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1. [bookmark: _Toc450055207]Purpose
The purpose of this Memorandum of Information (MOI) is to provide a background and strategic context for the IVF AQP Service for NHS Merton and Wandsworth Clinical Commissioning Group (CCG).

This MOI shares the key outcomes intended from the service as well as the current assumptions being made to inform the case for change. 

The Merton & Wandsworth CCG are considering a collaborative commissioning of a singular contractual IVF service solution and market engagement intends to test and validate both the assumptions being made and to explore the level of interest from the market.

The information currently being shared through this MOI may be subject to change and revision following market engagement, so the content should not be relied upon as the basis of any response to any potential future procurement or contracting process.

Providers who have a potential interest in being involved in providing a Merton and Wandsworth IVF Service are invited to engage with the CCGs including reviewing and commenting on the draft Service Specification and associated commercial features of the contractual approach being developed.

2. BACKGROUND: CURRENT SERVICE PROVISION

All patients across South West London are referred to a single access and triage service for IVF, 
managed by Epsom & St. Helier Hospitals (ESH). From this point, patients are given choice of their 
preferred IVF service, which is provided differently in Merton and Wandsworth. 

In Merton, the service providers are:

       -  AQP Chelsea and Westminster Hospital NHS Foundation Trust.
       -  Create Health Ltd AQP.
       -  AQP Epsom And St Helier University Hospitals NHS Trust.
       -  AQP Guys & St Thomas NHS FT Trust.
       -  AQP Kingston Hospital Foundation Trust. 

In Wandsworth, services are delivered by local acute Trusts at non-PbR rates, 
(which are slightly different at each Trust). Wandsworth services are provided by all the acute 
Trusts mentioned. However, no services are provided by Create Health Ltd for Wandsworth.

Existing Merton AQP contracts are due to expire at the end of March 2019. 

3. THE IVF SERVICE LEVEL 
The IVF Service commissioned by Merton & Wandsworth CCG provides an Assisted
Conception Service which offers a range of appropriate assisted conception services for couples 
who meet the eligibility criteria.

Infertility is a disease of the reproductive system defined by the failure to achieve a clinical
pregnancy after 12 months or more of regular unprotected sexual intercourse. 

The service aims to treat subfertility. The objective of treatment for subfertility is to achieve
 successful pregnancy quickly and safely with the least intervention required and the delivery of a
healthy child. Assisted conception is a collective name for treatments designed to lead to 
conception by means other than sexual intercourse where gametes are manipulated.

The specialist IVF fertility services provided to both Merton & Wandsworth patients on fulfilling the eligibility criteria include: 

· In Vitro Fertilisation (IVF), 
· Intra-cytoplasmic Sperm Injection (ICSI)
· Intra Uterine Insemination (IUI) Unstimulated.
· Intra Uterine Insemination (IUI) Stimulated- Funded on an exceptional basis
· Egg, sperm, embryo and gonadal tissue cryo storage and replacement techniques and other micro-manipulation techniques
· Egg donation where no other treatment is available. The patient must be able to provide a donor; alternatively, the patient can be placed on the waiting list until a donor becomes available. This waiting list will be monitored separately to the general IVF waiting list and will not be subject to an 18-month maximum waiting time.
· Donor insemination in following conditions obstructive azoospermia, non-obstructive azoospermia, severe deficits in semen quality in couples who do not wish to undergo ICSI, where there is a high risk of transmitting a genetic disorder to the offspring, where there is a high risk of transmitting infectious disease to the offspring or woman from the man. Blood borne viruses (ICSI and sperm washing), as per NICE guidance (section 1.3.9).  sperm washing is not offered as part of fertility treatment for men with hepatitis B.

Surgical sperm retrieval methods including micro-epididymal sperm aspiration (MESA), testicular sperm extraction (TESE) and percutaneous epididymal sperm aspiration (PESA) and micro TESE are funded on an exceptional basis, subject to CCG policies.



The above services are provided in line with NICE clinical guidelines 2013 and HFEA regulations

The service agreement does not cover: 

The referral of couples by the secondary Provider to the tertiary Providers, who have not had the prerequisite investigations or treatments required, at either the primary level or secondary level. The referral letter will need to include information such as any investigations, information on patients and clearly state whether the patient is eligible for specialist treatment.  In addition Providers are expected to comply with relevant legislation, including Health and Safety requirements, and to follow best practice guidelines

4. STRATEGIC CONTEXT FOR REVIEWING OF CURRENT 
PROVISION 

There are currently two different IVF service frameworks within the Merton & Wandsworth CCG. Merton have an AQP model and Wandsworth an Acute contract model. Both services offer the same IVF services and follow agreed CCG IVF policies.  The current Merton AQP Contracts for IVF ends March 2019. The Wandsworth IVF service contract would be subject to a 6-12 month notice period. 
The CCG has agreed that an IVF service should aim to improve patient experience, value for money and accessibility of services. 

The purpose of Specialist Fertility is to provide a range of appropriate assisted conception services for couples who meet the eligibility criteria.

· To provide a quality, safe, cost effective assisted conception service ensuring that the risk of infection and other complications to Service users is minimised.
· To provide a personal service sensitive to the physical, psychological and emotional needs of Service users.
· To ensure effective communications between Service users and the service providers.
· To ensure effective communication between commissioners and the service providers.
· To ensure effective communication between Referrers (GP/ Secondary care clinicians/ etc.) and the service providers.
· To develop and implement a data collection and monitoring processes which provides fertility services intelligence to support the future commissioning of fertility services.

Whilst delivering the above benefits the IVF service must also deliver high quality, cost effective and evidence-based care, locally. 


4. ACTIVITY MODELLING AND PRICING APPROACH

The NHS England Pricing Team are working towards developing an outcomes-based payment approach (OBPA) for National Healthcare Services (NHS) funded in vitro fertilization (IVF) and Intracytoplasmic sperm injection (ICSI) services to help encourage improvements in success rates and transparency across the sector.   

NHS Merton, Wandsworth CCGs have been involved in the NHS England Pricing Review to support the development of a bench mark price and the development of a National service specification for.   The challenge for the Pricing exercise with Providers and Commissioners was to develop an agreed non-mandatory bench mark price for 2019 with a view to have a National Mandatory tariff price in Contracts for 2020. 

 For the pricing review Merton & Wandsworth CCG undertook a cost impact assessment of all its IVF contracts. It was noted that there was a lack of consistency in the pricing of IVF services across all providers in Merton and Wandsworth. 
 
The review by the CCG has included a specific focus on the IVF pathways and having identified the different contractual arrangements. The CCG subject to market interest will consider a collaborative approach to Merton and Wandsworth contract arrangements in preparation for the emerging NHSE commissioning intentions towards a National specification and Mandatory Tariff price. The completed questionnaire will gauge the level of interest in this from potential providers.

The following table sets out the benchmark Prices, based on The NHSE pricing modelling.   

Table 1.  Indicative Benchmark price for the IVF Service

	
	

	IVF with drugs 
	£2,750-£3,000

	ICIS
	£3,250-£3,500




5. CONTRACT

The Merton AQP contract is likely to be for initial 3 years duration, with the CCGs reserving the right to extend this for a further 1 year, contract start date to be confirmed. The Wandsworth Contracts will be reviewed following the market engagement process. 


6. MARKET ENGAGEMENT
The CCG recognises the need to engage with the market to:

· Share, explore and validate the planning assumptions and commissioning intentions being developed;
· Gain a confidence that the specified requirements of the CCGs are reasonable and achievable;
· Have the confidence that the requirements can be delivered within the budget being made available by the CCGs;
· Identify how many providers have an intention to respond to a procurement opportunity; and 
          to facilitate provider networking. 

          Providers are requested to complete the questionnaire  
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SWL CCG's IVF Policies.pdf
KINGSTON CCG - Assisted Conception Guidelines 2014/2015

Assisted Conception Commissioning Guidelines
Kingston Clinical Commissioning Group

Principles

When commissioning healthcare for its population, Kingston CCG, in line with the
RCGP Ethical Commissioning Guidance 2011, aims to ‘use limited resources to do
as much good as possible whilst being fair.’

With respect to assisted conception, Kingston CCG aims to:
e Treat subfertility secondary to disease processes
e Follow NICE guidance as far as it is compatible with the CCG’s resources to
treat its population
e Treat any couple with no existing children (from either party, including
adopted children), or woman with no existing children.
e Limit treatment to one live birth per couple.

Equality Statement

“This document demonstrates Kingston CCG’s commitment to create a positive
culture of respect for all individuals, including staff, patients, their families and carers
as well as community partners. The intention is, as required by the Equality Act
2010, to identify, remove or minimise discriminatory practice in the nine named
protected characteristics of age, disability, sex, gender reassignment, pregnancy and
maternity, race, sexual orientation, religion or belief, and marriage and civil
partnership. It is also intended to use the Human Rights Act 1998 and to promote
positive practice and value the diversity of all individuals and communities”.

Engagement

Kingston CCG’s previous In Vitro Fertilization (IVF) guidelines were developed by
the South West London Effective Commissioning Group with lay representation from
the South West London.

The working group responsible for updating local IVF guidelines included
representation from Kingston CCG (lead GP), Royal Borough of Kingston (Public
Health consultant and senior registrar) and Kingston Hospital NHS Foundation Trust
(two Consultant Gynaecologist Leads from the Assisted Conception Unit and a
service manager). Kingston Hospital NHS Foundation Trust representatives provided
a clinical perspective and they also provided the working group with the views of
their service users.

The final draft of the updated KCCG guidelines was shared with Kingston
Healthwatch. It was also discussed at Kingston Governing Body Seminars and
presented to the Kingston Integrated Governance Committee before approval was
granted by the Kingston Governing Body.

Date Approved: TBD Review Date: Jan 2017 Version 1.8.X
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Kingston CCG Assisted Conception Pathway

Note to Kingston GPs about the timing of referrals to secondary care

Assessment and management of fertility problems involves several stages (see diagram) so it
is imperative that referrals for further investigation are timely.
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Defining infertility and ertility A55|steq
o problems and rdproduction
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management
referral strategies
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3. Primary to 5. Couple undergo
1. Couple demonstrate secondary expectant management or
subfertility care referral management of identified
fertility problems

Refer for further clinical assessment and investigation, with her partner,
- awoman of reproductive age who has not conceived after 1 year of unprotected
vaginal sexual intercourse (or six cycles of artificial insemination) in the absence of
any known cause of infertility

Offer an earlier referral when:

- the woman is aged 36 years or over (please note that if IVF is considered a
possible treatment option, referral should be by the 42™ birthday to allow sufficient
time for investigation and expectant management)

- there is a known cause of infertility or a history of predisposing factors of infertility.

Even if patients do not meet the criteria set out in the guidelines for assisted
conception treatments, patients who demonstrate subfertility can still be referred to
the Fertility Clinic for further investigations (subject to agreement by the GP and
patient and approval by KCAS).

The Fertility Clinic consultant will decide if assisted conception is indicated and if so forward the
names of the couple to the Assisted Conception Unit (ACU) at Kingston Hospital NHS
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Policy statement 1: IVF

Kingston CCG will fund 1 fresh IVF cycle (cycle starts once ovarian stimulation has
been commenced) and 2 frozen embryo transfer (FET) cycles with embryos
generated from the fresh cycle®, with or without ICSI, for the following groups of

women:
Group 1: Age at treatment™: up to 40" birthday
AND
Have had a maximum of two previous self-funded cycles
OR
Group 2: Age at treatment": 40 up to 43" birthday

AND _
No previous self-funded cycles"

who also meet the additional criteria outlined below:

Criteria

Rationale

Duration of
subfertility

Couples will be eligible for referral for
treatment if they have not conceived
after 2 years of regular unprotected
intercourse or up to 12 cycles of
intrauterine insemination.

OR

where investigations show there is no
chance of pregnancy with expectant
management and where IVF is the
only effective treatment (for example
women with apparently occluded
fallopian tubes or severe
endometriosis, or obstructive
azoospermia).

84% of women will conceive
within one year of regular
unprotected sexual intercourse,
this increases to 92% after 2
years and 93% after 3 years (te
Velde et al., 2000)*2.

®The storage cost for frozen embryos for up to three years or a live birth (whichever is sooner) would
be paid for KCCG. Requests for funding for storage beyond three years should be made via an
Individual Funding Request.

this is defined as age at egg collection.

“ this is in line with NICE recommendations stating that, due to the lower chance of successful IVF in
this age-group, IVF is only cost-effective when offered to women who have not had any previous

cycles.

Date Approved: TBD
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Body mass 19 — 30 kg/m” weight to be Female BMI outside this range

index of maintained for the last 6 months prior | reduces the probability of

woman to application. success associated with
assisted conception
techniques®.

Smoking Both partners should have been non- | Smoking can adversely affect

status of smokers for at least six months prior | the success rates of assisted

couple to commencement of treatment. reproductive techniques3.

Childlessness

Neither partner must have any living
children from this or previous
relationships (including adopted
children)

As funding for assisted
conception is limited, priority will
be given to couples with the
greatest need.

Sterilisation Treatments will not be available if Sterilisation is offered as an
either partner has undergone irreversible method of
previous sterilisation. contraception and individuals on
the NHS are made aware of this
at the time of the procedure.
Same sex IVF treatment will be funded for same | Same-sex couples should have
couples and sex couples or women not in a access to IVF on equivalent

women not in
a partnership

partnership if those seeking treatment
are demonstrably subfertile and have
undergone a period of expectant
management. They would first need
to demonstrate subfertility through 6
self-funded attempts at artificial
insemination using donor sperm in a
clinical setting, and undergo a period
of expectant management involving
up to a further 6 cycles of self or
NHS-funded donor intra-uterine
insemination (see policy statement 4).

Note: Men in same-sex relationships
wanting a baby can either adopt or
use some form of surrogacy. The
CCG will not fund surrogacy
arrangements. However, when a
pregnancy does not occur through
surrogacy after 6 cycles of self-
funded intra-uterine insemination in a
clinical setting there is an increased
risk of some underlying problem. In
those circumstances, the man whose
sperm is being used and the
surrogate partner would be eligible to
be referred for further clinical
assessment and possible treatment®.

grounds to heterosexual
couples.

In this respect, failure to
conceive after six cycles of self-
funded artificial insemination
has been deemed an equivalent
indicator of sub-fertility, given
clinical and practical
considerations®.

Further NHS-funded cycles of
intra-uterine insemination (up to
six) constitutes the period of
expectant management required
prior to being eligible for IVF,
during which pregnancy may be
achieved (based on NICE
recommendation® and advice of
local clinicians).

Date Approved: TBD
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In the case of same sex couples
where only one partner is sub fertile,
clinicians should discuss the
possibility of the other partner
receiving treatment before
proceeding to interventions involving
the sub fertile partner.

The other criteria for eligibility for IVF
will also apply.

All same sex couples and women not
in a partnership should have access
to professional experts in
reproductive medicine to obtain
advice on the options available to
them.

FSH Women aged 40 up to 43" birthday In this age group, falling ovarian
only: There is no evidence of low reserve is the commonest cause
ovarian reserve when assessed in of infertility. The use of ovarian
accordance with the treatment reserve testing allows IVF to be
provider’s protocol. targeted to women with a

demonstrable chance of
success”.
Rationale

The likelihood of a live birth following assisted conception declines with age.
Chances of live birth per IVF cycle® are:
o 32.2% for women aged 18-34

27.7% for women aged 35-37
20.8% for women aged 38-39
13.6% for women aged 40-42
5.0% for women aged 43-44

The overall chance of a live birth following IVF treatment also falls as the number of
unsuccessful cycles increases. Model-based evidence for cost-effectiveness of

treatment for women aged 40 years and over is based on the assumption they have
not previously attempted IVF3,

Date Approved: TBD
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Policy statement 2: Cryopreservation & cryostorage for pre-cancer
treatment

Criteria

Kingston CCG will fund cryopreservation in the following circumstances:

Sperm cryopreservation to men and adolescent boys who are preparing for
medical treatment for cancer that is likely to make them infertile.
OR
Oocyte or embryo cryopreservation as appropriate to women of reproductive age
(including adolescent girls) who are preparing for medical treatment for cancer that
is likely to make them infertile if:

o they are well enough to undergo ovarian stimulation and egg collection

and
o this will not worsen their condition and
e enough time is available before the start of their cancer treatment

Storage
e Will be funded up until one of the following (whichever is soonest)
o 10 years after the collection
o [For oocytes or embryos] the woman’s 43 birthday
o alive birth.
e Requests for storage beyond 10 years should be assessed on a case by case
basis via an individual funding request (IFR).

Post storage treatments
¢ Will be made available on the same basis as other patients who have not
undergone such storage (see criteria for IVF). There is thus the potential for
individuals to meet the criteria for cryopreservation and not to meet the criteria
for infertility treatments at a later date, which should be explained to them.

Egg preservation for delayed conception in other (hon-medical) circumstances

e This will not be funded on the NHS

Rationale

e Cryopreservation of sperm, oocytes and embryos is an effective method of
achieving future clinical pregnancies or live births to people undergoing
treatment for cancer which has the potential to affect fertility®.

Date Approved: TBD Review Date: Jan 2017 Version 1.8.X
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Policy statement 3: Intrauterine Insemination
3.1 Using partner sperm

Criteria
Kingston CCG will fund up to 6 cycles of unstimulated intrauterine insemination (1UI)
in the following groups as an alternative to vaginal intercourse:

e Couples who are unable to, or would find it very difficult to, have vaginal
intercourse because of a clinically diagnosed physical disability or
psychosexual problem

e Couples with conditions that require specific consideration in relation to
methods of conception (for example after sperm washing where the man is
HIV positive)

Intra-uterine insemination should not be offered routinely to people with unexplained
fertility, mild endometriosis or mild male factor infertility.

Rationale
e The NICE guideline® states that for these groups, where vaginal sex is
inappropriate or not possible, that 1UI without stimulation with sperm from a
male partner or donor would be the first-line approach.

3.2 Using donor sperm (donor insemination)

Criteria
Kingston CCG will fund up to 6 cycles of unstimulated donor insemination (including
donor sperm), without ovarian stimulation, for
1. obstructive azoospermia
2. non-obstructive azoospermia
3. severe deficits in semen quality in couples who do not wish to undergo ICSI
4. couples in a same-sex relationship who can demonstrate subfertility through
failure to conceive following 6 self-funded cycles of intra-uterine insemination
within a clinical setting.

Donor insemination should be considered in conditions such as:
5. where there is a high risk of transmitting a genetic disorder to the offspring
6. where there is a high risk of transmitting infectious disease to the offspring or
woman from the man
7. severe rhesus isoimmunisation.

Date Approved: TBD Review Date: Jan 2017 Version 1.8.X
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Rationale

Donor insemination is an effective treatment option for male factor infertility, although
in some men with azoospermia, semen can be surgically extracted and be used in
intracytoplasmic sperm injection (ICSI) procedures®.

Donor insemination is also indicated where the male partner is likely to pass on an
inheritable genetic condition, an infection such as HIV or if severe rhesus
incomgatibility has been a problem because of the male partner’'s homozygous
status”.

Up to six cycles of donor insemination for subfertile same-sex couples constitutes
the period of expectant management required prior to being eligible for IVF, during
which pregnancy may be achieved®.

Donor insemination is specified since this provides a number of benefits: (i) donor
screening and cryopreservation of sperm to protect against transmission of sexually
transmitted infections, (ii) optimisation of timing of insemination to maximise chance
of conception, and (iii) early identification of sub-fertility.

Policy statement 4: Surgical Sperm Retrieval

Criteria

Surgical sperm retrieval as part of ICSI will be commissioned in appropriately
selected patients provided the azoospermia is not the result of a sterilisation
procedure or the proven absence of sperm and the couple meets all other criteria for
ICSI.

Cryopreservation of remaining sperm will be funded for up to 1 year or a live birth,
whichever is sooner.

Rationale

Spermatozoa can be retrieved from both the epididymis and the testis using a variety
of techniques with the intention of achieving pregnancies for couples where the male
partner has obstructive or non-obstructive azoospermia. Sperm recovery is also
used in ejaculatory failure and where only non- motile spermatozoa are present in
the ejaculate. Surgically collected sperm in azoospermia are immature (because
they have not traversed the epididymus) and have low fertilising ability with standard
IVF. It is therefore necessary to use ICSI.

Date Approved: TBD Review Date: Jan 2017 Version 1.8.X
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Policy statement 5: Ovulation Induction

Criteria

Kingston CCG will fund up to 3 cycles of ovulation induction using pulsatile
administration of gonadotrophin-releasing hormone or gonadotrophins with
luteinising hormone activity, for women with WHO Group | ovulation disorders
(hypothalamic pituitary failure), to be used with timed intercourse. Couples may
proceed to IVF if they meet the criteria outlined in that policy should ovulation
induction fail.

Rationale

Evidence from case series studies have demonstrated that pulsatile GnRH induces
ovulation, achieving cumulative pregnancy rates of up to 82% in women with
hypogonadotrophic hypogonadism and 95% in women with weight-related
amenorrhoea after 12 cycles. The corresponding figures for live birth rates were 65%
and 85%, respectively [Evidence level 3] °.

References:

(1) te Velde ER, Eijkemans R, Habbema HDF. Variation in couple fecundity and time to pregnancy, an
essential concept in human reproduction. Lancet 2000;355:1928-9, as quoted in NICE Clinical
guideline 156 (2013). Fertility; Assessment and treatment for people with fertility problems.

(2) Bongaarts J. A method for the estimation of fecundability. Demography 1975;12:645—60, as quoted
in NICE Clinical guideline 156 (2013). Fertility; Assessment and treatment for people with fertility
problems.

(3) NICE Clinical guideline 156 (2013). Fertility; Assessment and treatment for people with fertility
problems.

(4) NICE Full guideline: Fertility; Assessment and treatment for people with fertility problems. National
Collaborating Centre for Women’s and Children’s Health. February 2013.

(5) HFEA, Fertility treatment in 2011: Trends and Figures (www.hfea.gov.uk/104.htmi))
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MERTON CCG - Assisted Conception Policy 2014/2015

1. Introduction

1.1 This policy describes circumstances in which Merton CCG will fund treatment for
assisted conception as defined in appendix 1.

1.2 The objective of treatment for subfertility is to achieve a successful pregnancy quickly
and safely with the least intervention required and the delivery of a healthy child.

1.3 The criteria set out in this policy apply irrespective of where the residents of Merton CCG
have their treatment. A Merton CCG patient is defined as someone registered with a GP
practice which is part of Merton CCG

1.4 This policy has drawn on guidance issued by the Department of Health, Infertility
Network UK and the revised NICE guidance (CG 156) published in February 2013.

http://www.dh.gov.uk/prod consum dh/groups/dh digitalassets/documents/digitalasset/dh 1
01068.pdf

http://www.infertilitynetworkuk.com/uploadedFiles/Standardising%20Access%20Criteria%20t
0%20NHS%20Fertility%20Treatment%2009%2006%2009.doc

http://guidance.nice.org.uk/CG156 (summary guidance)

http://www.nice.org.uk/nicemedia/live/14078/62770/62770.pdf (full guidance)

2. Defining infertility

2.1 Infertility is a disease of the reproductive system defined by the failure to achieve a
clinical pregnancy after 12 months or more of regular unprotected sexual intercourse.

3. Types of infertility treatment
3.1 There are three main types of infertility treatment —

e medical management (such as drugs for ovulation induction),

e surgical treatment (i.e. to correct a physical cause for infertility such as blocked
fallopian tubes)

e assisted conception

3.2 Assisted conception is a collective name for treatments designed to lead to conception
by means other than sexual intercourse where gametes are manipulated. Assisted
conception techniques include intrauterine insemination (IUl), in vitro fertilisation (IVF), donor
insemination (DI), intracytoplasmic sperm injection (ICSI) and cryopreservation (of sperm,
oocytes and embryos).

4. Pathway and provider arrangements for assisted conception (lUl, IVF, ICSI)

‘ Date Approved: TBD ‘ Review Date: Jan 2017 ‘ Version 1.8.X ‘
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4.1 Merton CCG will have a waiting list for assisted conception at three providers:
o Epsom and St Helier University Hospitals Trust
e Guys and St Thomas NHS Foundation Trust
¢ Kingston Hospital NHS Foundation Trust

5. Commissioning policy

51 In Vitro Fertilisation (IVF) / Intracytoplasmic sperm injection (ICSI):
5.1.1 Definition:

In Vitro Fertilisation (IVF) is a technique by which eggs are collected from a woman and
fertilised with a man’s sperm outside the body. Usually one or two resulting embryos are
then transferred to the womb. If one of them attaches successfully, it results in a pregnancy.
Intracytoplasmic sperm injection (ICSI) is a variation of IVF in which a single sperm is
injected into an egg.

5.1.2 Policy statement:

Merton CCG will fund one (1) fresh cycle of IVF or ICSI for patients who meet all of the
criteria in Appendix 1.

Where the couple produces more than one good quality embryo and have an elective single
embryo transfer, the PCT will fund 12 months of cryopreservation of the remaining embryos.
If the initial embryo transfer does not result in a live birth, the CCG will then fund a single
unstimulated frozen embryo transfer.

It is expected that the majority of patients receiving Merton CCG funded IVF/ICSI will
undergo single embryo transfer. This will reduce the number of multiple pregnancies within
Merton CCG and falls within HFEA guidance. The IVF providers will be expected to have in
place a “Minimisation of Multiple Birth Strategy” which gives precise details of those couples
who will be required to have single embryo transfer.

More information is available at

www.oneatatime.org.uk

5.2 Intrauterine insemination (1UI)

5.2.1 Definition:
Intra-uterine insemination (1Ul) is a technique to place sperm into a woman’s womb through
the cervix

5.2.2 Policy statement
Merton CCG will fund three (3) cycles of intrauterine insemination for couples undergoing
insemination for the following conditions:

e Obstructive azoospermia (i.e. where the man has no sperm in his semen)
Where there is a high risk of transmitting a genetic disorder to the offspring

e Where there is high risk of transmitting an infectious disease from the man to the
woman or to the offspring

e Severe rhesus isoimmunisation

Date Approved: TBD Review Date: Jan 2017 Version 1.8.X
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5.3 Pre-implantation genetic diagnhosis

5.3.1 Definition:

Pre-implantation genetic diagnosis can be used when one partner is known to have a faulty
gene. It involves having in-vitro fertilization (IVF) treatment, then genetically testing the
embryo in a laboratory to see if it has the faulty gene. The embryo will only be placed inside
the woman if it does not have the faulty gene.

5.3.2 Policy statement

Merton CCG will consider funding up to one fresh cycle of IVF or ICSI for couples who have
had this recommended by the Pre-implantation Genetic Diagnosis (PGD) Clinical Advisory
Group.

5.3.3 Rationale

The Pre-implantation Genetic Diagnosis (PGD) Clinical Advisory Group has been set up by
the Genetics Consortium to consider individual requests for funding and make
recommendations to commissioners of member CCGs on the clinical appropriateness to
fund individual PGD cases.

Couples wishing to access PGD will therefore not be treated in the same way as couples
requesting assisted conception. As such they will not be limited by the requirements of this
policy (e.g. joining the centrally managed list, other aspects of the clinical criteria). However,
each case will need to receive specific prior approval for funding from the CCG which will
then act on the recommendations of the PGD Clinical Advisory Group. Funding for PGD
does not fall within the financial allocation for assisted conception.

5.4 Egg Donation

5.4.1 Definition:
Egg donation is the process by which a fertile woman donates her eggs for use in the
treatment of other women

5.4.2 Policy statement
Merton CCG will fund one cycle of IVF/ICSI using egg donation for women with:

Premature ovarian failure

Gonadal dysgenesis including Turner's syndrome
Bilateral oophorectomy

Ovarian failure following chemotherapy of radiotherapy

Women must meet all of the criteria in Appendix 1.

Eggs must be donated through an altruistic donor, egg sharing schemes or sourcing eggs
from overseas will not be funded

5.4.3 Rationale:
Some women cannot produce eggs, usually because their ovaries are not functioning, have
been removed or they have a chromosomal abnormality.

5.5 Donor insemination

5.5.1 Definition:
This form of treatment involves using sperm donated anonymously by another man.
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5.5.2 Policy statement
Merton CCG will fund donor insemination using Ul for the following conditions if appropriate:

Non-obstructive azoospermia

o Where there is a high risk of transmitting a genetic disorder to the offspring

e Where there is high risk of transmitting an infectious disease from the man to the
woman or to the offspring

e Severe rhesus isoimmunisation

5.6 Surrogacy

5.6.1 Definition:

Surrogacy is a way for a childless couple to become parents, with a surrogate mother
carrying their child. In traditional surrogacy, the surrogate may be the child's genetic mother
i.e. her egg is fertilized using sperm from the man who wishes to raise the child. In
gestational surrogacy, the pregnant woman is not biologically related to the baby.

5.6.2 Policy statement
Merton CCG does not fund any element of surrogacy arrangements or associated fertility
treatments and procedures.

5.6.3 Rationale:

The funding of surrogacy arrangements and associated fertility treatments raises numerous
legal and ethical issues which present significant risk to commissioners. These risks arise
from the complexities associated with surrogate arrangements including: issues relating to
the parentage of the child; change of mind by any of the parties involved in the surrogate
arrangement (including termination of pregnancy or refusal to surrender child); problems
arising from “unwanted baby” or genetic or congenital defects.

Given that these are either unresolved and that the legal position on many of these aspects
are presently unclear, the legal advice to CCGs is not to fund any element of surrogacy
procedures.

5.7 Private/Self Funding Patients
5.7.1 Policy statement

Patients who are undergoing treatment outside of an NHS pathway will not be funded or
reimbursed for drugs or additional tests incurred as a result of self-funded/private treatment.

5.8 In vitro maturation

5.8.1 Definition:
In vitro maturation involves removing immature eggs that have yet to complete their growth,
and subsequently maturing these eggs in the laboratory.

5.8.2 Policy statement
In vitro maturation will only be funded in exceptional circumstances.

5.8.3 Rationale
There is limited evidence for the effectiveness of in vitro maturation of eggs
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5.9 HIV infection and sperm washing

5.9.1 Definition:

Sperm washing is a process in which individual sperm are removed from the semen then
used in IUIl or IVF. Its use in reducing male to female HIV transmission is based on the
observation that HIV is found in the seminal fluid rather than the sperm cells.

5.9.2 Policy statement
Funding of Sperm washing for the prevention of transmission HIV will be considered on an
individual patient basis.

5.9.3 Rationale:
Where the man is HIV positive, the risk of HIV transmission through unprotected sexual
intercourse is negligible when all of the following criteria are met:

the man is complying with highly active antiretroviral therapy (HAART)
the man has a plasma viral load of less than 50 copies/ml

there are no other infections present

unprotected intercourse is limited to the time of ovulation

If all of the criteria above are met, sperm washing may not further reduce the risk of infection
and may actually reduce the likelihood of pregnancy. In addition, sperm washing reduces,
but does not eliminate, the risk of HIV transmission

5.10 Cryopreservation and cryostorage

5.10.1 Definition

Cryopreservation entails freezing of eggs, sperm and/or embryos that may be thawed for
use in future IVF treatment cycles. Cryostorage entails storage of frozen eggs, sperm and/or
embryos that may be thawed for use in future IVF treatment cycles.

5.10.2 Policy statement
i) Merton CCG will fund sperm cryostorage, egg cryostorage and embryo cryostorage in the
following circumstances:

e Medical or surgical treatment that is likely to have a permanent harmful effect on
subsequent sperm or egg production. Such treatment includes radiotherapy or
chemotherapy for malignant disease.

¢ Ongoing medical treatment that, whilst on treatment, causes harmful effects on
sperm or egg production or has possible teratogenic effects, and in whom stopping
treatment for a prolonged period of time to enable conception is not an option.

i) Commencement of cryostorage does not entitle people to assisted conception treatments.
In this circumstance and individual funding request can be applied

iii) Storage:
e May not exceed five (10) years.
o Will not be available where a man or woman chooses to undergo medical or surgical
treatment whose primary purpose is infertility, such as sterilisation;
o Will not be available where a man or woman requests cryostorage for personal
lifestyle reasons, such as wishing to delay trying to conceive
iv) Post-storage Treatment
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¢ Funding of assisted conception treatments would be made available on the same
basis as other patients who have not undergone such storage

5.11 Surgical sperm retrieval/recovery

5.11.1 Definition:
A surgical procedure to obtain sperm from the testicles in men who cannot ejaculate or have
a blockage in the flow of sperm from their testicles.

5.11.2 Policy statement

Surgical sperm retrieval will be commissioned in appropriately selected patients provided the
azoospermia is not the result of a sterilisation procedure or the absence of sperm and the
couple meets all other criteria.

5.11.3 Rationale

Spermatozoa can be retrieved from both the epididymis and the testis using a variety of
techniques with the intention of achieving pregnancies for couples where the male partner
has obstructive or non-obstructive azoospermia. Sperm recovery is also used in ejaculatory
failure and where only non-motile spermatozoa are present in the ejaculate. Surgically
collected sperm in azoospermia are immature (because they have not traversed the
epididymus) and have low fertilising ability with standard IVF. It is therefore necessary to use
ICSI.
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Appendix 1: Merton CCG Criteria for Access to Intrauterine Insemination (IUl), In Vitro Fertilisation (IVF), Intracytoplasmic Sperm Injection

(ICSI)

Title

Criteria

Rationale

Duration of subfertility

Couples will be eligible for referral for treatment if they have
experienced twenty four months of unexplained infertility or have
an identified cause of infertility

84% of women will conceive within one
year of regular unprotected sexual

intercourse, this increases to 92% after 2
years and 93% after 3 years

Age of woman at start
of treatment cycle

Woman is aged 23 — 402 at the time of treatment i.e she has not
had her 41st 43" birthday

Couples will not be able to be referred from secondary to tertiary
care where the women is aged over 402.5 years. This is
because treatment must take place before her 41st3™ birthday
and clinics will be operating an 18 week pathway The lower age
limit will not apply to women accessing treatment due to clinical
care that is likely to result in long-term infertility

The likelihood of a live birth following assisted
conception declines with age. Chances of live
birth per IVF cycle are:

>20% for women aged 23-35

15% for women aged 36-38

10% for women aged 39 years

6% for women aged 40 years and over

Body mass index of
woman

19 — 30 kg/m2, weight to be maintained for the last 6 months
prior to application.

Higher body mass index reduces the
probability of success associated with
assisted conception techniques

Smoking status of
couple

Both partners should have been non-smokers for at least six
months prior to commencement of treatment.

Smoking can adversely affect the
success rates of assisted reproductive
techniques.

Previous cycles

Couples will be eligible for NHS funding of one fresh cycle of IVF
or ICSI. Where the couple produces more than one good quality
embryo and have an elective single embryo transfer, the PCT
CCG will fund 12 months of cryopreservation of the remaining
embryos. If the initial embryo transfer does not result in a live
birth, Merton CCG will then fund a single unstimulated frozen
embryo transfer

Where couples have self-funded previous cycles, these must not
exceed one.

The probability of a live birth following
the IVF is consistent for the first three
cycles but effectiveness of subsequent
cycles is uncertain.
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o Couples will not be eligible for treatment if they have received
any previous NHS funded treatment

¢ Women who are aged over 40 at the time of treatment will be
entitled to one cycle of IVF/ICSI treatment provided that they
have not undergone any previous self-funded or NHS IVF/ICSI
treatment previously

Childlessness

o Neither partner will have any living children from this or previous
relationships (including adopted children)

e As funding for assisted conception is
limited, priority will be given to couples
with the greatest need.

Sterilisation

o Treatments will not be available if either partner has undergone
sterilisation.

e Sterilisation is offered as an irreversible
method of contraception and individuals
on the NHS are made aware of this at
the time of the procedure

HFEA Code of Practice

e Couples must comply to a Welfare of the Child assessment

¢ Human Fertilisation and Embryology
(HFE) Act 1990 (as amended) states:

e Section 13 (5): A woman shall not be
provided with treatment services unless
account has been taken of the welfare of
any child who may be born as a result of
the treatment (including the need of that
child for supportive parenting), and of
any other child who may be affected by
the birth.

Same sex couples and
women not in a
partnership

IVF treatment will be funded for same sex couples or women not in a
partnership if those seeking treatment are demonstrably subfertile and
have undergone a period of expectant management. They would first
need to demonstrate subfertility through 6 self-funded attempts at
artificial insemination using donor sperm in a clinical setting, and
undergo a period of expectant management involving up to a further 6
cycles of self or NHS-funded donor intra-uterine insemination (see
policy statement 4).

Note: Men in same-sex relationships wanting a baby can either adopt or

Same-sex couples should have access to IVF
on equivalent grounds to heterosexual couples.

In this respect, failure to conceive after six
cycles of self-funded artificial insemination has
been deemed an equivalent indicator of sub-
fertility, given clinical and practical
considerations®.
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use some form of surrogacy. The CCG will not fund surrogacy
arrangements. However, when a pregnancy does not occur through
surrogacy after 6 cycles of self-funded intra-uterine insemination in a
clinical setting there is an increased risk of some underlying problem. In
those circumstances, the man whose sperm is being used and the
surrogate partner would be eligible to be referred for further clinical
assessment and possible treatment®.

In the case of same sex couples where only one partner is sub fertile,
clinicians should discuss the possibility of the other partner receiving
treatment before proceeding to interventions involving the sub fertile
partner.

The other criteria for eligibility for IVF will also apply.

e All same sex couples and women not in a partnership should
have access to professional experts in reproductive medicine to
obtain advice on the options available

Further NHS-funded cycles of intra-uterine
insemination (up to six) constitutes the period of
expectant management required prior to being
eligible for IVF, during which pregnancy may be
achieved (based on NICE recommendation® and
advice of local clinicians).

FSH

e FSH levels should be checked between day 2 and 4 of the menstrual cycle, where day 1 is the first full day of
menstrual bleeding, with Oestradiol level. Only women whose FSH has never exceeded a level of 11.9 iu/L or less
when an oestradiol level checked on the same day is 249 pmol/l or less will be eligible for treatment with the
sample timed within 6 months of date of treatment. For those with no periods the sample can be timed at any date
but the same maximum levels apply. The clinic will be expected to repeat the FSH blood test if the level was
checked more than 6 months prior to treatment and treatment will be withdrawn if the repeated level exceeds

11.9iu/L

Investigations

e The couple must have been appropriately investigated within a recognised NHS fertility clinic in secondary care.

The couple can only be referred for assisted conception once all of these investigations have been completed and
a proforma referral document completed . The referring clinic will check to ensure that the couple fulfil the relevant
criteria and at that point will start an 18 week clock. Couples must NOT be referred for assisted conception until all
other relevant procedures have been completed and the patient discharged from secondary care.
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RICHMOND CCG - IVF criteria 2014/2015

Sub-fertility Investigations and Assisted Conception Policy

Summary
This summary should be read with

o Appendix A-Decision tree for subfertility investigations and treatment

o Appendix B-Criteria for Subfertility Investigations

e Appendix C-Criteria for Assisted Conception including IVF, ICSI and Ul

o Appendix D-South West London Effective Commissioning (SWLECI)criteria on Fertility
Preservation techniques

1. Richmond CCG will only fund fertility investigations and related drugs (Appendix B)
for:
a. women 39 years of age or below; and
who are childless or have only one living child (including adopted children)
either from this or previous relationship and
c. who are in a current long term relationship (at least one year)

2. Please refer to the appendices regarding which investigations should be carried out in
general practice. Subfertility investigations and treatment criteria are attached at
appendix A, B and C. Patient choice exists for subfertility investigation but not for
Assisted Conception i.e. IUI, IVF and ICSI. When referring patients for investigations
please consider this to avoid duplication of investigation. Please note that the ACU at
KH will always repeat the semen analysis before any assisted conception.

3. Primary Care investigations include
e BMI- if >30 refer to LiveWell Richmond weight management programme.
e Routine bloods — Rubella, FSH/LH (day 2 — 4) and Progesterone (day 21).
e If indicated, conduct smear.
e |f amenorrhoea or oligomenorrhea, conduct Prolactin and TFT.
e Semen analysis — if abnormal repeat after 6 — 8 weeks.
4. Specialist investigations include Hep B, HIV, and ovarian reserve; tubal and uterine
abnormalities.
5. Please do not carry out specialist investigations in Primary care (Please note this also
applies to Private clinics)
6. The referral letter to secondary care should include the following information
regarding patient’s
e BMI
e Smoking status
e Duration of trying
e Relationship status
e Existing children
7. Assisted Conception i.e. IUI/IVF and ICSI is only commissioned at Assisted Conception

Unit based at Kingston Hospital.
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8. Richmond CCG will only fund one fresh cycle of IVF and one frozen cycle for women
between 23 to 39 years of age and who fulfil the criteria set out in appendix C
9. Richmond CCG will only fund IUI cycles ( up to a maximum of 6 cycles) for people
(Appendix C);
a. who are unable to, or would find it very difficult to, have vaginal intercourse
because of a clinically diagnosed physical disability or psychosexual problem
who are using partner or donor sperm

people with conditions that require specific consideration in relation to methods of conception
(for example, after sperm washing where the man is HIV positive)
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Appendix A: Management of Subfertility

Appendic A MANAGEMENT OF SUBFERTILITY*
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Annex B: RICHMOND CCG - Subfertility Investigations-

2014/2015

Criteria

Rationale

Duration of
subfertility

e Couples will be eligible for subfertility
investigations* who have tried to conceive
for 12 months or where the woman is over
the age of 36, have been trying to
conceive for 6 months

e or an identified cause of infertility’

84% of women will conceive within
one year of regular unprotected
sexual intercourse, this increases to
92% after 2 years and 93% after 3
years

Age of woman
at the time of
referral

e The maximum age of the woman should
be less than 39 years of age i.e. 39 years
or below?

Evidence shows that fertility drops
below 5% in women over the age of
45

Body mass
index of woman

e 19-30 kg/mz' weight to be maintained for
the last 6 months prior to referral®.

Higher body mass index reduces the
probability of fertility and the success
associated with assisted conception
techniques

Smoking status
of couple

e Both partners should have been non-
smokers for atleast 6 months®

Smoking can adversely affect fertility
and the success rates of assisted
reproductive techniques.

Childlessness

¢ Neither partner should have more than
one living child from this or previous
relationships (including adopted children)

Priority will be given to couples with
the greatest need.

Women in same
sex couples/

and women not
in a partnership

e Sub fertility investigations will be funded
for women in same sex couples if those
seeking treatment are demonstrably sub-
fertile.(This requires that same-sex female
couples complete 6 cycles of artificial
insemination successfully( Not NHS-
funded) before being eligible for NHS sub-
fertility assessment and treatment)

¢ In the case of women in same sex couples
in which only one partner is sub-fertile,
clinicians should discuss the possibility of
the other partner receiving treatment
before proceeding to interventions
involving the sub-fertile partner.

¢ NHS funding will not be available for
access to insemination facilities for fertile
women who are part of a same sex
partnership or those not in a partnership.

¢ In circumstances in which women in a
same sex partnership are eligible for sub-
fertility treatment, the other criteria for
eligibility for sub fertility treatments will
also apply.

¢ Women in same sex couples and women
not in a partnership should have access to
professional experts in reproductive
medicine to obtain advice on the options
available to enable them to proceed along
this route if they so wish.

This section was copied from the
South Central criteria to ensure
equality of access to the service.

*All Assisted conception (IUI/IVF and ICSI) should only be carried out at Kingston Hospital.

References:
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1. National Institute for Health & Clinical Excellence (NICE) CG156:Fertility: assessment and
treatment for people with fertility problems, Feb 2013

2. Local Public Health Analysis 2013
3. SWLECI IVF Criteria2013/14

Annex C: RICHMOND CCG - Assisted Conception-IVF/ICSI/IUI-
2014/2015

Richmond CCG criteria for Access to Assisted Conception, including, In
Vitro Fertilisation (IVF) , Intracytoplasmic Sperm Injection (ICSl) and
Intrauterine Insemination (l1Ul)

Criteria Rationale
Duration of e Couples will be eligible for referral for 84% of women will conceive within one
subfertility treatment if they have experienced twenty year of regular unprotected sexual
four months of unexplained infertility* (this intercourse, this increases to 92% after
can include upto twelve months before their | 2 years and 93% after 3 years
fertility investigations)
or an identified cause of infertility’
Age of The age range will be between 23-39 years | The likelihood of a live birth following
woman at as per NICE Guidance. If the woman assisted conception declines with age.
start of reaches the age of 40 during treatment, Chances of live birth per IVF cycle are:
treatment complete the current full cycle but do not . >20% for women aged 23-35
cycle gffer further full cycles . 15% for women aged 36-38
. 10% for women aged 39 years
. 6% for women aged 40 years
and over
Body mass 19-30 kg/mz‘ weight to be maintained for Higher body mass index reduces the
index of the last 6 months prior to application”. probability of fertility and the success
woman associated with assisted conception
techniques
Smoking Both partners should have been non- Smoking can adversely affect the
status of smokers for at least six months prior to success rates of assisted reproductive
couple commencement of treatment’. techniques.
IVF** Cycles Couples (Women 23-39 years of age) will The probability of a live birth following
and ICSI be eligible for one fresh and a maximum of | the IVF is consistent for the first three
one un-stimulated frozen cycle with or cycles but effectiveness of subsequent
without ICSI". The storage cost for frozen cycles is uncertain.
embryos for up to one year or until a live
birth (whichever is sooner) would be paid
for by the CCG®.(Criteria at Appendix D) NICE Guidance 2013.
Where couples have self-funded previous
cycles, the self-funded cycles must not
exceed TWO.
Ul Cycles** Offer IUI cycles ( upto a maximum of 6 cycles)
to' NICE Guidance 2013.
e people who are unable to, or would find it
very difficult to, have vaginal intercourse
because of a clinically diagnosed physical
disability or psychosexual problem who
are using partner or donor sperm
¢ people with conditions that require specific
consideration in relation to methods of
conception (for example, after sperm
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washing where the man is HIV positive)

Childlessness

¢ Neither partner must have any living
children from this or previous relationships
(including adopted children)2

As funding for assisted conception is
limited, priority will be given to couples
with the greatest need.

Sterilisation

e Treatments will not be available if either
partner has undergone previous
sterilisation®.

Sterilisation is offered as an
irreversible method of contraception
and individuals on the NHS are made
aware of this at the time of the
procedure.

HFEA Code
of Practice

e Couples must comply to a Welfare of the
Child assessment”

Human Fertilisation and Embryology
(HFE) Act 1990 (as amended) states:
Section 13 (5): A woman shall not be
provided with treatment services
unless account has been taken of the
welfare of any child who may be born
as a result of the treatment (including
the need of that child for supportive
parenting), and of any other child who
may be affected by the birth.

Section 2 (1) ... “treatment services”
means medical, surgical or obstetric
services provided ... for the purpose of
assisting women to carry children.

Women in
same sex
couples/ and
women not in
a partnership

o Sub fertility treatment will be funded for
women in same sex couples if those
seeking treatment are demonstrably sub
fertile.( This requires that same-sex female
couples complete 6 cycles of artificial
insemination successfully before being
eligible for NHS sub-fertility assessment
and treatment)

¢ In the case of women in same sex couples
in which only one partner is sub fertile,
clinicians should discuss the possibility of
the other partner receiving treatment before
proceeding to interventions involving the
sub fertile partner.

e NHS funding will not be available for
access to insemination facilities for fertile
women who are part of a same sex
partnership or those not in a partnership.

¢ In circumstances in which women in a
same sex partnership or individuals are
eligible for sub fertility treatment, the other
criteria for eligibility for sub fertility
treatments will also apply.

¢ Women in same sex couples and women
not in a partnership should have access to
professional experts in reproductive
medicine to obtain advice on the options
available to enable them to proceed along
this route if they so wish”,

This section was copied from the
South Central criteria to ensure
equality of access to the service.

FSH

e FSH levels should be checked between
day 1 and 4 of the menstrual cycle with an
LH and Oestradiol level. Only women
whose FSH has never exceeded a level of
11.9 iu/l or less when an oestradiol level

Date Approved:

TBD Review Date: Jan 2017

Version 1.8.X

141






checked on the same day is 249 pmol/l or
less will be eligible for treatment with the
sample timed within 6 months of date of
referral. For those with no periods the
sample can be timed at any date but the
same maximum levels apply4

*women who have not conceived after 24 months of regular unprotected intercourse or 12
cycles of artificial insemination (where 6 or more are by intrauterine insemination). This period
may be known as ‘expectant management’ or ‘watchful waiting’.

**All Assisted conception i.e. IUl, IVF and ICSI should only be carried out at Kingston Hospital

References:
4. National Institute for Health & Clinical Excellence (NICE) CG156:Fertility: assessment and
treatment for people with fertility problems, Feb 2013

5. South West London Effective Commissioning Initiative Criteria 2013/14;Criteria for IVF

6. South West London Effective Commissioning Initiative Criteria 2013/14; Criteria on Fertility
Preservation Techniques

7. Wandsworth CCG IVF Criteria 2012

Appendix D: Fertility preservation techniques (SWLECI Criteria
2013/14)

The following preservation techniques: semen cryostorage, oocyte cryostorage,
embryo cryostorage, will be routinely funded by SWL CCGs in the following
circumstances:

Where a man or a woman requires medical or surgical treatment that
is likely to have a permanent harmful effect on subsequent sperm or
egg production. Such treatment includes radiotherapy or
chemotherapy for malignant disease.

OR

Where a man or a woman requires ongoing medical treatment that,
whilst on treatment, causes harmful effects on sperm or egg
production, impotence or has possible teratogenic effects, and in
whom stopping treatment for a prolonged period of time to enable
conception is not an option.

It is important to note that the eggs are extracted for cryostorage using drugs
and procedures of egg collection normally used for assisted conception;
therefore the funding includes assisted conception drugs and procedures as well
as the storage costs. This will not progress to IVF/ ICSI or any other assisted
conception procedures to form an embryo in these cases, unless this is sought
separately later through the assisted conception pathway.

Note:

= Women should be offered oocyte or embryo cryostorage (without
simultaneous assisted conception treatment) as appropriate if they are
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well enough to undergo ovarian stimulation and egg collection, provided
this will not worsen their condition and that sufficient time is available.

Women preparing for medical treatment that is likely to make them
infertile should be informed that oocyte cryostorage has very limited
success, and that cryopreservation of ovarian tissue is still in an early
stage of development.

Storage

If agreed, will be funded for five (5) years. The HFEA would grant a
license to cryostore oocytes for ten years. The further extension up to ten
years can still be offered to the patient but as a self-funded process.

Will not be available where a man or woman chooses to undergo medical
or surgical treatment whose primary purpose is that it will render her
infertile, such as sterilisation.

Will not be available where a man or woman requests cryostorage for
personal lifestyle reasons, such as wishing to delay trying to conceive.

Post-storage Treatment

Funding of assisted conception treatments would be made available on the
same basis as other patients who have not undergone such storage.

Self -funding following cessation of NHS funding

Once the period of NHS funding ceases, patients can elect to self-fund for a
further period, not to exceed appropriate HFEA regulations on length of storage.

Embryo Cryostorage after NHS funded assisted conception

Suitable embryo’s that are not transferred in IVF/ICSI cycle - Storage will be
funded for a period of one (1) year.

SUTTON CCG - IVF criteria 2014

Funding Criteria Explanation

Access

Equity of access to services and choice of provider for those meeting
the eligibility criteria.

The constraints on NHS resources, and the impact on the financial
stability for CCGs. Clauses 226 to 230 of the NHS Act 2006 focus on
the statutory financial duties of Health Bodies.
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It is a duty to ensure that annual expenditure does not exceed the
annual allowance (as set out in accordance with the provision of the
NHS Act).

Definition of a
treatment cycle

A cycle of IVF/ICSI includes ovarian stimulation, egg recovery,
fertilisation and single fresh embryo transfer. This includes the
provision for further transfer of one frozen embryo where the initial
procedure does not result in a viable pregnancy and the subsequent
storage of embryo

A frozen cycle is one which starts when a cryopreserved embryo is
removed from storage in order to be thawed and then transferred.

Eligibility criteria

Couples will only be funded for assisted conception if they meet the
eligibility criteria below and when all appropriate tests and investigations
have been successfully completed in primary and secondary care in line
with NICE guidelines. See appendix for list of investigations.

The process for funding approval is set and should be followed.

Registration status

Both partners must be registered with a GP on the performers list in
Sutton CCG

Compliance Criteria

The referring clinician must ensure that patients are aware of the
implications of IVF or ICSI treatment and the commitments required
before making a referral for assisted conception.

Those where compliance to IVF treatment is deemed to be a problem
must be referred for counselling in the first instance

Duration of Fertility

Couples who have not conceived after one year of unprotected sexual
intercourse should be offered investigations in primary and secondary
care as appropriate and referred for Assisted Conception if they meet
other IVF access criteria and have been

trying to conceive without success for at least 2 years.

Investigation after 6 months may be indicated if maternal age id
approaching the maternal age referral criterion.

Cause of infertility

Couples with diagnosed or known cause of infertility that precludes
natural conception do not need to wait for one year before referral for
AC. This includes couples who cannot achieve full sexual intercourse
due to disability.

Couples in whom one or both partners have been voluntarily sterilised
will not be eligible for treatment under this policy.
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Age of Female

IVF treatment will be funded for couples where the female partner is at
least 23 years and not yet reached their 40" birthday (39 years and 34
weeks to comply with 18 weeks waiting time requirements) by the time
the treatment commences as the chances of a live birth decrease with
rising female age (defined as the start of the stimulating phase of the
IVF cycle)

It is the responsibility of service providers to ensure that eligible couples
have commenced the woman’s frozen treatment before her 40th
birthday.

Welfare of the child

The referrer/provider should ensure that the HFEA code of ethics is
followed. Details can be found at http://www.hfea.gov.uk/index.htm|

Children from
previous
relationships

Neither partner should have any living children (including adopted
children) from current or previous relationships.

Life style factors

The couple’s health and social circumstances should pose no
significant risk to conception, pregnancy or the resultant child. Obesity,
smoking and alcohol reduce fertility and increase risks to mother and
baby during pregnancy.

The woman must have a body mass index (BMI) of between 19 and 30
at the commencement of treatment. Women who are overweight or
underweight will be offered referral to dieticians in order to improve their
BMI before referral to AC.

Women with a BMI less than 19 and greater than 30 will not be funded.

Couples who smoke must be referred to smoking cessation service to
support their efforts in stopping smoking.

Couples should be advised that modifying their drinking habits may
increase their fertility. Women should be advised not to

consume more than 1-2 units of alcohol once or twice a week and avoid
intoxication. Men should not consume more than 3-4 units per day.

Sutton CCG will not fund IVF treatment until both partners have stopped
smoking for six months. This information should be included in the
referral letter to the provider. Referral for smoking cessation prior to
referral will be the responsibility of the GP/hospital consultant. Sutton
CCG recommends that households are encouraged to be smoke free.

Advice should be given in relation to caffeine consumption and its
adverse effect on success rates of assisted conception procedures
including IVF treatment.

Number of cycles to
be funded

Sutton CCG will fund 1 Full cycle of IVF or ICSI at the current
accredited providers across SWL — The Full IVF cycle will consist of
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one fresh cycle and one frozen embryo transfer cycle. One treatment
cycle will ideally be followed by the other, but a successful fresh cycle
(in terms of a live birth) would make the couple ineligible for a frozen
cycle. Similarly a spontaneous conception leading to live birth while on
the waiting list will make the couple ineligible for further IVF treatment.

Sutton CCG will not fund IVF where a patient has received any previous
full IVF or ICSI treatment cycle funded by the NHS. Sutton CCG will not
fund IVF treatment where a woman has a history of 3 or more previous
privately funded fresh cycles.

Where a woman has previously privately funded one or two cycles,
Sutton CCG will still fund one full cycle or only one fresh cycle if
clinically appropriate in view of chance of success under this policy

Frozen Embryos

Frozen cycles

The transfer of frozen embryos will constitute a cycle for the purpose of
establishing entitlement to NHS funding under this policy.

If a couple has had frozen embryos transferred as part of the earlier
self-funded treatment the frozen cycles will not be counted as previous
cycles when assessing eligibility for NHS funded IVF.

Frozen embryos must be transferred within six months of the patient
reaching their 40" birthday.

Where couples have previously self-funded and frozen embryos exist,
the couple must implant one or two of the previously fresh/frozen
embryos, rather than undergo ovarian stimulation, egg retrieval and
fertilisation again.

Abandoned cycles

Abandoned cycles following known clinical complications of assisted
conception treatment will not constitute a cycle for the purpose of
establishing entitlement to NHS funding.

Providers may only charge for the cycle if it reached the stimulating
stage when treatment is stopped.

Number of embryos
to be transferred

In order to comply with the HFEA’s multiple births minimisation strategy
as outlined in the document ‘One Child at a Time’, Sutton CCG will
require its IVF and assisted conception provider units to adhere with the
following guidance;

If female partner is less than 37 years and having first fresh cycle,
provider units should transfer one blastocyst day 5 embryo. Sutton
CCG will fund embryo transfers and freezing in order to support this
single embryo transfer strategy.

If the female partner is more than 37 years, provider units can transfer
up to 2 embryos in the first fresh cycle.

Where the female is undergoing a frozen cycle for all age groups, only
one embryo (or 2 embryos where the quality of frozen embryos are
judged to be poor) could be transferred. Sutton CCG will leave this
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judgement to clinicians.

Gamete and Embryo
storage

Sutton CCG will fund sperm banking for post-pubertal males under the
age of 55 years who have not yet completed their family, and are about
to undergo treatment which is likely to result in long-term sub- fertility. In
accordance with HFEA guidance, gametes can be stored for up to 50
years.

Sutton CCG will fund gamete storage for the first 12 months but
subsequent annual storage charges will be the responsibility of the
individual patient.

Subsequent assisted conception procedures using the sperm will not be
funded unless the other IVF eligibility criteria set out in this policy are
met. Ovarian stimulation and embryo cryopreservation will be made
available to women who are about to undergo treatment likely to cause
infertility, provided they are in a stable relationship and wish to pursue
this option.

Oocyte (egg) preservation and ovarian tissue preservation are still
experimental treatments, and will not be funded. However, the evidence
will be kept under review.

The procedures recommended by the Royal College of Physicians and
the Royal College of Radiologists should be followed before
commencing chemotherapy or radiotherapy likely to affect fertility, or
management of post-treatment fertility problems. Retrieval and storage
of sperm, eggs or embryos should also be in accordance with HFEA
guideline

Intra Uterine
Insemination (1Ul)

Intra Uterine Insemination (IUI) for unexplained infertility is part of the
care pathway leading to IVF/ICSI. Therefore previous treatment with
Ul will not preclude access to NHS funded IVF treatment.

Egg Donation

Where the couple meet the relevant eligibility criteria Sutton CCG will
fund IVF using donated eggs from UK clinics licensed by the HFEA (but
not from clinics abroad) for women with premature ovarian failure due to
pathological or iatrogenic cause or in order to avoid the transmission of
inherited disorders to a child.

Egg donation outside of these criteria will not be funded. Patients will
be informed of the requirement to fund their own donor.

Sperm Donation

Sutton CCG will not fund donor sperm but will fund the associated
IUI/IVF/ICSI treatment in line with the criteria in this policy providing the
sperm meet the criteria laid down by the treating provider unit Patients
wishing to access donor sperm treatments must make their own
arrangements but are advised to check with the treating provider unit to
ensure compliance with HFEA guidelines before accessing donated
sperm.
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Surgical sperm

Surgical sperm retrieval will be funded in appropriately selected

retrieval patients, provided that the azoospermia is not the result of a sterilisation
procedure as part of IVF and ICSI.
Surrogacy DI, IUl or IVF using a surrogate mother will not be funded by Sutton

CCG.

Sperm Washing

Sutton CCG will fund sperm washing for IUI/IVF/ICSI in infertile couples
where the male partner is HIV positive and the female partner is HIV
negative.

Where there are no fertility problems, Sutton CCG will fund sperm
washing and up to 3 cycles of IUl in couples where the male partner is
HIV positive and the female partner is HIV negative, subject to other
IVF clinical criteria being met, in order to decrease the transmission rate
of HIV to an unborn child.

The attending Consultant in Genito Urinary Medicine or Infectious
Diseases will be required to provide written confirmation of the
suitability of the couple for NHS funding.

Same sex couples
and women not in a
partnership

The main aim of this policy is to assist couples with medical or physical
limits to their fertility. Applying the infertility policy to same sex couples
requires some flexibility from those seeking treatment and the clinical
team referring or treating the couple to ensure that the over-arching aim
of this policy is met.

Women in same sex relationships and women not in a partnership
should have access to professional experts in reproductive medicine to
obtain advice on the options available to them.

Same sex female couples will not have access to initial investigations
for IVF without some medical evidence of six unsuccessful cycles of 1UI
or donor sperm use and no resultant pregnancy.

Same sex male couples will not be able to access fertility treatment
within their relationship but may be eligible for some assistance if there
is a medical infertility issue as would be available for couples using a
surrogate (e.g. women born without a uterus but have normal ovaries,
premature menopause, Cancer of the ovaries, uterus etc.).

Applications from women not in a partnership will be considered in line
with HFEA Guidance and Code of Practice and the Human Rights of
the individual.

Sutton CCG will fund assisted conception treatment for same sex
couples who demonstrate evidence of clinical infertility as would be
required for couples in heterosexual relationships. (This is normally
defined as failure to

conceive after regular unprotected sexual intercourse for 2

years or where there is already known or established

anatomic cause(s) of infertility, but for the purposes of this policy,
couples could start investigations in primary care after 1 year of
unexplained infertility).
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Same sex couples will be expected to have undertaken all necessary
fertility tests to exclude possible causes of treatable infertility such as an
ovulation and tubal blockage in the first instance.

Where fertility tests show no obvious cause of infertility, same sex
couples will be required to provide evidence of failure to conceive after
6 cycles of self funded donor IUl before they become eligible for NHS
funded IVF or other assisted conception treatment.

In the case of women in same sex couples in which only one partner is
sub fertile, clinicians should discuss the possibility of the other partner
receiving treatment before proceeding to interventions involving the sub
fertile partner

Sutton CCG will not fund donor sperm, so same sex couples have to
fund this element themselves, for either IUI or IVF.

All couples will have to be in a stable relationship for at least 2 years
before eligibility for NHS funded IVF or other assisted conception
treatment.

Provider units

All drug costs should be met by the tertiary unit as part of the
commissioned service and must not be prescribed by a GP.

Providers are expected to use the most clinically and cost effective
drugs available.

To avoid the clinical risks associated with multiple births, tertiary units
must have a strategy in place to comply with the HFEA’s multiple births
minimisation strategy as outlined in the document ‘One Child at a Time’
published by HFEA.(www.oneatatime.org.uk/36.htm)

Where a consultant has assessed a patient and established that the
likelihood of success is less than 10% (due to FSH levels or other valid
clinical reasons such as previous poor response), the clinician may
decide not to continue with IVF/ICSI treatment even if the patient meets
the access criteria set out in this policy. In these cases, Sutton CCG will
be guided by the clinician's view
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WANDSWORTH CCG - IVF criteria 2013/2015

Title Criteria Rationale
Duration of e Couples will be eligible for referral for treatment if they have | 84% of women will conceive within one year of
subfertility experienced twenty four months of unexplained infertility* (this | regular unprotected sexual intercourse, this
can include up to twelve months before their fertility | increases to 92% after 2 years and 93% after 3
investigations) years
e or have an identified cause of infertility
Age of e Woman is aged 23 — 39 years at the time of treatment The likelihood of a live birth following assisted
woman at o ) conception declines with age. Chances of live
start of e The lower age limit will not apply to women accessing treatment | pirth per IVF cycle are:
treatment due to clinical care that is likely to result in long-term infertility
cvele ) o  >20% for women aged 23-35
Y e Women aged 40 — 42 who have experienced twenty four months
of unexplained infertility*, where the following criteria are fulfilled: e  15% for women aged 36-38
o They have never previously had IVF treatment e 10% for women aged 39 years
o There is no evidence of low ovarian reserve e 6% for women aged 40 years and over
o There has been a discussion of the additional
implications of IVF and pregnancy at this age
Body mass ¢ 19-30 kg/mz’ weight to be maintained for the last 6 months prior | Higher body mass index reduces the probability
index of to application. of success associated with assisted conception
woman techniques
Smoking e Both partners should have been non-smokers for at least six | Smoking can adversely affect the success rates
status of months prior to commencement of treatment. of assisted reproductive techniques.
couple
Previous e Couples will be eligible for NHS funding of one fresh cycle of IVF | The probability of a live birth following the IVF is
cycles or ICSI. Where the couple produces more than one good quality | consistent for the first three cycles but

embryo and have an elective single embryo transfer, the CCG
will fund 12 months of cryopreservation of the remaining
embryos. If the initial embryo transfer does not result in a live
birth, the CCG will then fund a single unstimulated frozen embryo
transfer

e Where couples have self-funded previous cycles, these must not
exceed TWO.

effectiveness of subsequent cycles is uncertain.

Childlessness

e Neither partner must have any living children from this or
previous relationships (including adopted children)

As funding for assisted conception is limited,
priority will be given to couples with the greatest
need.

Sterilisation « Treatments will not be available if either partner has undergone | Sterilisation is offered as an irreversible method
previous sterilisation. of contraception and individuals on the NHS are
made aware of this at the time of the procedure
HFEA Code Couples must comply to a Welfare of the Child assessment as | Human Fertilisation and Embryology (HFE) Act
of Practice described in the Human Fertilisation and Embryology Authority | 1990 (as amended) states:

Code of Practice Section 13 (5): A woman shall not be provided
with treatment services unless account has been
taken of the welfare of any child who may be
born as a result of the treatment (including the
need of that child for supportive parenting), and
of any other child who may be affected by the
birth.

Women in e Sub fertility treatment will be funded for women in same sex | To ensure equality of access to the service.
same sex couples or women not in a partnership if those seeking treatment

couples/ and

are demonstrably sub fertile.
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Title

Criteria

Rationale

women not in
a partnership

¢ In the case of women in same sex couples in which only one
partner is sub fertile, clinicians should discuss the possibility of
the other partner receiving treatment before proceeding to
interventions involving the sub fertile partner.

 NHS funding will not be available for access to insemination
facilities for fertile women who are part of a same sex partnership
or those not in a partnership.

¢ In circumstances in which women in a same sex partnership or
individuals are eligible for sub fertility treatment, the other criteria
for eligibility for sub fertility treatments will also apply.

e Women in same sex couples and women not in a partnership
should have access to professional experts in reproductive
medicine to obtain advice on the options available to enable them
to proceed along this route if they so wish.

FSH

FSH levels should be checked between day 1 and 4 of the menstrual cycle with an LH and Oestradiol level. Only
women whose FSH has never exceeded a level of 11.9 iu/l or less when an oestradiol level checked on the same
day is 249 pmol/l or less will be eligible for treatment with the sample timed within 6 months of date of referral. For
those with no periods the sample can be timed at any date but the same maximum levels apply

*women who have not conceived after 24 months of regular unprotected intercourse or 12 cycles of
artificial insemination (where 6 or more are by intrauterine insemination). This period may be known
as ‘expectant management’ or ‘watchful waiting’.

The content should demonstrably comply with all relevant legal and statutory requirements,
NHS guidance and policy in force at the time of writing or reviewing the document. It should
include Consultation and Equality Analysis results and any required changes to the
document.
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