provide in terms of
implications counselling for surrogacy arrangements?

Yes

No

Unsure

We want both surrogates and intended parents considering a surrogacy arrangement to give careful
consideration to the medical, emotional, legal and practical issues involved in surrogacy, and to the
implications of surrendering the child at birth.

In addition, we have added into guidance note 8 the following guidance which more explicitly emphasises
the responsibility of the clinic to be satisfied that a surrogate is a safe and suitable candidate for surrogacy.

We want clinics to weigh up all the evidence before deciding whether to treat individuals seeking a
surrogacy arrangement and seek out further information when there is any doubt over suitability.

27. Does the new text above offer appropriate guidance to help clinics ensure that a surrogate and
intended parent are suitable to enter into an appropriate and medically safe surrogacy
arrangement?

Yes

No

Unsure

We have also added a new requirement for clinics to have in place a standard operating procedure (SOP)
for surrogacy arrangements, alongside a written protocol for decision making for deciding or refusing
treatment in the case of a surrogacy arrangement.
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28. Is the new guidance sufficiently clear about what is needed from a surrogacy SOP?

Yes

No

Unsure

Guidance note 14 relates exclusively to surrogacy arrangements. We have added in some more detail to
the guidance. We want to emphasise the special status of surrogacy arrangements due to the particular
legal risks, the emotional pressure the surrogate may feel and the number of lives which may be affected
by a surrogacy arrangement which breaks down.

29. Does this guidance do enough to protect the interests and wellbeing of surrogates and intended
parents?

Yes

No

Unsure
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30. Any comments
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Data protection law is changing on 25 May 2018, when the General Data Protection Regulation (GDPR)
will come in to force. This is the biggest reform of data protection law for decades and strengthens and
upgrades the current data protection rules.
 
While the GDPR is EU law, the UK Government has confirmed that the UK will be implementing the GDPR
in full and no immediate changes are expected post-Brexit. 

The GDPR sets a higher standard for consent to process personal data and introduces much more severe
penalties for organisations that get it wrong than under existing provisions, with fines of up to 20million
Euros or 4% of worldwide turnover. 

GDPR applies to all licensed centres (both NHS and private). All centres will need to make the necessary
changes to bring practices and procedures in line with the new requirements of the GDPR.   

GDPR is not part of our regulatory remit, but we want to make sure that clinics are alert to the upcoming
changes and know where to go for more detailed advice on what they need to do to ensure they are
complying with the new legislation. 

We are proposing some amendments to the current Code of Practice. These include small changes to
guidance notes 4, 5, 11, 25, but mainly affect guidance note 30 (confidentiality). In guidance note 30 we
have added in text to inform clinics about the new GDPR legislation and what it means for them, to
emphasise the new stricter financial penalties for getting it wrong and to to signpost them to the guidance
published by the Information Commissioner’s Office (ICO), the UK's independent body set up to uphold
information rights.
 
We have added the following to guidance note 30: confidentiality and privacy

Data protection

HFEA Code of Practice 9th edition
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31. Is the new guidance sufficiently clear?

Yes

No

32. Any comments
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The guidance on the import and export of gametes (guidance note 16) has been amended to include the
changes brought in by the new EU Directive on import. The Human Fertilisation and Embryology Act 1990
(as amended) now incorporates the requirements further to the passing of regulations through Parliament in
February 2018 (The Human Fertilisation and Embryology (Amendment) Regulations 2018). Clinics are
required to comply with the requirements for importing from outside of the EU, EEA and Gibraltar.
 
We have included the new guidance here for information only. We will, of course, seek feedback on how
effective that guidance has been in further consultations on the code once clinics have had time to work
with the new requirements.

For information: EU Directives on the import and export of gametes

HFEA Code of Practice 9th edition

Updated decision tree
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Updated interpretation of mandatory requirements

33. Any comments
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Guidance note 15 has been amended to include some guidance on the Single European Code (SEC). The
Human Fertilisation and Embryology Act 1990 (as amended) now incorporates the requirements further to
the passing of Regulations through Parliament in February 2018 (The Human Fertilisation and Embryology
(Amendment) Regulations 2018). Clinics are required to comply with the requirements.
 
Guidance note 19 has one minor addition that you should refer to guidance note 15 for details on the
Single European Code.

For information: the Single European Code

HFEA Code of Practice 9th edition
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34. Any comments
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Our changes to guidance on screening requirements (Guidance note 11) will focus on requirements relating
to Nucleic Acid Technique (NAT) testing. Licence condition T53 currently states that quarantine of donor
sperm is not required when NAT testing is used in addition to serology. However, the Code of Practice also
states that donors of gametes and embryos should be screened in accordance with current professional
body guidance which recommends that the quarantine period should still be observed when NAT testing is
used in addition to serology.

In order to provide some clarity on this matter, we held a meeting with representatives from the relevant
professional bodies and the Advisory Committee on the Safety of Blood, Tissues and Organs (SaBTO),
which advises UK ministers and health departments of the most appropriate ways to ensure the safety of
blood, cells, tissues and organs for transfusion or transplantation.

SaBTO has recently released a blood, tissue and cell donor selection criteria report and at the meeting we
held it was decided that SaBTO would produce an addendum to this report with recommendations for
gamete donor screening when NAT testing is used in addition to serology.

SaBTO is considering its recommendations and these will be incorporated into the HFEA Code of Practice
and licence conditions. It is anticipated that these recommendations will include requirements for a shorter
quarantine period for donated sperm when NAT testing is used in addition to serology, and
recommendations for NAT testing of egg donors.
 
The exact details of SaBTO’s recommendations will be added to this guidance note once they are
available. Licence condition T53 will also be amended accordingly.

For information: Screening requirements

HFEA Code of Practice 9th edition

35. Any comments
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For information: Other amendments

HFEA Code of Practice 9th edition

Consent forms
 
We are proposing some minor changes to our consent forms including:

Wording will be added to section 3.1 of the 'Your consent to the storage of your eggs or sperm' form
(GS form) informing clinics that the 'Your consent to the use of your sperm in artificial insemination'
(MGI form) will need to be completed along with the GS form if patients want to consent for their
partner to use their sperm in IUI or GIFT in the event of their death or incapacity.
The introductory page of the 'Stating your spouse or civil partner’s lack of consent' form (LC form) will
contain a bullet point explaining that patients should make sure they have been told that the purpose
of the form is to record, in their view, that their spouse and partner does not consent to their
treatment, but it does not guarantee that their spouse or partner will not be the second legal parent.
The 'Record of information before consent' will have a row for the 'Your consent to being registered
as the legal parent in the event of your death' form' (PBR form).

36. Any comments

Quality management system

We have made some changes to our guidance on the quality management system guidance (guidance
note 23) to facilitate a more cohesive understanding of incident and audit investigations in addition to the
management of risks within centres.
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37. Any comments
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Data submission

Following the launch of our new submission system, we will have a new set of expectations and
arrangements relating to good quality and timely data submission by clinics. We want to provide a
transparent framework for clinics (and for the HFEA) about those expectations.

We seek to do this first by the rules of the proposed new General Direction, backed up by modest changes
to the Code of Practice in its October 2018 update. 

General Direction 0005 sets out mandatory requirements for clinics on collecting, recording and submitting
information. The main changes to this version of the Direction are: 

To reflect the changes in the new submission system, we no longer refer to ‘forms’. Instead we refer
to ‘information types’ detailed in the data dictionary, the purpose of each information type, and the
deadline for submission.
A reduction in the period allowed for correction of submission errors from two months to four weeks.
Subtle changes in tone with more use of the word "must".
A standardisation of submission deadlines so that they are always expressed in weeks.
We no longer refer to the person responsible signing off a hard copy of their Choose a Fertility Clinic
(CaFC) data before publication as we expect that this will be done electronically via Clinic Portal.

Guidance note 32 sets out obligations and reporting requirements of centres (along with presenting
mandatory requirements from licence conditions and the act). It will be amended to reflect the changes in
the new submission system - that we no longer refer to ‘forms’; and the process by which PRs will verify
their data ahead of publication on CaFC. 

38. Any comments
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We are using the opportunity of the 9th edition to make sure that the code is fit for purpose in today’s clinic
or laboratory, by gathering feedback on its format, structure and usability. We held user testing with our
code working group and gathered further feedback on proposals in a survey and at the regional workshops.

Clinics' main frustration is with the search function on the website and Clinic Portal. We have now fixed the
broken search function on Clinic Portal and are working towards improving the searchability of the entire
code.
 
Overall, clinic staff wanted to keep the familiar format of the code with a few changes: 

making the link to Clinic Portal more prominent to encourage clinic staff onto the 'knowledge base'
where they can find all guidance and news
getting rid of the grouping of guidance notes to make them easier and quicker to find
adding in abbreviations to aid searching the code eg, for professional bodies and other organisations
reviewing our user guide to the code which explains the different types of guidance (currently in the
PDF version of the code) and including it on the portal and website versions of the code
providing more flowcharts to make it easier to explain particularly difficult guidance notes
making the Chair's and Chief Executive's letters searchable by topic instead of by year
marking Chair's and Chief Executive's letters as active or archived
fixing all broken links.

 
 

For information: format and usability

HFEA Code of Practice 9th edition

39. Any comments or suggestions
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	Chief Executive's introduction

	HFEA Code of Practice 9th edition
	Background to the consultation on the Code of Practice 2018

	HFEA Code of Practice 9th edition
	General questions
	This survey will guide you through several areas of guidance that have been reviewed as part of this new edition. We have included excerpts of the draft code throughout to enable you to answer questions and comment. Highlighted text draws your attention to an area of the guidance that has been amended or added. Where extracts from the code are not highlighted, this is all new text.   The areas of guidance we are amending are: leadership patient support information provision to patients extension of storage consent screening egg sharing ovarian hyperstimulation syndrome surrogacy general data protection regulation. For information: import and export of gametes and embryos single European code other amendments including: data submission QMS minor consent form changes format and usability. You do not have to complete every question. There is space for any other comments at the end of each section.
	* 1. Personal details



	HFEA Code of Practice 9th edition
	Leadership
	Good leadership improves patient care. It therefore follows that if we are to ensure that all fertility patients receive high quality care, we need to set a regulatory framework which encourages good leadership. The proposed changes to the code below are designed to do just that, but they will not alone bring about the general improvement in leadership in the sector that we wish to see. We will also be looking at the training and support we can provide to persons responsible (PRs) in particular.  Guidance notes 1 and 2 set out our policy requirements of the PR, the Licence Holder (LH) and staff within centres. In previous editions of the code those requirements have been fairly narrowly focussed on the relationship between the PR and the LH (see HFEA guidance note 1: 1.1 and 1.2 below), the qualifications of the PR (1.3 and 1.4 below), the awareness and understanding of the legal obligations involved (1.6(a) below), and the need to participate in the various regulatory processes in place (1.6(b) and (c)). Requirements relating to the management of staff, their professional registration, training and other matters is set out in guidance note 2.  We want to be more ambitious in respect of the expectations we place on PRs and other staff within centres because we believe that improving leadership will continue to improve patient care. We propose a number of changes to guidance note 1 to include explicit reference to leadership capability.  Being a leader can be a lonely role and we want to see evidence that the PR will have the necessary authority and autonomy to carry out the role to the best of his/her abilities. This is particularly important where the PR is not the sole owner of the clinic. We propose amending 1.4 to place a requirement on the LH to provide evidence that any proposed PR will have that authority.  In a fast-moving field like fertility treatment, it is vital that PRs have an up-to-date understanding of their policy and legal obligations. To date, we have only assessed that understanding when the PR is first appointed. We propose amending 1.5(a) to refer to the need for all PRs to complete the PREP (person responsible entry programme) assessment; work is underway on revising PREP so that it is suitable for periodic refresher training and we will consult with the sector on the appropriate frequency and scope of any such reassessment.  A well-led clinic is one where staff are involved at all levels and in future we wish to see evidence that PRs have systems in place to ensure that staff understand their legal obligations, are competent, have access to appropriate training and development, and can contribute to discussions and decisions about patient care. We have introduced 1.6 (a), (b) and (c), and a new requirement in guidance note 2 at 2.3, to that effect.  A high performing clinic is one where roles and accountabilities are clear and risks are well managed, and where the PR is responsive to feedback whether positive or negative. We propose making explicit those obligations by introducing a new section to guidance note at 1.7 below.
	2. Do you think these new requirements clearly set out the expectations of a person responsible?
	3. Any comments



	HFEA Code of Practice 9th edition
	Patient support
	Undertaking fertility treatment can be a distressing and anxious time for patients and their partners and we want to reduce the emotional burden. We know that emotional support for patients during their treatment is very important to their overall experience at clinics. Our aim is to improve the emotional experience for patients and donors and there partners, where applicable, before, during and after treatment or donation. We want to see a cultural shift in clinics to place a greater emphasis on the emotional aspect of patient treatment.   We think it is right to set clear expectations in the Code of Practice for clinics regarding the support they provide to patients. We recognise that many clinics do an excellent job in supporting their patients, but this is not universal. We hope to raise the standard of patient care across all clinics by proposing that every clinic sets out a policy on patient care outlining how it will ensure patients, donors and their partners receive appropriate psychosocial support from all staff they encounter before, during and after treatment. We also plan to guide and help clinics to improve their patient support in the coming months, which may include organising training workshops and publishing a patient support pathway and guidelines to support clinics in implementing their patient support policy.
	4. Is the proposed guidance clear about what should be included in the patient support policy?
	5. Can you foresee any difficulties in implementing a patient support policy in your clinic?
	6. Any comments



	HFEA Code of Practice 9th edition
	Information provision to patients
	We want to ensure that patients receive good quality, unbiased information before they give consent to treatment and/or storage. We also want to ensure that patients receive the same standard of information for emerging or unproven treatment add ons as they do for established treatments such as IVF.  During Summer 2017 we ran a patient survey to find out how patients feel about the information they receive before giving consent. We explored the findings from this survey during a clinic workshop held in November 2017.   We have redrafted guidance note 4 - Information to be provided prior to consent - with the following key changes: a new structure breaking down requirements into focused subheadings explicit requirements for information relating to treatment add ons requirements for centres to provide information about the effectiveness of treatments and treatment add ons strengthened guidance relating to OHSS encouragement for centres to display their success rates ‘per embryo transferred’. The guidance relating to information for transgender patients in guidance note 4 has not been amended as part of this exercise so is not included in this consultation.
	7. Do you think that guidance in 4.2 includes all the relevant information that should be provided to patients about the centre?
	8. Do you think that the requirements set out above in 4.3 (b) will be effective in ensuring that patients receive sufficient unbiased, evidence-based information about the nature and effectiveness of any treatment or treatment add on which they may be offered?
	9. Do you think the requirements set out in 4.4 (d) will be effective in ensuring that patients are informed of what to do and who they should contact if experiencing symptoms of OHSS?
	10. Do you think that the guidance provided in section 4.5 is sufficiently clear that clinics can understand what is expected of them in terms of success rates displayed on their website or any other material they produce?
	11. Any comments



	HFEA Code of Practice 9th edition
	Extension of storage of gametes and embryos
	The guidance around storage of gametes and embryos is being amended to provide more clarity in respect of: when written consent is needed from a gamete provider the requirement for a medical opinion for extension of storage when to obtain patient's consent for extension of storage, and what is not considered premature infertility. The changes are highlighted below in yellow.
	12. Do you think that the changes to guidance note 17 are sufficient to provide clarity about these legal obligations?
	13. Any comments



	HFEA Code of Practice 9th edition
	Consent
	It is important that when a patient gives consent that the clinic can assure themselves that the consent is informed and given by the right person. We think there should be more guidance in the Code for clinics to have processes in place to ensure consent is taken properly and is witnessed.
	14. Is this addition feasible for clinics to carry out to ensure consent is given by the correct individual?
	15. Do you think that these additions will be effective in allowing clinics to be given evidence of the legal relationships between patients seeking treatment together as a couple in a marriage or civil partnership?
	16. Do you think that this guidance will be effective in ensuring that the clinic can avoid carrying out potentially unlawful treatment when a partner of a patient no longer consents to treatment?
	17. Any comments



	HFEA Code of Practice 9th edition
	Egg sharing
	The guidance on egg sharing has been reviewed to address an overly informal culture in some clinics on the provision of information to patients in relation to donation treatment and the special nature of both egg donation and egg sharing.   When the Code of Practice was updated in April 2017, our guidance on egg sharing was changed to explicitly rule out 'egg giving'. However, at 12.5 the guidance does make a provision for “exceptional circumstances” where deferring treatment to the egg provider is appropriate. We asked our working group and attendees at our regional workshops whether there are enough examples of what could constitute "exceptional circumstances" for this to be useful, or whether making this provision is confusing and could be harmfully misinterpreted.  Clinic staff felt that there are no "exceptional circumstances" where the egg provider should donate all the eggs collected in the initial cycle. If deferring treatment to the egg provider is appropriate, egg freezing should be offered where possible. In the very rare event that this is not possible, the centre can contact their inspector. This is reflected in the updated guidance below.  NB: Although we are proposing removing reference in 12.5 to the situation where the number of eggs collected is lower than is needed for a benefits in kind arrangement, this is already mentioned in 12.20 – "If too few eggs are collected for use in a benefits in kind agreement, the woman should be given the option of using or storing all the eggs for her own treatment, at the agreed discount."
	18. Do you think that this deletion is a feasible requirement?
	19. Do you think that this addition is a feasible requirement?
	20. Do you think that this proposal will be effective in ensuring prospective gamete providers and recipients in a benefits in kind arrangement receive appropriate information prior to consent?
	21. Any comments



	HFEA Code of Practice 9th edition
	Ovarian hyperstimulation syndrome (OHSS)
	Ovarian hyperstimulation syndrome (OHSS) is a potentially serious side effect which some patients develop in reaction to the drug treatment necessary for IVF.   To support improvements to the care and follow up of patients affected by OHSS, changes to the Code of Practice in guidance notes 4, 15, 27 and Directions 0011 are proposed to clarify our expectations on this issue.   These changes aim to better inform patients about OHSS, support OHSS prevention, improve accuracy of reporting around OHSS and to highlight the part that information sharing with local NHS hospitals could play in this reporting.
	22. Do you think that taken together, these proposed changes will be effective in supporting improvements to the care and follow up of patients affected by OHSS?
	23. Do you think that taken together, these proposed changes will be feasible for clinics to implement?
	24. Any comments



	HFEA Code of Practice 9th edition
	Surrogacy
	With surrogacy becoming more prevalent, we want to make sure that our guidance clearly sets out what clinics should consider when treating people entering into such arrangements. We want to ensure that both the surrogate and intended parents understand the arrangement and its implications for them, that they are suitable candidates to enter into a surrogacy arrangement and are offered appropriate emotional support throughout the process.  Some of the changes have been made to guidance on surrogacy in guidance notes 3, 8, 14 and 30.
	25. Do you think that the requirements set out above in 3.7- 3.9 will be effective in ensuring that surrogates, intended parents, and their partners, where applicable, fully understand the implications of entering into a surrogacy arrangement and have a sufficient opportunity to ask any questions and voice any concerns?
	26. Are guidance notes 3.7-3.9 sufficiently clear about what a clinic needs to provide in terms of implications counselling for surrogacy arrangements?
	27. Does the new text above offer appropriate guidance to help clinics ensure that a surrogate and intended parent are suitable to enter into an appropriate and medically safe surrogacy arrangement?
	28. Is the new guidance sufficiently clear about what is needed from a surrogacy SOP?
	29. Does this guidance do enough to protect the interests and wellbeing of surrogates and intended parents?
	30. Any comments



	HFEA Code of Practice 9th edition
	Data protection
	Data protection law is changing on 25 May 2018, when the General Data Protection Regulation (GDPR) will come in to force. This is the biggest reform of data protection law for decades and strengthens and upgrades the current data protection rules.   While the GDPR is EU law, the UK Government has confirmed that the UK will be implementing the GDPR in full and no immediate changes are expected post-Brexit.   The GDPR sets a higher standard for consent to process personal data and introduces much more severe penalties for organisations that get it wrong than under existing provisions, with fines of up to 20million Euros or 4% of worldwide turnover.   GDPR applies to all licensed centres (both NHS and private). All centres will need to make the necessary changes to bring practices and procedures in line with the new requirements of the GDPR.     GDPR is not part of our regulatory remit, but we want to make sure that clinics are alert to the upcoming changes and know where to go for more detailed advice on what they need to do to ensure they are complying with the new legislation.   We are proposing some amendments to the current Code of Practice. These include small changes to guidance notes 4, 5, 11, 25, but mainly affect guidance note 30 (confidentiality). In guidance note 30 we have added in text to inform clinics about the new GDPR legislation and what it means for them, to emphasise the new stricter financial penalties for getting it wrong and to to signpost them to the guidance published by the Information Commissioner’s Office (ICO), the UK's independent body set up to uphold information rights.   We have added the following to guidance note 30: confidentiality and privacy
	31. Is the new guidance sufficiently clear?
	32. Any comments



	HFEA Code of Practice 9th edition
	For information: EU Directives on the import and export of gametes
	The guidance on the import and export of gametes (guidance note 16) has been amended to include the changes brought in by the new EU Directive on import. The Human Fertilisation and Embryology Act 1990 (as amended) now incorporates the requirements further to the passing of regulations through Parliament in February 2018 (The Human Fertilisation and Embryology (Amendment) Regulations 2018). Clinics are required to comply with the requirements for importing from outside of the EU, EEA and Gibraltar.   We have included the new guidance here for information only. We will, of course, seek feedback on how effective that guidance has been in further consultations on the code once clinics have had time to work with the new requirements.
	33. Any comments



	HFEA Code of Practice 9th edition
	For information: the Single European Code
	Guidance note 15 has been amended to include some guidance on the Single European Code (SEC). The Human Fertilisation and Embryology Act 1990 (as amended) now incorporates the requirements further to the passing of Regulations through Parliament in February 2018 (The Human Fertilisation and Embryology (Amendment) Regulations 2018). Clinics are required to comply with the requirements.   Guidance note 19 has one minor addition that you should refer to guidance note 15 for details on the Single European Code.
	34. Any comments



	HFEA Code of Practice 9th edition
	For information: Screening requirements
	Our changes to guidance on screening requirements (Guidance note 11) will focus on requirements relating to Nucleic Acid Technique (NAT) testing. Licence condition T53 currently states that quarantine of donor sperm is not required when NAT testing is used in addition to serology. However, the Code of Practice also states that donors of gametes and embryos should be screened in accordance with current professional body guidance which recommends that the quarantine period should still be observed when NAT testing is used in addition to serology.  In order to provide some clarity on this matter, we held a meeting with representatives from the relevant professional bodies and the Advisory Committee on the Safety of Blood, Tissues and Organs (SaBTO), which advises UK ministers and health departments of the most appropriate ways to ensure the safety of blood, cells, tissues and organs for transfusion or transplantation.  SaBTO has recently released a blood, tissue and cell donor selection criteria report and at the meeting we held it was decided that SaBTO would produce an addendum to this report with recommendations for gamete donor screening when NAT testing is used in addition to serology.  SaBTO is considering its recommendations and these will be incorporated into the HFEA Code of Practice and licence conditions. It is anticipated that these recommendations will include requirements for a shorter quarantine period for donated sperm when NAT testing is used in addition to serology, and recommendations for NAT testing of egg donors.   The exact details of SaBTO’s recommendations will be added to this guidance note once they are available. Licence condition T53 will also be amended accordingly.
	35. Any comments
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	For information: Other amendments
	36. Any comments
	37. Any comments
	38. Any comments


	HFEA Code of Practice 9th edition
	For information: format and usability
	We are using the opportunity of the 9th edition to make sure that the code is fit for purpose in today’s clinic or laboratory, by gathering feedback on its format, structure and usability. We held user testing with our code working group and gathered further feedback on proposals in a survey and at the regional workshops.  Clinics' main frustration is with the search function on the website and Clinic Portal. We have now fixed the broken search function on Clinic Portal and are working towards improving the searchability of the entire code.   Overall, clinic staff wanted to keep the familiar format of the code with a few changes:  making the link to Clinic Portal more prominent to encourage clinic staff onto the 'knowledge base' where they can find all guidance and news getting rid of the grouping of guidance notes to make them easier and quicker to find adding in abbreviations to aid searching the code eg, for professional bodies and other organisations reviewing our user guide to the code which explains the different types of guidance (currently in the PDF version of the code) and including it on the portal and website versions of the code providing more flowcharts to make it easier to explain particularly difficult guidance notes making the Chair's and Chief Executive's letters searchable by topic instead of by year marking Chair's and Chief Executive's letters as active or archived fixing all broken links.
	39. Any comments or suggestions
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