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Reference: FOI.ICB-2425/027 
 
Subject: Equality Impact Assessment on Infertility Assessment & Treatment Policy - Criteria Based Access/Prior Approval 

I can confirm that the ICB does hold some of the information requested; please see responses below: 
 

QUESTION RESPONSE 

1. A copy of the Equality Impact Assessment (EIA) 
conducted by BNSSG on their policy for Infertility 
Assessment & Treatment, focusing on Criteria Based 
Access/Prior Approval.  
Any documentation related to the development, review, or 
amendments made to the policy, including minutes of 
meetings, reports, or correspondence. 

 

A copy of the Equality Impact Assessments for the commissioning 
policies on Infertility Assessment & Treatment, and Fertility 
Preservation have been included. 
 
Minutes and briefing papers from meetings of the Commissioning 
Policy Review Group, the ICB Board and Health and Care Review 
Meeting have been included.   
 
Also included is a study on cumulative live birth rates and IVF which 
informed some decisions and is cited throughout. 
 
Please note, as the review took place throughout 2021 and 2022, not 
all correspondence is available.  However, the documents provided 
capture discussions and decisions. 
 
Please note: FOI requests and responses are publicly available and 
therefore personal information has been redacted. The ICB 
considers the names included in the enclosed document(s) to be 
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personal information and therefore has applied a section 40 
(Personal Information) exemption to this information. 

 
The information provided in this response is accurate as of 9 May 2024 and has been approved for release by Dr Joanne 
Medhurst, Chief Medical Officer for NHS Bristol, North Somerset and South Gloucestershire ICB. 



Workstream CCG000436 Fertility Assessment and Treatment 21/11/2022 15:59:16

Overview

Project Code CCG000436

Title Fertility Assessment and Treatment

Start Date 01/12/2017

Authors

Last Modified Date 31/10/2022 09:13:59

Background & Evidence

What is the local and national evidence behind this work? Have you spoken to the Clinical Effectiveness team (bnssg.clinical.effectiveness@nhs.net) about
reviewing existing evidence? If an evidence review has been undertaken, upload the documentation to the Plan Document Folder.

Health Inequalities Impact Assessment (HEAT)

1. Your programme of work

2. Data and evidence

3. Distribution of health

4. Causes of inequalities

5. Potential effects

6. Action plan

7. Evaluation and monitoring

8. Health Inequality Impact Assessment Approval

Equality Impact Screening & Full Assessment

What are the main aims, purpose and
outcomes of the proposal?

The purpose of the policy is find the causes of primary infertility and identify NHS commissioned treatments
that are likely to help resolve infertility.  There is no provision within the revised commissioning policy for
secondary infertility.  There is no provision within the proposed policy for fertility preservation.  This will be
managed in a separate policy.

Does this Proposal relate to a new or
existing programme, project, policy or
service?

Existing

If existing, please provide more detail The CCG’s Commissioning Policy Development team are undertaking a refresh of the existing Fertility and
Assessment Treatment policy. This refresh is in accordance with the agreed review schedule that is part of
the organisations governance and commissioning protocols. The CCG is committed to making best use of
resources for fertility assessment and treatment. The existing policy sets out the circumstances in which
the CCG will fund assessemtn and treatment of primary infertility and preserve the opportunity for people to
conceive.

Does this proposal affect service users,
employees and/or the wider community?

The propsed policy will affect service users and the wider community.  The proposed policy includes new
and adapted criteria that seeks to equalise access to fertility assessment and treatment.  This includes
same sex couples and heterosexual single people.  

The proposed policy will enable single people to access fertility assessment and treatment provided they
meet the relevant criteria.  The existing policy stipulates that fertility treatment is for couples.  Ammending
this criteria will remove the negative impact the existing policy has on the protected characteristic of
marriage/civil partnership.  It is unknown how many people are likely to be affected by this change. 
 According to data from the  Human Fertilisation and Embryology Association (HFEA) HFEA data, the
number of single women accessing IVF treatment has steadily increased.  However, this data does not
indicate if the decision to undergo IVF treatment was a result of a lifestyle choice or primary infertility. 
Therefore, the CPD team are unable to provide a reliable activity projection for this change to criteria.

The current policy specifies that same sex couples must have undergone 10 independently funded
unstimulated cycles of intrauterine insemination (IUI).  Treatment is expensive and so is likely to place a
significant cost pressure on couples.   Evidence from the The Human Fertilisation and Embryology Authority
(HFEA) indicates that the pregnancy rate for a stimulated cycle of IUI is 17%.  The success rate for an
unstimulated cycle is 16%.  The HFEA indicate that approximately half of women who undergo this
treatment will be successful within 6 cycles.  Discussions with consultants also indicated that women will
very rarely proceed to 10 cycles of IUI without conceiving.  It is unclear how many patients this will impact,
as the CPD are unable to collect data on the number of same sex couples who wish to have children.  

The proposed policy offers provision for patients who are unable to penetrative sex because of
psychosexual and andrological issues.  The policy does not provide an exhaustive list of conditions, but
specifies that patients must have been reviewed by either a psychosexual or andrological service prior to
referral for fertility assessment and treatment.  One condition that is likley to have an impact is Vaginismus,
which is an automatic reaction where vaginal muscles tighten up whenever penetration is attempted.  As
above, it is unclear how many patients will be affected by this measure.  This is a new addition to the policy
that will need to be monitored and reviewed.

Page 1 of 9



















Plan STP001152 Fertility Preservation 21/11/2022 16:01:28

Overview

Project Code STP001152

Title Fertility Preservation

Aims and Objectives The aim of this policy is to enable the preservation of gametes (reproductive cells) for patients who are due
to receive NHS prescribed medication that will have an adverse and irreversible impact on their fertility. 
Fertility preservation will enable patients to have the opportunity to try and conceive (with assistance) once
treatment has been completed and it is considered safe to do so.

Authors

Last Modified Date 09/11/2022 12:31:47

Background & Evidence

What is the local and national evidence behind this work? Have you spoken to the Clinical Effectiveness team (bnssg.clinical.effectiveness@nhs.net) about
reviewing existing evidence? If an evidence review has been undertaken, upload the documentation to the Plan Document Folder.

Savings Summary

Contract and Activity Implications - Which line of which contract will this intervention target?

Health Inequalities Impact Assessment (HEAT)

1. Your programme of work

2. Data and Evidence

3. Distribution of Health

4. Causes of Inequalities

5. Potential effects

6. Action plan

7. Evaluation and monitoring

Health Inequality Impact Assessment Approval

Equality Impact Screening & Full Assessment

What are the main aims, purpose and
outcomes of the proposal?

The purpose of this policy is enable the preservation of reproductive cells for patients who will be prescribed
NHS medication that will have an adverse and irreversible impact on their fertility and where there is no clear
alternative to this treatment. The aim of the policy is to enable people to try to conceive (with assistance)
once treatment that is likely to have compromised their fertility has been completed.

Does this Proposal relate to a new or
existing programme, project, policy or
service?

Existing

If existing, please provide more detail This policy is an extension of the proposed policy for Primary Infertility - Assessment & Treatment.  

WIthin the existing commissioning policy for Fertility Assessment & Treatment, there is provision for fertiliy
preservation where patients will undergo some cancer treatments.  As this does not constitute primary
infertility, the provision for fertility preservation has been removed from the proposed new policy for infertility. 
This is to support consistency within the definition of primary infertility and to reduce the potential for
confusion among patients and referrers.  The intention is to manage fertility preservation under a different
commissioning policy with broader criteria to support equity of access.
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Briefing Paper for Commissioning Policy Review Group (CPRG) 
Meeting  
 
Date:  18th January 2022 
 
Title:   Commissioning Policy Review Group (CPRG) Briefing Paper  
 
 
Purpose 
The aim of this paper is to provide an overview of the outcomes and outputs of the 
policy review process.  This paper aims to support the CPRG to: 
 
• Review the commissioning policies that have been reviewed 
• Make decisions on whether to recommend a reviewed commissioning policy to 

BNSSG CCG’s Clinical Executive Committee for adoption or removal 
 
The outputs described in this paper include an Equality Impact Assessment (EIA), a 
Quality Impact Assessment (QIA), Public & Patient Involvement plan (PPI) and the 
likely financial impact of adopting the recommendations of the Commissioning Policy 
Development (CPD) team. 
 
Reasons for commissioning policy review 
There are five reasons that policies are reviewed: 
 
• Three year review – Each commissioning policy has a review date which is set at 

three years from the date of adoption. 
 

• NHS England’s Evidence Based Intervention Guidance for CCGs (NHSE EBI) 
The aim of this program is to prevent avoidable harm to patients, avoid 
unnecessary operations, and free up clinical time by only offering interventions on 
the NHS that are evidence-based and appropriate.  CCG’s are required to pay due 
regard to this work in the formatting of commissioning policies. 
 

• Removal of criteria considered to be a Significant Functional Impairment 
(SFI) – The CCG’s Governing body has advised that, for exceptional funding 
requests, exceptionality should be based on clinical factors only, in line with other 
CCGs and NHS England.  Non clinical factors, frequently referred to as ‘Significant 
Functional Impairment’, affecting a person will not be considered.  This ensures 
that decisions are objectively and avoids judgement of an individual’s relative 
worth.   
 

• New information – A policy will be reviewed if the CCG receives new and relevant 
information or significant feedback on a policy once it has been adopted that would 
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necessitate a review. 
 

• Admin Changes - Policies can be updated when clerical details need updating in 
line with organisational changes.  This does not constitute a formal policy review 
but requires sign off from CPRG in line with the CCG’s governance protocols. 

 
The policies described in this paper will have been reviewed for at least one of the 
above reasons. 
 
Our approach to health inequalities 
The CCG defines health inequalities as unjust and avoidable differences in people’s 
health across the population and between specific population groups. 
 
Health inequalities are socially determined by circumstances largely beyond an 
individual’s control.  Health inequalities are not random and do not happen by 
chance. 
 
The CCG recognises the importance of understanding and recognising the impact of 
its commissioning policies on health inequalities.   
 
There is a developing CCG health inequalities plan that describes actions to improve 
the quality of equality impact assessments and undertake more robust consideration 
of their results in decision-making. The plan also recommends embedding health 
inequalities champions within committees and programme boards.  There is also an 
action to provide further support for staff to ensure that health inequalities are 
consistently covered in their work.  

Recommendations made to CPRG by the Commissioning Policy Development 
(CPD) team. 
This section gives further detail about each policy’s review including the date a policy 
was adopted, the reason for the review, the clinical teams involved in the review and 
an overview of equality and quality assessments.  An assessment of likely 
commissioner spend as a result of policy adoption, is also provided. 
 
Table 1 summarises the policies that have been reviewed and the recommendation 
being made by the CPD team to CPRG.   
 
Changes in wording to policies are highlighted yellow in the policy document. 
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regular unprotected sex for a period of two years, or undergoing donor insemination 
for an equivalent period. 
 
Under the proposed policy, the weight of the prospective father will no longer form 
part of the assessment.  This is partly due to the challenges of consistently 
registering a BMI from the prospective father, and also due to the lack of evidence 
for its adverse impact on the conception. 
 
Additional criteria have been proposed for the investigation, assessment and advice 
on primary infertility for heterosexuals.  There are conditions where there is good 
evidence that they have an adverse impact on fertility, and where it is likely that there 
will be a significant number of patients who are diagnosed with these conditions.  
Under the revised policy, patients could be funded for treatment if there are the 
following known conditions: 

• Azoospermia  
• Oligospermia. 
• Stage 4 Endometriosis 
• A low sperm count, described as <1 million per 30ml taken on two 

occasions 3 months apart 
 

Under the existing policy, the number of independently funded cycles of unstimulated 
Intrauterine Insemination (IUI) required before a same sex couple can be referred for 
NHS funded assessment and treatment is 10.   
 
IUI is an expensive procedure that can place significant financial pressure on a same 
sex couple. Given the apparent lack of parity with the criteria for heterosexuals, this 
leaves the CCG open to complaints from the public and, potentially, legal challenge 
around unlawful discrimination.  It should be noted that there is currently a legal 
challenge brought against an NHS commissioner regarding what is being deemed a 
‘gay tax’ on NHS funded fertility treatment.  This challenge is broadly concerned with 
the number of IUI cycles same sex female couples require prior to referral under that 
commissioner’s fertility policy.   
 
The CPD team’s patient and public engagement work also emphasised a need to 
review the criteria for same sex couples. 
 
It was also indicated that there was clinical evidence to compel a review of this 
criteria, to develop a more equitable policy. 
 
Evidence from The Human Fertilisation and Embryology Authority (HFEA) indicates 
that the pregnancy rate for a stimulated cycle of IUI is 17%.  The success rate for an 
unstimulated cycle is 16%.  The HFEA indicate that approximately half of women 
who undergo this treatment will be successful within 6 cycles.  Discussions with 
consultants indicate that women will very rarely proceed to 10 cycles of IUI without 
conceiving. 
 
Therefore, it is proposed that the number of independently funded cycles of IUI 
required for the referral of same sex female couples be reduced from 10 to 6 for 
same sex female couples 
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The proposed policy includes provision for patients who cannot have penetrative sex 
because of a psychosexual or andrological condition.  This might include, for 
instance, vaginismus.  Patients will need to have received assessment from a 
relevant service before referral for a fertility service could be made.  The purpose of 
this provision is to broaden equity of access for people where there is clinical 
justification. 
 
EIA 
Equality impact assessment has been completed and is awaiting sign off.   
 
As this policy deals with primary infertility, fertility preservation for patients 
undergoing some cancer treatments is not included within this policy.  A separate 
policy has been developed for fertility preservation. 
 
NICE guidance recommends that women between the ages of 40-42 years are 
offered one cycle of IVF provided they meet the relevant criteria.  Evidence indicates 
that the success rate of IVF for women in this cohort is generally less than for 
women under 40 years.   
 
One study – ‘Live Birth Rate Associated with Repeat Invitro Fertilisation Cycles’ 
(Smith et al., 2015) aimed to determine the live-birth rate per initiated IVF cycle via a 
prospective study of 156,947 UK women who received 257,398 IVF ovarian 
stimulation cycles between 2003 and 2010 and were followed until June 2012.  The 
study indicated that the chances of success for one cycle of IVF for a woman under 
40 years was 32.3%, while the chances of conceiving for women aged 40-42 years 
was 12.3%.   
 
It is also recognised that the chances of complications during pregnancy increase 
with age.   
 
This policy has attempted to resolve a number of issues that were potentially 
discriminatory against some protected characteristics including marital status and 
sexual orientation.  The proposed policy has endeavoured to address these as far as 
possible.  In addressing these issues, the CPD team have sought guidance from the 
general public, clinicians and the CCG’s Clinical Executive, in order to prioritise 
areas for change within the policy.  Given the clinical evidence that identifies the 
relatively low success rate per IVF cycle for women over 40 years, and the resource 
constraints, it has been determined that working to resolve elements of the policy 
where there is a possibility of discrimination, without clinical justification. 
 
QIA 
Quality impact assessment has been completed and is awaiting sign off. 
 
PPI 
PPI assessment has been completed and is awaiting sign off. 
 
Financial Impact  
During 2020/21, fertility services within BNSSG were closed for long periods due to 
the COVID-19 pandemic.  Consequently, the number of referrals significantly 
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reduced.  While activity has increased for 2021/22, the number of referrals fer fertility 
treatment is expected to be considerably less than reported in 2019/20.  Therefore, it 
is difficult to establish an accurate trend for local activity.  For the purposes of this 
paper, local activity data for 2019/20 will be used as the baseline for any projection 
of financial impact. 
 
The proposed policy will enable single people to undergo assessment and treatment 
of infertility where they meet the relevant criteria.  This is likely to have an impact on 
activity.  According HFEA data, the number of single women accessing IVF 
treatment has steadily increased over the last 5 years.  However, this data does not 
indicate if the decision to undergo IVF treatment was a result of a lifestyle choice or 
primary infertility.  It is therefore difficult to make an accurate projection of the likely 
financial impact.  
 
The most recent available data from the HFEA indicates that, in 2019, 2,138 cycles 
of IVF or Donor Insemination were funded by the NHS.  This accounted for 4% of the 
total number of NHS funded treatment cycles for England.  This cohort constituted 
less than 1% of the total population of England registered as single or unmarried. 
 
Data from the Office of National Statistics (ONS) indicates that, across BNSSG, 
there are 273,448 people who register their marital status as single.  While this is not 
broken down by age, 170,375 of BNSSG’s total female population would meet the 
age criteria in the proposed policy.  Assuming local activity follows national trends, 
and that 0.014% of the total female population of BNSSG who meet the proposed 
age criteria seek referral, proposed changes to the policy could lead to an increase 
in fertility activity of up to 30 referrals per year, and an overall increase in fertility 
spend of £94,320.  Fertility expenditure for the CCG in 19/20 was £993,177.  
 
It is worth noting that in 2019/20, the number of heterosexual couples who received 
fertility treatment in was 290.  This also constitutes less than 1% of BNSSG’s total 
population of couples in either a marriage or civil partnership. 
 
It should be noted that HFEA research indicates that the majority of single women 
access fertility treatment in their 30’s.  Given this, it is possible that the number of 
single women seeking treatment for infertility could be less than estimated above. 
 
Given the limitations of local data, it is difficult to make a reliable projection on the 
number of single women who may require treatment for infertility.  Information that is 
unavailable includes the prevalence of primary infertility for single women and marital 
status by age.   
 
It is also unclear how many lone parent families there are across BNSSG.  In 2020, 
there were estimated to be 197 lone parent families across BNSSG.  However, this 
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data is likely to have changed in the interim.  The number of lone parent families is 
likely to have an impact on the number of people seeking infertility treatment. 
 
While the number of single women in BNSSG is unknown, 45% of the total 
population are registered as single or unmarried.  Assuming the 45% of the total 
number of women in BNSSG who would meet the proposed policy’s age range are 
single, would give a potential population of single women as 76,668.   
 
NHS data suggests around 14% of couples (1 in 7) require treatment for infertility.  
However, there is no data on primary infertility in single people.  Assuming solely that 
14% of single women across BNSSG, within the policy’s criteria for age, required 
treatment for primary infertility, activity could increase by 10,700.  However, this is 
highly unlikely to be the total number of women with primary infertility across BNSSG 
This does not take into consideration factors in the male partner that can cause 
infertility.  NICE indicates that that in 30% of cases, male factors cause infertility.  
Therefore, the above figure is unlikely to reflect actual need.   
 
Given the limitations in the data, it is reasonable to take national data as a guide for 
understanding local demand.  The CPD team, however, will work with the CCG’s 
contracts team and BI to establish a means of monitoring this data. 
 
As noted, there are several conditions that have been added to the criteria for 
heterosexual couples.  There is currently no data to indicate how this might impact 
activity, the consensus among clinicians involved in this review is that the cohort will 
be small, however the CPD team will work the CCG’s BI team to establish a means 
of monitoring this data. 
 
Recommendation to CPRG – Recommend revised policy to Clinical Executive for 
adoption. 
 
Fertility Preservation 
New Policy  
The commissioning policy team engaged with clinicians at the Bristol Centre for 
Reproductive Medicine (BCRM), North Bristol Trust (NBT), University Hospitals of 
Bristol and Weston (UHBW) and pharmacists from the CCG’s medicines optimisation 
team. 
 
This policy is a development of provision that was previously a part of the CCG’s 
fertility policy.   
 
NHS funded fertility preservation is often recommended for patients who are either 
undergoing, or likely to be prescribed, certain types of cancer treatments.   
 
NICE guidance refers to the HFEA’s code of practice regarding the provision of 
fertility preservation to people undergoing cancer treatments.  This guidance does 
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not explicitly refer to people undergoing treatment for other conditions that might 
compromise fertility. 
 
There is provision within BNSSG CCG’s current fertility policy for patients who are to 
receive oncology treatment that is likely to compromise their fertility. 
 
The HFEA’s Code of Practice does not offer specific guidance on commissioning 
fertility preservation for conditions or treatments beyond cancer.  However, it does 
state that ‘access restrictions to fertility treatment should only be in place for clinical 
reasons which are supported by evidence, and any restrictions based on social value 
judgments should be in keeping with local policies on decision-making and ethical 
frameworks.’ 
 
Legal advice from the CCG’s solicitors – Bevan Brittan LLP – indicates that because 
the current policy provides fertility preservation only for patients undergoing cancer 
treatment, it is potentially discriminatory.  This leaves the CCG at risk of a potential 
legal challenge under the Equality Act 2010.   
 
Given that HFEA guidance suggests fertility preservation could extend beyond 
cancer treatment, the CCG does have discretion to fund gamete preservation for 
clinical reasons supported by evidence.   
 
The policy for fertility preservation supports patients who will be prescribed 
medication as part of their NHS treatment that will have an adverse and irreversible 
impact on their fertility and where there is no clear alternative to this treatment.  
 
There are a number of medications that can have such an impact on fertility.  
However, for the majority of patients there will be an alternative treatment option that 
will not impact fertility. 
 
Medication that is most likely to impact fertility, as described in this policy, are those 
used in some cancer treatments, cyclophosphamide and testosterone when used in 
hormone therapy in the treatment of gender dysphoria. 
 
The policy does not set out an exhaustive list and invites funding applications should 
clinicians believe the medication their patient has been prescribed will have an 
adverse and irreversible impact on their fertility.  The policy will be closely linked to 
the BNSSG Formulary. 
 
EIA 
Equality impact assessment has been completed and is awaiting sign off 
 
This policy preserves the potential for transgender people, who are in the process of 
transitioning, to conceive later in life.  This policy addresses an element of existing 
CCG provision for fertility preservation that was discriminatory, by establishing a 
clear rationale based on clinical evidence. 
 
QIA 
Quality impact assessment has been completed and is awaiting sign off. 
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PPI 
PPI assessment has been completed and is awaiting sign off. 
 
Financial Impact  
The number of patients currently prescribed cyclophosphamide, and who are within 
the age criteria for this policy, is 5.  Input from the medicines optimisation team 
indicates that the number of patients prescribed cyclophosphamide is likely to remain 
at a similar level. 
 
BI data indicates that the number of BNSSG patients on either a gender dysphoria, 
or transsexualism pathway is consistently low.  In 2019/20, the number of BNSSG 
patients on one of these pathways was 8.  In 2020/21, the number of BNSSG 
patients to these pathways was also 8.  The ratio of biological men to women is 
unknown from the available data.   
 
It is also unclear how many patients would want to preserve the potential to conceive 
following their transition. 
 
The CCG already funds fertility preservation for patients undergoing some cancer 
treatments.  The proposed policy will not have an impact on activity for this cohort. 
It is difficult to provide an accurate figure of the likely cost impact of this policy.  What 
the CPD team cannot know is the number of patients within the cohort who believe 
their family is complete, or would want to have children in the future.  Assuming that 
the cohort remains a similar size and that each patients wants to pursue fertility 
preservation, the CCG could see an increase in expenditure of £43,350 per year.  
The CPD team will liaise with both the CCG’s Acute Contracts and BI team to 
establish monitoring for these costs. 
 
Recommendation to CPRG – Recommend revised policy to Clinical Executive for 
adoption. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

























 
 
 

  
  

 
Briefing Paper for Commissioning Policy Review Group (CPRG) 
Meeting  
 
Date:  8th March 2022 
 
Title:   Commissioning Policy Review Group (CPRG) Briefing Paper  
 
 
Purpose 
The aim of this paper is to provide an overview of the outcomes and outputs of the 
policy review process for the CCG’s commissioning policies on Fertility Preservation 
and Infertility – Assessment & Treatment.  This paper aims to support the CPRG to: 
 
• Review the commissioning policies that have been reviewed 
• Make decisions on whether to recommend a reviewed commissioning policy to 

BNSSG CCG’s Clinical Executive Committee for adoption or removal 
 
The outputs described in this paper include an Equality Impact Assessment (EIA), a 
Quality Impact Assessment (QIA), Public & Patient Involvement plan (PPI) and the 
likely financial impact of adopting the recommendations of the Commissioning Policy 
Development (CPD) team.   
 
The paper also provides an overview of CPRG’s previous discussions on some of 
the ethical implications of key changes to the CCG’s commissioning policies for 
infertility and fertility preservation. 
 
Reasons for commissioning policy review 
There are five reasons that policies are reviewed: 
 
• Three year review – Each commissioning policy has a review date which is set at 

three years from the date of adoption. 
 

• NHS England’s Evidence Based Intervention Guidance for CCGs (NHSE EBI) 
The aim of this program is to prevent avoidable harm to patients, avoid 
unnecessary operations, and free up clinical time by only offering interventions on 
the NHS that are evidence-based and appropriate.  CCG’s are required to pay due 
regard to this work in the formatting of commissioning policies. 
 

• Removal of criteria considered to be a Significant Functional Impairment 
(SFI) – The CCG’s Governing body has advised that, for exceptional funding 
requests, exceptionality should be based on clinical factors only, in line with other 
CCGs and NHS England.  Non clinical factors, frequently referred to as ‘Significant 
Functional Impairment’, affecting a person will not be considered.  This ensures 
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that decisions are objectively and avoids judgement of an individual’s relative 
worth.   
 

• New information – A policy will be reviewed if the CCG receives new and relevant 
information or significant feedback on a policy once it has been adopted that would 
necessitate a review. 
 

• Admin Changes - Policies can be updated when clerical details need updating in 
line with organisational changes.  This does not constitute a formal policy review 
but requires sign off from CPRG in line with the CCG’s governance protocols. 

 
The policies described in this paper will have been reviewed for at least one of the 
above reasons. 
 
Our approach to health inequalities 
The CCG defines health inequalities as unjust and avoidable differences in people’s 
health across the population and between specific population groups. 
 
Health inequalities are socially determined by circumstances largely beyond an 
individual’s control.  Health inequalities are not random and do not happen by 
chance. 
 
The CCG recognises the importance of understanding and recognising the impact of 
its commissioning policies on health inequalities.   

Recommendations made to CPRG by the Commissioning Policy Development 
(CPD) team. 
This section gives further detail about each policy’s review including the date a policy 
was adopted, the reason for the review, the clinical teams involved in the review and 
an overview of equality and quality assessments.  An assessment of likely 
commissioner spend because of policy adoption, is also provided. 
 
Table 1 summarises the policies that have been reviewed and the recommendation 
being made by the CPD team to CPRG.   
 
Table 1. Policy, review reason and the recommendation 
 
Policy Reason for review Recommendation to CPRG 
Infertility – Assessment & 
Treatment 

Three Year Review Recommend adoption to 
Clinical Executive Committee 

Fertility Preservation New Policy Recommend adoption to 
Clinical Executive Committee 
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Cost Considerations  
The CPD team have been advised that CCG expenditure for fertility preservation and 
infertility assessment and treatment, must not lead to increased costs for the CCG. 
 
The proposed policy would, if adopted, broaden the scope of the policy to include 
single people could cost around £72,312.  This is the maximum amount of expected 
expenditure.   
 
The proposed Fertility Preservation policy would also broaden access and lead to a 
smaller increase in activity and expenditure. 
 
To equalise access within the proposed policies, criteria will need to be adapted to 
offset any increased activity, and in a way that does not unlawfully or irrationally 
discriminate on the basis of protected characteristics.   
 
There are two elements of policy that could be adjusted to ‘fairly’ offset the impact of 
equalising access.  The first would be to remove the provision of fertility preservation 
completely.  Using activity data from 2019/20 as a guide, data from the CCG’s 
contracts team indicates that removing fertility preservation could lead to a reduction 
in expenditure of £123,950 for the CCG. 
 
The second potential mitigation is to reduce the upper age limit for the prospective 
mothers from 40 years of age to 39.  Currently thr 
 
ee of BNSSG’s peer CCGs have an upper age limit of 39.   
 
Lowering the upper age limit of the prospective mother to 38 years of age could lead 
to a reduction in expenditure of £198,400.  To fully understand the financial impact, 
more work needs to be done to understand the breakdown of current BNSSG activity 
by age and gender.   
 
The CPD already have a good understanding of the likely cost savings associated 
with removing fertility preservation.  However, until further work is completed 
projections for savings connected to a reduction in patient age will not be as preces 
as Clinical Executive may require to make an informed decision. 
 
Infertility – Assessment & Treatment 
Adopted 1st December 2017 
The CPD team engaged with clinicians at the Bristol Centre for Reproductive 
Medicine (BCRM), North Bristol Trust (NBT) and University Hospitals of Bristol and 
Weston (UHBW) in the development of this policy. 
 
The revised policy is clear that its purpose is to find the causes of infertility and 
identify NHS commissioned treatments that are likely to help resolve infertility.   
 
To maintain consistency in the scope and purpose of this policy, fertility preservation 
will be managed under a separate policy.  This is discussed further in the following 
section. 
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To equalise access of opportunity and limit potential legal challenges for 
discrimination, the revised policy will not limit assessment and treatment to 
heterosexual and same sex couples.   
 
Under the revised policy, single people will be eligible for assessment provided they 
meet the relevant criteria within the policy.  This includes having regular unprotected 
sex for a period of two years or undergoing 6 independently unstimulated cycles of 
HFEA approved donor insemination. 
 
Under this policy, single women will be able to access fertility assessment treatment 
provided they satisfy the criteria set out within policy.   
 
Single men will be able to receive assessment for infertility.   There are limited 
treatment options for single men with infertility.  Most of these treatments are funded 
by NHS England.  BNSSG CCG does not currently fund, or part fund, any 
interventions to resolve infertility in single men.  Treatment for single men is outside 
the scope of this policy. 
 
Under the proposed policy, the weight of the prospective father will no longer form 
part of the assessment.  This is partly due to the challenges of consistently 
registering a Body Mass Index (BMI) from the prospective father, and the lack of 
evidence for its adverse impact on the conception. 
 
Additional criteria have been proposed for the investigation, assessment, and advice 
on primary infertility for heterosexual couples and single people.  These are 
conditions where there is good evidence that they have an adverse impact on 
fertility.  Under the revised policy, patients could be funded for treatment if there are 
the following known conditions: 

• Azoospermia  
• Stage 4 Endometriosis 
• A low sperm count, described as <1 million per 30ml taken on two occasions 3 

months apart 
 

Under the existing policy, the number of independently funded cycles of unstimulated 
Intrauterine Insemination (IUI) required before a same sex couple can be referred for 
NHS funded assessment and treatment is 10.   
 
IUI is an expensive procedure that can place significant financial pressure on a 
couple. Given the apparent lack of parity within the criteria for heterosexual couples 
and same sex couples, the CCG is open to complaints from the public and legal 
challenge around unlawful discrimination.  It should be noted that there is currently a 
legal challenge that has been brought against an NHS commissioner regarding what 
is being deemed a ‘gay tax’ on NHS funded fertility treatment.  This challenge is 
broadly concerned with the number of IUI cycles same sex female couples require 
prior to referral under that commissioner’s fertility policy.   
 
The CPD team’s patient and public engagement work also emphasised a need to 
review the criteria for same sex couples to make the policy more equitable.  This was 
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further echoed in clinical evidence which indicated that very few women would 
require more than 6 cycles of unstimulated IUI in order to conceive.  
 
Evidence from The Human Fertilisation and Embryology Authority (HFEA) indicates 
pregnancy rate for a stimulated cycle of IUI is 17%.  The success rate for an 
unstimulated cycle is 16%.  The HFEA indicate approximately half of women who 
undergo this treatment will be successful within 6 cycles.  Discussions with 
consultants indicate that women will very rarely proceed to 10 cycles of IUI without 
conceiving. 
 
Therefore, it is proposed that the number of independently funded cycles of IUI 
required for the referral of same sex female couples be reduced from 10 to 6 for 
same sex female couples 
 
The proposed policy includes provision for patients who cannot have penetrative sex 
because of a psychosexual or andrological condition.  This might include, for 
instance, vaginismus.  Patients will need to have received assessment from a 
relevant service before referral for a fertility service could be made.  The purpose of 
this provision is to broaden equity of access for people where there is clinical 
justification. 
 
EIA 
Equality impact assessment has been completed and signed off.   
 
NICE guidance recommends that women between the ages of 40-42 years are 
offered one cycle of IVF provided they meet the relevant criteria.  Evidence indicates 
that the success rate of IVF for women in this cohort is generally less than for 
women under 40 years.  The proposed policy has an upper age limit for women of 40 
years. 
 
One study – ‘Live Birth Rate Associated with Repeat Invitro Fertilisation Cycles’ 
(Smith et al., 2015) aimed to determine the live-birth rate per initiated IVF cycle via a 
prospective study of 156,947 UK women who received 257,398 IVF ovarian 
stimulation cycles between 2003 and 2010 and were followed until June 2012.  The 
study indicated that the chances of success for one cycle of IVF for a woman under 
40 years was 32.3%, while the chances of conceiving for women aged 40-42 years 
was 12.3%.   
 
Due to the evidence of effectiveness of IVF for women over 40 years, it has been 
determined that the upper age limit of the policy should not be increased.  To make 
best use of resources, this policy is intended to support those people with the best 
chance of conceiving with assistance. 
 
This policy has attempted to resolve, as far as possible, several issues that were 
discriminatory against some protected characteristics, including marital status and 
sexual orientation.   
 
QIA 
Quality impact assessment has been completed and is awaiting sign off. 
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PPI 
PPI assessment has been completed and is awaiting sign off. 
 
Financial Impact  
During 2020/21, fertility services within BNSSG were closed for long periods due to 
the COVID-19 pandemic.  Consequently, the number of referrals significantly 
reduced.  While activity has increased for 2021/22, the number of referrals fer fertility 
treatment is expected to be considerably less than reported in 2019/20.  Therefore, it 
is difficult to establish an accurate trend for local activity.  For the purposes of this 
paper, local activity data for 2019/20 will be used as the baseline for any projection 
of financial impact. 
 
The proposed policy will enable single women to undergo assessment and treatment 
of infertility where they meet the relevant criteria.  This is likely to have an impact on 
activity.  According HFEA data, the number of single women accessing IVF 
treatment has steadily increased over the last 5 years.  However, this data does not 
indicate if the decision to undergo IVF treatment was a result of a lifestyle choice or 
infertility.  It is therefore difficult to make an accurate projection of the likely financial 
impact.  
 
The most recent available data from the HFEA indicates that, in 2019, 2,138 cycles 
of IVF or Donor Insemination were funded by the NHS for single people.  This 
accounted for 4% of the total number of NHS funded treatment cycles for England.  
This cohort constituted less than 1% (0.014%) of the total population of England 
registered as single or unmarried, according to the Office for National Statistics 
(ONS). 
 
It is worth noting that in 2019/20, the number of heterosexual couples that were 
funded for fertility treatment by BNSSG CCG, was 290.  This constitutes less than 
1% of BNSSG’s total population of couples in either a marriage or civil partnership. 
 
ONS data indicates that, across BNSSG, there are 273,448 people who register their 
marital status as single.  While this is not broken down by age, data from local 
councils indicates that 170,375 of BNSSG’s total female population would meet the 
age criteria in the proposed policy.  Assuming local activity follows national trends, 
and that less than 1% of the total female population of BNSSG who meet the 
proposed age criteria seek referral, proposed changes to the policy could lead to an 
increase in fertility activity of up to 30 referrals per year, and an overall increase in 
fertility spend of at least £94,320.  Fertility expenditure for the CCG in 19/20 was 
£993,177. 
 
HFEA research indicates that most single people access fertility treatment in their 
30’s.  Given this, it is possible that the number of single women seeking treatment for 
infertility could be less than estimated above. 
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Given the limitations of local data, it is difficult to make a reliable projection on the 
number of single people who may require assessment and treatment for infertility.  
Information that is unavailable includes the prevalence of infertility for single people 
and a breakdown of marital status by age.   
 
It is also unclear how many lone parent families there are across BNSSG.  In 2020, 
there were estimated to be 197 lone parent families across BNSSG.  However, this 
data is likely to have changed in the interim.  The number of lone parent families is 
likely to have an impact on the number of people seeking infertility treatment. 
 
Given the limitations in the data, it is reasonable to take national data as a guide for 
understanding local demand.  The CPD team, however, will work with the CCG’s 
contracts team and BI to establish a means of monitoring this data. 
 
As noted, there are several conditions that have been added to the criteria for 
heterosexual couples.  There is currently no data to indicate how this might impact 
activity, the consensus among clinicians involved in this review is that the cohort will 
be small, however the CPD team will work the CCG’s BI team to establish a means 
of monitoring this data. 
 
Recommendation to CPRG – Recommend revised policy to Clinical Executive for 
adoption. 
 
Fertility Preservation 
New Policy  
The commissioning policy team engaged with clinicians at the Bristol Centre for 
Reproductive Medicine (BCRM), North Bristol Trust (NBT), University Hospitals of 
Bristol and Weston (UHBW) and pharmacists from the CCG’s medicines optimisation 
team. 
 
This policy is a development of provision that was previously a part of the CCG’s 
fertility policy.   
 
NHS funded fertility preservation is often recommended for patients who are either 
undergoing, or likely to be prescribed, certain types of cancer treatments.   
 
NICE guidance refers to the HFEA’s code of practice regarding the provision of 
fertility preservation to people undergoing cancer treatments.  This guidance does 
not explicitly refer to people undergoing treatment for other conditions that might 
compromise fertility. 
 
There is provision within BNSSG CCG’s current fertility policy for patients who are to 
receive oncology treatment that is likely to compromise their fertility. 
 
The HFEA’s Code of Practice does not offer specific guidance on commissioning 
fertility preservation for conditions or treatments beyond cancer.  However, it does 
state that ‘access restrictions to fertility treatment should only be in place for clinical 
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reasons which are supported by evidence, and any restrictions based on social value 
judgments should be in keeping with local policies on decision-making and ethical 
frameworks.’ 
 
Legal advice from the CCG’s solicitors – Bevan Brittan LLP – indicates that because 
the current policy provides fertility preservation only for patients undergoing cancer 
treatment, it is potentially discriminatory.  This leaves the CCG at risk of a potential 
legal challenge under the Equality Act 2010.   
 
Given that HFEA guidance suggests fertility preservation could extend beyond 
cancer treatment, the CCG does have discretion to fund gamete preservation for 
clinical reasons supported by evidence.   
 
The proposed policy for fertility preservation, will fund people who will receive 
treatment that is likely to have an adverse and irreversible impact on their fertility and 
where there are no clear alternatives to that course of treatment.  Alongside certain 
cancer treatments, this includes a small group of medications and some surgical 
interventions on ovaries and testes. 
 
There are several medications that can have a long-term adverse impact on fertility.  
However, for most patients there will be an alternative treatment option that will not 
impact fertility. 
 
Medication that is most likely to impact fertility, as described in this policy, are those 
used in some cancer treatments, cyclophosphamide and testosterone when used in 
hormone therapy in the treatment of gender dysphoria. 
 
The policy does not set out an exhaustive list and invites funding applications should 
clinicians believe the medication their patient has been prescribed will have an 
adverse and irreversible impact on their fertility.  The policy will be closely linked to 
the BNSSG Formulary. 
 
It is recognized that there are some surgical interventions that will have a similar 
impact on a person’s fertility, as cancer treatments.  These include surgery on, or 
removal of, a second ovary or testes.  Given that these interventions are likely to 
have an adverse and irreversible impact on a person’s fertility, it is proposed that 
people who will undergo these treatments should have access to fertility 
preservation. 
 
EIA 
Equality impact assessment has been completed and has been signed off. 
 
This policy preserves the potential for transgender people, who are in the process of 
transitioning, to conceive later in life.  This goes some in way in addressing an 
element of existing CCG provision for fertility preservation that was discriminatory, by 
establishing a clear rationale based on clinical evidence. 
 
QIA 
Quality impact assessment has been completed and is awaiting sign off. 
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PPI 
PPI assessment has been completed and is awaiting sign off. 
 
Financial Impact  
The number of patients currently prescribed cyclophosphamide, and who are within 
the age criteria for this policy, is 5.  Input from the medicine’s optimisation team 
indicates that the number of patients prescribed cyclophosphamide is likely to remain 
at a similar level. 
 
BI data indicates that the number of BNSSG patients on either a gender dysphoria, 
or transsexualism pathway is consistently low.  In 2019/20, the number of BNSSG 
patients on one of these pathways was 8.  In 2020/21, the number of BNSSG 
patients to these pathways was also 8.  The ratio of biological men to women is 
unknown from the available data.   
 
It is also unclear how many patients would want to preserve the potential to conceive 
following their transition. 
 
The CCG already funds fertility preservation for patients undergoing some cancer 
treatments.  The proposed policy will not have an impact on activity for this cohort. 
It is difficult to provide an accurate figure of the likely cost impact of this policy.  What 
the CPD team cannot know is the number of patients within the cohort who believe 
their family is complete or would want to have children in the future.   
 
The cost of gamete cryopreservation is £3,350.  Assuming the number of patients on 
medication that would have a long-term adverse impact on fertility remains at current 
level, a gender dysphoria or transsexualism pathway remained at this level, and 
assuming they each wanted to preserve the potential to conceive, the CCG could 
expect a cost increase of £43,550.  Activity would be regularly monitored by the CPD 
team using BI data. 
 
There is a small cohort of patients who will require fertility preservation because of a 
planned surgical intervention that will have an adverse impact on their fertility.  Local 
specialists estimate that approximately 5 patients per year might require funding on 
this basis.  Activity data from providers does not indicate the exact activity. 
 
The level of activity is not expected to increase, however the CPD team would 
monitor activity through BI reporting and, possibly, direct activity reports from the 
provider.  Assuming activity remains at the current level – as expected – the CCG 
could see an increase of £16,750 per year. 
 
For 2019/20, the CCG spent £117,250 on fertility preservation.  The proposed policy 
could lead to an increase in this figure of £60,300. 
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Recommendation to CPRG – Recommend revised policy to Clinical Executive for 
adoption. 
 
Appendices 
 
Appendix 1 – Ethical Implications of Proposed Policy 
Appendix 2 – Cost Mitigations 
 
 
Appendix 1 
Ethical Implications 
In January 2022, the CPRG held a two-and-a-half-hour debate on the ethical 
implications on some of the proposed changes to the CCG’s policies for 
commissioning fertility assessment, treatment, and preservation.   
 
The group discussed the proposed changes considering the five principles of the 
CCG’s ethical framework for decision making.  From these discussions the group 
reached unanimous consensus regarding what changes to the policies should be 
taken forward to clinical executive for adoption. 
 
The five principles of the CCG’s ethical framework for decision making are: 
Principle 1 – Rational 
Decision-making is rational and based upon a process of reasoning which involves: 
• Being logical in the way reason is applied to reach a decision 
• Ensuring that the decision is based on available evidence of clinical effectiveness 
• Ensuring that the decision is based on the available, different types of evidence 

of whether or not something ‘works’ and is safe. Types of evidence include 
research studies, case studies and service user and clinician insight. 

• Making a realistic appraisal of the likely benefits and harms to the population of 
Bristol, North Somerset and South Gloucestershire and patients and service 
users 

• Weighing up all relevant factors, including risks and costs to all relevant 
organisations and also to the people that we serve 

• Taking account of the wider political, legal and policy context 
• Ensuring individuals involved in decision-making are appropriately skilled and 

trained 
 
Principle 2 – Inclusive 
Decisions should be arrived at through a fair and non-discriminatory process that: 
• Reinforces the concept of equality of opportunity of access to healthcare 
• Ensures patient and public insight is considered in decision-making 
• Balances the rights of individuals with the rights of the wider community 
 
Principle 3 – Take account of the value we will get 
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We have finite resources and they must be managed responsibly. Investment in one 
area of healthcare will inevitably mean that resources will have to move away from 
other areas of healthcare.  
 
Decisions should be based on careful consideration of the trade-offs between cost 
and benefit, both short and long term. These decisions will recognise that complex 
trade-offs cannot necessarily be reduced to simple cost benefit calculations. We 
need to balance the impact of cost against other factors such as the impact on the 
population’s health. 
 
Decisions will take account of the outcomes we will achieve (for example population 
health, quality of health, survival rate, extent of recovery, people’s experience, 
safety) for the resources that we use (for example the amount we pay for a service, 
salaries, investment in equipment and buildings). This is what we call “value”. 
 
Principle 4 – Transparent and open to scrutiny 
Decisions and the way they are made should be transparent and easily understood. 
The information provided to decision makers should be fully documented together 
with the process followed and the degree of consensus reached. 
 
Principle 5 - Promote health for both individuals and the community 
Decisions about things that promote health and avoid people becoming ill will be 
considered alongside things that will cure illness and other interventions. There may 
be times when it is appropriate to target specific demographic groups or health 
issues in order to reduce inequalities in health outcomes. 
 
The below provides an overview of the group’s responses to key discussion points 
within the proposed policies, against the principles of the CCG’s ethical framework. 
 
Assuming infertility is a health issue should BNSSG CCG fund assessment 
regardless of someone's relationship status? 
 
Rational 
It was proposed that traditional approaches to the family were the likely drivers 
behind the CCG’s existing rationale for the funding of fertility assessment.  The 
group further recognised that, since the development of IVF, the ‘traditional family’ is 
no longer the expectation among the population.  This is reflected in legislation 
related to accessing fertility services, even if decisions around the public funding of 
fertility treatment do not reflect the broader changes. 
 
From the perspective of intended outcome, there is no evidence to suggest that 
relationship status has an impact on an individual’s physiological infertility, or a 
woman’s ability to carry a child to live birth. 
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The concept of the ‘traditional family’ is further complicated by changing attitudes to 
sexual and gender identities.  Public health specialists noted that more people are 
identifying as different genders, and more people are identifying as different 
sexualities.  This means that traditional expectations of relationship status may no 
longer be appropriate.   
 
Given these factors, the group agreed that any policy on the assessment of infertility 
should be based on the needs of the individual and not on their relationship status. 
 
Inclusive 
Implementing this proposal would increase the equality of opportunity of access to 
healthcare.   
 
Value 
The cost implications of adopting this recommendation have been described above.  
Within the context of the ethical debate, the challenge for CPRG was to develop a 
safe and equitable policy for clinical executive to consider.  While affordability must 
be considered, this is believed to fall within the remit of clinical executive.  This is 
partly because of the group’s capability to carry out the required financial modelling.  
Moreover, it was recognised that this policy is a small part of the broader 
commissioning landscape, and that the group are unlikely to have an appropriate 
insight into the CCG’s commitments in order to make an absolute judgement on 
value. 
 
However, the group recognised the need to consider cost mitigations should Clinical 
Executive decide that the financial risk to the policy is too great.  Such mitigations 
could include reducing the upper age limit of prospective mothers within the criteria.  
This would reflect evidence of reduced fertility for women from the age of 38 years 
and could offset the impact of additional activity.   
 
Focusing on the ethics of the proposal, the group agreed that it was reasonable for 
the CCG to accept additional costs to increase equity of access.  Given the extent to 
which the proposed policy could reduce inequity of access and limit the potential for 
accusations of unlawful discrimination, it was agreed that equity should take priority 
over cost impact.  There was unanimous agreement that investment in equalising 
access to services was warranted. 
 
Transparent & Open to Scrutiny 
It was agreed that the discussions and decisions of the group satisfied this principle.  
It was further noted that the discussion had been recorded and, pending approval 
from the chair and in agreement with all information governance protocols, could be 
shared beyond the group. 
 
Promote Health for Both Individuals and the Community  
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This principle was not considered relevant to the discussion of the policy.   
 
Should single people be funded for treatment of infertility? 
 
Rational 
While there are a number of potential treatment single women with infertility, there 
are several conditions for single men that will be very difficult to treat – for instance a 
man with a zero sperm count.  Where this is the case for heterosexual couples, the 
likely next step would be surgical sperm recovery for the purposes of surrogacy 
which is not funded by BNSSG CCG.  Surrogacy and surgical sperm recovery can 
be funded by NHSE and therefore are outside the scope of this policy.   
 
However, the assessment of patients with low sperm count – as defined within the 
policy – would be the responsibility of the CCG.  Men within a heterosexual couple in 
this instance could be able to access IVF treatment.  For single men, there is no 
CCG commissioned treatment. 
 
Given that the treatment options for single men are limited to NHSE funded 
interventions, CPRG agreed that the CCG should only fund infertility treatment for 
single women.  It was agreed that this was a rational decision based on the 
biological factors and the limited treatment options for single men.  Furthermore, it 
was agreed that the policy would not fund treatment for people born without a womb. 
 
Inclusive 
While there is a degree of inequity in this decision, part of this is due to physiological 
difference between men and women.  Not funding treatment for infertility at all, is the 
only decision that could be entirely equitable.  Implementing the proposed policy 
would increase equity of opportunity for accessing infertility treatment, while limiting 
the potential for accusations of unlawful discrimination. 
 
Value 
Criteria set out within the policy is intended to ensure that people most in need of 
treatment, and with the best chance of conceiving, are funded.  This would support 
the best use of the CCG’s resource. 
 
Changes to the current provision for fertility preservation, would lead to an increase 
in the number of people who might be eligible for funding, therefore positively 
impacting on outcomes that matter to people seeking fertility assessment and 
treatment.    
 
Transparent & Open to Scrutiny 
Recommendations agreed by CPRG were based on evidence rather than personal 
opinion.  This supported a rational and transparent logic to decision making. 
 
Promoting Health for Individuals and The Community 
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Broadening the scope of the policy will promote positive outcomes for a greater 
portion of the community. 
 
Should the CCG fund fertility preservation for treatments other than cancer 
drug treatments? 
 
Rational 
Funding fertility preservation for treatments other than cancer drug treatments would 
have the same impact on a person’s fertility.  As the impact of some non-cancer 
treatments are the same as cancer treatments, it is rational to provide fertility 
preservation for patients undergoing these treatments. 
 
Inclusive 
Funding fertility preservation for patients undergoing treatments other than cancer is 
a more equitable approach that limits the potential for accusations of unlawful 
discrimination by the CCG.  This approach would increase equality of opportunity of 
access to healthcare within BNSSG. 
 
Value 
As discussed in the previous section, there is likely to be a small cost increase to the 
CCG.  The number of additional patients that are likely to require funding is low.  
There are no cost mitigations that can be factored into this policy to reduce cost 
without risking unlawful discrimination.  The only equitable approach that would 
avoid cost increase would be to remove funding for fertility preservation completely.   
 
Transparent & Open to Scrutiny 
Recommendations agreed by CPRG were based on evidence rather than personal 
opinion.  This supported a rational and transparent logic to decision making. 
 
Promoting Health for Individuals and The Community 
Broadening the scope of the policy will promote positive outcomes for a greater 
portion of the community. 
 
Appendix 2 – Cost Implications 
The policies presented have been drafted to equalise access to infertility assessment 
and treatment.  Single men and women could be eligible for assessment of infertility 
within the new policy, and single women could be eligible for treatment of infertility 
provided they meet the rest of the criteria.   
 
The proposed policy for Fertility Preservation provides support for patients who will 
undergo NHS commissioned treatments that will remove their potential to conceive.  
This will address elements of the existing policy that are discriminatory. 
 
The CPD team have been advised that CCG expenditure for fertility preservation and 
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infertility assessment and treatment, must remain within the current financial 
envelope.  That is to say, the policy must not lead to increased costs for the CCG. 
 
Noted in the following sections are the potential financial implications for adopting 
the policy with these proposed changes.   
 
Broadening the scope of the policy to include single people could cost around 
£94,000.  It should be noted that this is the maximum amount of expected 
expenditure.  It should further be noted that, due to a lack of certain patient level 
information, the CPD team cannot make an accurate projection for the likely increase 
in activity. 
 
Given the direction from the CCG’s executives, in order to equalise access certain 
areas of the proposed policies will need to be adapted to offset increased activity.  
This will have to be done in a way that does not unlawfully or irrationally discriminate 
on the basis of protected characteristics.  There are two elements of policy that could 
be adjusted to ‘fairly’ offset the impact of equalising access. 
 
CPRG are asked to consider these mitigations and indicate a preferred approach to 
cost containment. 
 
Age of Prospective Mother 
There is clinical and commissioning precedent for lowering the age of the 
prospective mother.  Lowering the age of the prospective mother would recognise 
the reduction in fertility levels for women associated with age.   
 
The upper age limit within the CCG’s existing fertility policy is 40 years.  Currently 
three of BNSSG’s peer CCGs have an upper age limit of 39.  Another of BNSSG’s 
peer CCGs has an upper age limit of 35.   It should also be noted that this age limit 
reflected in the commissioning policies of a number of CCGs across England.  The 
HFEA are clear that, from the age of 38, women are more likely to require fertility 
treatment. 
 
According to data from the Office of National Statistics (ONS), across BNSSG there 
will be approximately 12922 aged 38-40 years in the region from March 2022.  In 
2019/20, the number of heterosexual couples that were funded for fertility treatment 
by BNSSG CCG, was 290.  This constitutes less than 1% (roughly 0.5%) of 
BNSSG’s total population of couples in either a marriage or civil partnership. 
 
Assuming activity follows these levels and less 1% of women require assessment for 
infertility, lowering the age limit to women aged 38 years could mean that 64 fewer 
women would seek referral for assessment.    
 
BNSSG CCG currently pays £3,100 per cycle of IVF.  Lowering the upper age limit of 
the prospective mother to 38 years of age could lead to a reduction in expenditure of 
£198,400.  In order to fully understand the financial impact, more work needs to be 
done by the CPD team to understand the breakdown of activity by age and gender.  
These data sets are not currently available to the CPD team, however progress is 
being made to build them. 
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Fertility Preservation 
There is no legal requirement for the CCG to fund fertility preservation.  The central 
requirement is that, should fertility preservation be funded for one cohort of patients, 
it commissions fertility preservation fairly, basing its decision to fund on clinical 
evidence and in line with local ethical framework. 
 
Removing fertility preservation from the policy would mean that the CCG effectively 
removes the potential for any patient undergoing treatment that can compromise 
fertility to receive NHS funded assisted conception. 
 
The CCG’s fertility spend would reduce slightly.  The number of patients funded for 
fertility preservation in 19/20 was 37.  Data from 2020/21 is unlikely to provide an 
accurate account of need across BNSSG due to the impact of Covid-19 on referrals 
to fertility services.  Therefore, the assumption should be that the CCG could save 
£123,950 in 22/3 should it remove fertility preservation from its policy. 
 
Glossary 
 

Clinical Policy Review 
Group (CPRG) 

Clinical Policy Review Group (CPRG) - quarterly meeting 
coordinated by the Commissioning Policy Development 
Team in order to clinical review / update existing policies 
against new NICE guidelines and other developments.  
 
CPRG also clinically evaluates new policies identified.  
 
The of this group is to make recommendations to the 
Commissioning Executive in regard to Commissioning 
Policies to adopt on behalf of BNSSG. 

Evidence 
Based 
Interventions 
Programme (EBI)  

The Evidence-Based Interventions Programme was 
established and developed as a joint enterprise between 
five national partners: the Academy of Medical Royal 
Colleges, NHS Clinical Commissioners, the National 
Institute for Health and Care Excellence as well as NHS 
England and Improvement. 
 
The programme focuses on 17 interventions that fall into 
this category.  
 
Four interventions that should not be routinely offered to 
patients unless there are clinically exceptional 
circumstances, and 13 interventions that should only be 
offered to patients when certain clinical criteria are met. 
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Due Regard NHS England has advised that each CCG must evidence it 
has paid Due Regard to the recommendations made 
through the EBI Programme, and details of this recorded. 

Exceptional Funding 
Request [EFR] 

Where a CCG has published a policy stating that certain 
treatments are not routinely funded, or no commissioning 
policy exists. 

Treatment will only be funded via agreement from 
commissioners in exceptional circumstance. 

Criteria Based Access 
[CBA]  

Where a CCG has published a policy setting out eligibility 
criteria. If clinicians are content that the patient meets the 
criteria, they may proceed to treat without seeking funding 
approval. Funding cases are audited by members of the 
EFR / CPD team to ensure that the policy has been 
adhered to and reduce in appropriate activity. 

Prior Approval [PA]  Where a CCG has published a policy setting out eligibility 
criteria. Clinicians, where they feel patients meet the 
criteria, must seek funding approval from the 
commissioners prior to treating. 

Applications are submitted by Clinicians and reviewed by 
administrators from the EFR / Referral Management team, 
where criteria is evidenced in full the CCG issued a 
reference code giving funding approval. 

Where funding approval is given, it is usually given for a 
term of 1 year and / or 1 intervention only.   

Repeated treatments require repeated applications. 

Significant Functional 
Impairment 

Significant functional impairment is defined by the BNSSG 
Health Community as 

- Symptoms preventing the patient fulfilling routine work or 
educational responsibilities  

- Symptoms preventing the patient carrying out routine 
domestic or carer activities 

This is a subjective criterion. 
 
 
 
 













































 
 
 

  
  

 
Briefing Paper for Commissioning Policy Review Group (CPRG) 
Meeting  
 
Date:  17th May 2022 
 
Title:   Commissioning Policy Review Group (CPRG) Briefing Paper  
 
 
Purpose 
The aim of this paper is to provide an overview of the outcomes and outputs of the 
policy review process.  This paper aims to support the CPRG to: 
 
• Review the commissioning policies that have been reviewed 
• Make decisions on whether to recommend a reviewed commissioning policy to 

BNSSG CCG’s Clinical Executive Committee for adoption or removal 
 
The outputs described in this paper include an Equality Impact Assessment (EIA), a 
Quality Impact Assessment (QIA), Public & Patient Involvement plan (PPI) and the 
likely financial impact of adopting the recommendations of the Commissioning Policy 
Development (CPD) team. 
 
Reasons for commissioning policy review 
There are five reasons that policies are reviewed: 
 
• Three year review – Each commissioning policy has a review date which is set at 

three years from the date of adoption. 
 

• NHS England’s Evidence Based Intervention Guidance for CCGs (NHSE EBI) 
The aim of this program is to prevent avoidable harm to patients, avoid 
unnecessary operations, and free up clinical time by only offering interventions on 
the NHS that are evidence-based and appropriate.  CCG’s are required to pay due 
regard to this work in the formatting of commissioning policies. 
 

• Removal of criteria considered to be a Significant Functional Impairment 
(SFI) – The CCG’s Governing body has advised that, for exceptional funding 
requests, exceptionality should be based on clinical factors only, in line with other 
CCGs and NHS England.  Non clinical factors, frequently referred to as ‘Significant 
Functional Impairment’, affecting a person will not be considered.  This ensures 
that decisions are objectively and avoids judgement of an individual’s relative 
worth.   
 

• New information – A policy will be reviewed if the CCG receives new and relevant 
information or significant feedback on a policy once it has been adopted that would 
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necessitate a review. 
 

• Admin Changes - Policies can be updated when clerical details need updating in 
line with organisational changes.  This does not constitute a formal policy review 
but requires sign off from CPRG in line with the CCG’s governance protocols. 

 
The policies described in this paper will have been reviewed for at least one of the 
above reasons. 
 
Our approach to health inequalities 
The CCG defines health inequalities as unjust and avoidable differences in people’s 
health across the population and between specific population groups. 
 
Health inequalities are socially determined by circumstances largely beyond an 
individual’s control.  Health inequalities are not random and do not happen by 
chance. 
 
The CCG recognises the importance of understanding and recognising the impact of 
its commissioning policies on health inequalities.   
 
There is a developing CCG health inequalities plan that describes actions to improve 
the quality of equality impact assessments and undertake more robust consideration 
of their results in decision-making. The plan also recommends embedding health 
inequalities champions within committees and programme boards.  There is also an 
action to provide further support for staff to ensure that health inequalities are 
consistently covered in their work.  

Recommendations made to CPRG by the Commissioning Policy Development 
(CPD) team. 
This section gives further detail about each policy’s review including the date a policy 
was adopted, the reason for the review, the clinical teams involved in the review and 
an overview of equality and quality assessments.  An assessment of likely 
commissioner spend as a result of policy adoption, is also provided. 
 
Table 1 summarises the policies that have been reviewed and the recommendation 
being made by the CPD team to CPRG.   
 
Changes in wording to policies are highlighted yellow in the policy document. 
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Infertility – Assessment & Treatment 
The CPD team engaged with clinicians at the Bristol Centre for Reproductive 
Medicine (BCRM), NBT and UHBW in the development of this policy. 
 
The revised policy is clear that its purpose is to find the causes of infertility and 
identify NHS commissioned treatments that are likely to help resolve infertility.   
 
To maintain consistency in the scope and purpose of this policy, fertility preservation 
will be managed under a separate policy.  This is discussed further in the following 
section. 
 
To equalise access of opportunity and limit potential legal challenges for 
discrimination, the revised policy will not limit assessment and treatment to 
heterosexual and same sex couples.   
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Under the revised policy, single people will be eligible for assessment provided they 
meet the relevant criteria within the policy.  This includes having regular unprotected 
sex for a period of two years or undergoing 6 independently unstimulated cycles of 
Human Fertilisation and Embryology Authority (HFEA) approved donor insemination. 
 
Under this policy, single women will be able to access fertility assessment treatment 
provided they satisfy the criteria set out within policy.  Across England, there are 6 
other CCGs who currently fund infertility treatment for single women. 
 
Single men will be able to receive assessment for infertility.   There are limited 
treatment options for single men with infertility.  Most of these treatments are funded 
by NHS England.  BNSSG CCG does not currently fund, or part fund, any 
interventions to resolve infertility in single men.  Treatment for single men is outside 
the scope of this policy. 
 
In order to offset the cost of broadening the scope of the policy’s criteria, the upper 
age limit of the prospective mother has been lowered from 40 to 39 years of age.  
This reflects the gradual decline in fertility levels for women.  While this move is 
ostensibly inequitable, it is worth noting that there this is some clinical evidence to 
justify this move. 
 
One study – ‘Live Birth Rate Associated with Repeat Invitro Fertilisation Cycles’ 
(Smith et al., 2015) aimed to determine the live-birth rate per initiated IVF cycle via a 
prospective study of 156,947 UK women who received 257,398 IVF ovarian 
stimulation cycles between 2003 and 2010 and were followed until June 2012. 
Findings indicated that in women younger than 40, the cumulative live-birth rate for: 
• the first cycle was 32.3% 
• 48.7% for the second cycle 
• 58.0% for the third cycle 
For women aged 40-42, the cumulative live-birth rate for  
• the first cycle was 12.3%  
• 19.8% for the second cycle  
• and 24.7% for the third cycle 
 
It is also worth noting that 25% of the CCGs in England have an upper age limit of 39 
or under.  BNSSG CCG would not be a significant outlier in this regard. 
 
Under the proposed policy, the weight of the prospective father will no longer form 
part of the assessment.  This is partly due to the challenges of consistently 
registering a Body Mass Index (BMI) from the prospective father, and the lack of 
evidence for its adverse impact on the conception. 
 
Additional criteria have been proposed for the investigation, assessment, and advice 
on primary infertility for heterosexual couples and single people.  These are 
conditions where there is good evidence that they have an adverse impact on 
fertility.  Under the revised policy, patients could be funded for treatment if there are 
the following known conditions: 

• Azoospermia  
• Stage 4 Endometriosis 
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• A low sperm count, described as <1 million per 30ml taken on two occasions 3 
months apart 
 

Under the existing policy, the number of independently funded cycles of unstimulated 
Intrauterine Insemination (IUI) required before a same sex couple can be referred for 
NHS funded assessment and treatment is 10.   
 
IUI is an expensive procedure that can place significant financial pressure on a 
couple. Given the apparent lack of parity within the criteria for heterosexual couples 
and same sex couples, the CCG is open to complaints from the public and legal 
challenge around unlawful discrimination.  It should be noted that there is currently a 
legal challenge that has been brought against an NHS commissioner regarding what 
is being deemed a ‘gay tax’ on NHS funded fertility treatment.  This challenge is 
broadly concerned with the number of IUI cycles same sex female couples require 
prior to referral under that commissioner’s fertility policy.   
 
The CPD team’s patient and public engagement work also emphasised a need to 
review the criteria for same sex couples to make the policy more equitable.  This was 
further echoed in clinical evidence which indicated that very few women would 
require more than 6 cycles of unstimulated IUI in order to conceive.  
 
Evidence from the HFEA indicates pregnancy rate for a stimulated cycle of IUI is 
17%.  The success rate for an unstimulated cycle is 16%.  The HFEA indicate 
approximately half of women who undergo this treatment will be successful within 6 
cycles.  Discussions with consultants indicate that women will very rarely proceed to 
10 cycles of IUI without conceiving. 
 
Therefore, it is proposed that the number of independently funded cycles of IUI 
required for the referral of same sex female couples be reduced from 10 to 6 for 
same sex female couples. 
 
The proposed policy includes provision for patients who cannot have penetrative sex 
because of a psychosexual or andrological condition.  This might include, for 
instance, vaginismus.  Patients will need to have received assessment from a 
relevant service before referral for a fertility service could be made.  The purpose of 
this provision is to broaden equity of access for people where there is clinical 
justification. 
 
EIA 
Equality impact assessment has been completed and signed off.   
 
NICE guidance recommends that women between the ages of 40-42 years are 
offered one cycle of IVF provided they meet the relevant criteria.  Evidence indicates 
that the success rate of IVF for women in this cohort is generally less than for 
women under 40 years.  The proposed policy has an upper age limit for women of 39 
years. 
 
One study – ‘Live Birth Rate Associated with Repeat Invitro Fertilisation Cycles’ 
(Smith et al., 2015) aimed to determine the live-birth rate per initiated IVF cycle via a 
prospective study of 156,947 UK women who received 257,398 IVF ovarian 
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stimulation cycles between 2003 and 2010 and were followed until June 2012.  The 
study indicated that the chances of success for one cycle of IVF for a woman under 
40 years was 32.3%, while the chances of conceiving for women aged 40-42 years 
was 12.3%.   
 
Due to the evidence of effectiveness of IVF for women over 40 years, it has been 
determined that the upper age limit of the policy should not be increased.  To make 
best use of resources, this policy is intended to support those people with the best 
chance of conceiving with assistance. 
 
This policy has attempted to resolve, as far as possible, several issues that were 
discriminatory against some protected characteristics, including marital status and 
sexual orientation.   
 
QIA 
Quality impact assessment has been completed and is awaiting sign off. 
 
PPI 
A significant period of patient and public engagement was undertaken between May 
and August 2021.  This engagement included a survey which asked for people to 
prioritise changes to the current fertility policy.  This included whether the new policy 
should broaden the scope of fertility preservation, and whether the upper age limit for 
prospective mothers, of 40 years should remain.  Following analysis of the data, 
fertility preservation was assigned a higher priority for review among respondents, 
than the age of the prospective mother.  Therefore, it is proposed that no further 
proactive engagement is required on this issue.  
 
The CPD team, in collaboration with colleagues from comms and the CCG’s PPI 
leads, will draft a statement that describes how the CPD team used the data accrued 
through engagement.  Patients, providers and other stakeholders will be informed of 
how the CCG plans to use the data to influence policy review.  Given that the policy 
will be reviewed at open sessions of the Clinical Executive and Governing Body, this 
will give the public a further opportunity to express their thoughts and concerns. 
 
Financial Impact  
During 2020/21, fertility services within BNSSG were closed for long periods due to 
the COVID-19 pandemic.  Consequently, the number of referrals significantly 
reduced.  While activity has increased for 2021/22, the number of referrals fer fertility 
treatment is expected to be considerably less than reported in 2019/20.  Therefore, it 
is difficult to establish an accurate trend for local activity.  For the purposes of this 
paper, local activity data for 2019/20 will be used as the baseline for most projections 
of financial impact. 
 
The CPD team have been advised that CCG expenditure for fertility preservation and 
infertility assessment and treatment, must not lead to increased costs for the CCG. 
 
The proposed policy would, if adopted, broaden the scope of the policy to include 
single people could cost around £94,000 described below.  This is the maximum 
amount of expected expenditure.   
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To equalise access within the proposed policies, criteria will need to be adapted to 
offset any increased activity, and in a way that does not unlawfully or irrationally 
discriminate on the basis of protected characteristics. 
 
As discussed previously by the CPRG, the preferred mitigation within criteria would 
be to reduce the upper age limit for the prospective mothers from 40 years of age to 
39.  For the financial year 2021-22, the CCG received 35 funding applications for 
fertility treatment for women aged 39 or over.  Assuming this activity remains 
consistent, lowering the upper age limit could generate a cost saving of £108,500.  
This would ostensibly cover the costs of broadening the scope of the policy to single 
women. 
 
It is difficult to make an accurate projection of the likely financial impact broadening 
the scope of the criteria to single people will have.  It should be noted that BNSSG 
CCG’s EFR have received one funding application for fertility treatment of a single 
woman.   
 
Projections for the number of single women who may seek funding for fertility 
treatment are based on the most recent available data from the HFEA regarding 
NHS funded fertility treatment for single people.   
 
HFEA data indicates that, in 2019, 2,138 cycles of IVF or Donor Insemination were 
funded by the NHS for single people.  This accounted for 4% of the total number of 
NHS funded treatment cycles for England.  This cohort constituted less than 1% 
(0.014%) of the total population of England registered as single or unmarried, 
according to the Office for National Statistics (ONS). 
 
It is worth noting that in 2019/20, the number of heterosexual couples that were 
funded for fertility treatment by BNSSG CCG, was 290.  This constitutes less than 
1% of BNSSG’s total population of couples in either a marriage or civil partnership. 
 
ONS data indicates that, across BNSSG, there are 273,448 people who register their 
marital status as single.  While this is not broken down by age, data from local 
councils indicates that 170,375 of BNSSG’s total female population would meet the 
age criteria in the proposed policy.  Assuming local activity follows national trends, 
and that less than 1% of the total female population of BNSSG who meet the 
proposed age criteria seek referral, proposed changes to the policy could lead to an 
increase in fertility activity of up to 30 referrals per year, and an overall increase in 
fertility spend of at least £94,320.  Fertility expenditure for the CCG in 19/20 was 
£993,177. 
 
HFEA research indicates that most single people access fertility treatment in their 
30’s.  Given this, it is possible that the number of single women seeking treatment for 
infertility could be less than estimated above. 
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Given the limitations of local data, it is difficult to make a reliable projection on the 
number of single people who may require assessment and treatment for infertility.  
Information that is unavailable includes the prevalence of infertility for single people 
and a breakdown of marital status by age.   
 
It is also unclear how many lone parent families there are across BNSSG.  In 2020, 
there were estimated to be 197 lone parent families across BNSSG.  However, this 
data is likely to have changed in the interim.  The number of lone parent families is 
likely to have an impact on the number of people seeking infertility treatment. 
 
Given the limitations in the data, it is reasonable to take national data as a guide for 
understanding maximum local demand.  The CPD team, however, will work with the 
CCG’s contracts team and BI to establish a means of monitoring this data. 
 
It should also be noted that costs are based on the current local tariffs for fertility 
treatment.   
 
Current tariffs are designed to balance the cost of providing treatment to couples, 
rather than single people.  Changes to the laws around sperm donation, have led to 
a dramatic reduction in the number of sperm donors.  Consequently, fertility 
providers are having trouble getting sperm for single patients, and so the cost of 
HFEA approved sperm is going up.  Therefore, it is likely that to offset the cost of not 
having men in the equation, the cost of providing fertility treatment, and ultimately the 
tariff, will increase.  The impact of this is still being determined. 
 
As noted, there are several conditions that have been added to the criteria for 
heterosexual couples.  There is currently no data to indicate how this might impact 
activity, the consensus among clinicians involved in this review is that the cohort will 
be small, however the CPD team will work the CCG’s BI team to establish a means 
of monitoring this data. 
 
Recommendation to CPRG – Recommend revised policy to Clinical Executive for 
adoption. 
 
Fertility Preservation 
New Policy  
The commissioning policy team engaged with clinicians at the Bristol Centre for 
Reproductive Medicine (BCRM), NBT, UHBW and pharmacists from the CCG’s 
Medicines Optimisation team. 
 
This policy is a development of provision that was previously a part of the CCG’s 
fertility policy.   
 
NHS funded fertility preservation is often recommended for patients who are either 
undergoing, or likely to be prescribed, certain types of cancer treatments.   
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NICE guidance refers to the HFEA’s code of practice regarding the provision of 
fertility preservation to people undergoing cancer treatments.  This guidance does 
not explicitly refer to people undergoing treatment for other conditions that might 
compromise fertility. 
 
There is provision within BNSSG CCG’s current fertility policy for patients who are to 
receive oncology treatment that is likely to compromise their fertility. 
 
The HFEA’s Code of Practice does not offer specific guidance on commissioning 
fertility preservation for conditions or treatments beyond cancer.  However, it does 
state that ‘access restrictions to fertility treatment should only be in place for clinical 
reasons which are supported by evidence, and any restrictions based on social value 
judgments should be in keeping with local policies on decision-making and ethical 
frameworks.’ 
Legal advice from the CCG’s solicitors – Bevan Brittan LLP – indicates that because 
the current policy provides fertility preservation only for patients undergoing cancer 
treatment, it is potentially discriminatory.  This leaves the CCG at risk of a potential 
legal challenge under the Equality Act 2010.   
 
Given that HFEA guidance suggests fertility preservation could extend beyond 
cancer treatment, the CCG does have discretion to fund gamete preservation for 
clinical reasons supported by evidence.   
 
The proposed policy for fertility preservation, will fund people who will receive 
treatment that is likely to have an adverse and irreversible impact on their fertility and 
where there are no clear alternatives to that course of treatment.  Alongside certain 
cancer treatments, this includes a small group of medications and some surgical 
interventions on ovaries and testes. 
 
There are several medications that can have a long-term adverse impact on fertility.  
However, for most patients there will be an alternative treatment option that will not 
impact fertility. 
 
Medication that is most likely to impact fertility, as described in this policy, are those 
used in some cancer treatments, cyclophosphamide and testosterone when used in 
hormone therapy in the treatment of gender dysphoria. 
 
The policy does not set out an exhaustive list and invites funding applications should 
clinicians believe the medication their patient has been prescribed will have an 
adverse and irreversible impact on their fertility.  The policy will be closely linked to 
the BNSSG Formulary. 
 
It is recognized that there are some surgical interventions that will have a similar 
impact on a person’s fertility, as cancer treatments.  These include surgery on, or 
removal of, a second ovary or testes.  Given that these interventions are likely to 
have an adverse and irreversible impact on a person’s fertility, it is proposed that 
people who will undergo these treatments should have access to fertility 
preservation. 
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EIA 
Equality impact assessment has been completed and has been signed off. 
 
This policy preserves the potential for transgender people, who are in the process of 
transitioning, to conceive later in life.  This goes some in way in addressing an 
element of existing CCG provision for fertility preservation that was discriminatory, by 
establishing a clear rationale based on clinical evidence. 
 
QIA 
Quality impact assessment has been completed and is awaiting sign off. 
 
PPI 
PPI assessment has been completed and is awaiting sign off. 
 
 
Financial Impact  
The number of patients currently prescribed cyclophosphamide, and who are within 
the age criteria for this policy, is 5.  Input from the medicine’s optimisation team 
indicates that the number of patients prescribed cyclophosphamide is likely to remain 
at a similar level. 
 
BI data indicates that the number of BNSSG patients on either a gender dysphoria, 
or transsexualism pathway is consistently low.  In 2019/20, the number of BNSSG 
patients on one of these pathways was 8.  In 2020/21, the number of BNSSG 
patients to these pathways was also 8.  The ratio of biological men to women is 
unknown from the available data.   
 
It is also unclear how many patients would want to preserve the potential to conceive 
following their transition. 
 
The CCG already funds fertility preservation for patients undergoing some cancer 
treatments.  The proposed policy will not have an impact on activity for this cohort. 
It is difficult to provide an accurate figure of the likely cost impact of this policy.  What 
the CPD team cannot know is the number of patients within the cohort who believe 
their family is complete or would want to have children in the future.   
 
The cost of gamete cryopreservation is £3,350.  Assuming the number of patients on 
medication that would have a long-term adverse impact on fertility remains at current 
level, a gender dysphoria or transsexualism pathway remained at this level, and 
assuming they each wanted to preserve the potential to conceive, the CCG could 
expect a cost increase of £43,550.  Activity would be regularly monitored by the CPD 
team using BI data. 
 
There is a small cohort of patients who will require fertility preservation because of a 
planned surgical intervention that will have an adverse impact on their fertility.  Local 
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engagement during elections, this engagement was delayed by three months.  This caused further 
delay to the completion of this policy review. 
 
Transition 
The current commissioning policy for Fertility Assessment and Treatment includes provision for 
couples only.  The refreshed commissioning policy would support single women in the assessment 
and treatment of infertility where they met criteria.  The practical implementation of this element is 
complicated by necessary changes to current contractual arrangements between the ICB and 
fertility services.  Should the proposed policies be approved by the ICB Board, it is intended that 
the new policy is implemented from April 1st, 2023.  This is considered the best time frame for 
making significant changes to the contract. 
 
Significant changes to the ICB’s current commissioning stance on infertility treatment and fertility 
preservation, have been proposed in the draft commissioning policies.  Key changes include a 
lowering of the upper age limit of the prospective mother from 40 to 39 years.  Under this criteria, 
prospective mother’s must not be older than their 39th birthday at referral. 
 
Most individuals seeking infertility assessment and treatment, must have undergone two years of 
regular unprotected sex without conceiving, before they can apply for NHS funded infertility 
treatment.  In lowering the upper age limit of the prospective mother, some patients aged 39 
years, who have been trying to conceive for a year, could be denied treatment if the new policy is 
implemented because of the proposed new policy’s lower upper age limit.  There is then, a need to 
consider how the ICB will transition from the current commissioning stance to the proposed new 
approach in a way that is rational and fair.   
 
The proposed change may affect, on average, around 30 women per year.  As it is a change that 
will ostensibly only have three months of warning the cohort of women disadvantaged by this 
should be allowed to transition, which would take 9 months. BNSSG ICB’s Executive Team have 
indicated that for this nine-month period, women aged between 39 and 40 years, who are known 
to their clinician as having suspected infertility and have been trying to conceive for at least one 
year, could still be referred for the funding of investigations and treatment of infertility under this 
policy should they meet the rest of the criteria. 
 
Cost Considerations  
Elements of the current policy, particularly in relation to relationship status and fertility 
preservation, are discriminatory.  This has been confirmed by the ICB’s solicitors.  This leaves the 
organisation at risk of a potential legal challenge under the Equality Act.  There is then, a need to 
equalise opportunity of access to NHS funded fertility assessment and treatment. 
 
The CPD team have been advised by the ICB’s Chief Finance Officer (CFO) that any changes to 
the current policy, must not lead to increased expenditure for the ICB.  Therefore, to equalise 
access within the proposed policies, criteria has been adapted to offset any increased activity.  
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This has been done in a way that does not unlawfully or irrationally discriminate based on 
protected characteristics. 

4. Policy Overview – Infertility Assessment & Treatment 
The title of the policy has changed from Fertility Assessment & Treatment to clarify that the 
purpose of the policy is to find the causes of infertility and identify NHS commissioned treatments 
that are likely to help resolve infertility.   
 
To maintain consistency in the scope and purpose of this policy, fertility preservation will now be 
managed under a separate policy.  This is discussed in the following section. 
 
To equalise access of opportunity and limit potential legal challenges for discrimination, the 
revised policy will not limit assessment and treatment of infertility to heterosexual and same sex 
couples.   
 
Under the revised policy, single women will be eligible for assessment and treatment of infertility 
provided they meet the relevant criteria within the policy.  This includes having regular unprotected 
sex for a period of two years or undergoing 6 independently funded unstimulated cycles of Human 
Fertilisation & Embryology Authority (HFEA) approved donor insemination. 
 
There are limited treatment options for single men with infertility.  Most of these treatments are 
funded by NHS England.  BNSSG ICB does not currently fund, or part fund, any interventions to 
resolve infertility in single men.  Assessment and treatment for single men is, therefore, outside 
the scope of this policy. 
 
Under the proposed policy, the weight of the prospective father will no longer form part of the 
assessment.  This is due to the challenges of consistently registering a BMI from the prospective 
father in primary care, and the lack of evidence for its adverse impact on conception. 
 
Additional criteria have been proposed for the investigation, assessment, and advice on primary 
infertility for heterosexual couples and single people.  These are conditions where there is good 
evidence that they have an adverse impact on fertility.  Under the revised policy, patients could be 
funded for treatment if there are the following known conditions: 

• Azoospermia  
• Stage 4 Endometriosis 
• A low sperm count, described as <1 million per 30ml taken on two occasions 3 months 

apart 
 
Under the existing policy, the number of independently funded cycles of unstimulated Intrauterine 
Insemination (IUI) required before a same sex couple can be referred for NHS funded assessment 
and treatment is 10.   
 
IUI is an expensive procedure that places significant financial pressure on a couple. Given the 
apparent lack of parity within the criteria for heterosexual couples and same sex couples, the ICB 
is open to complaints from the public, and legal challenges around unlawful discrimination.  It 
should be noted that there is currently a legal challenge that has been brought against an NHS 
commissioner regarding what is being deemed a ‘gay tax’ on NHS funded fertility treatment.  This 
challenge is broadly concerned with the number of independently funded IUI cycles same sex 
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female couples require prior to referral under that commissioner’s fertility policy.  The CPD team’s 
patient and public engagement work also emphasised a need to review the criteria for same sex 
couples to make the policy more equitable.   
 
HFEA evidence indicates that approximately half of women who undergo this treatment will be 
successful within 6 cycles.  Discussions between the CPD team and local consultants supported 
the evidence that women will very rarely proceed to 10 cycles of IUI without conceiving. 
 
Therefore, it is proposed that the number of independently funded cycles of IUI required for the 
referral of same sex female couples be reduced from 10 to 6. 
 
The proposed policy includes provision for patients who cannot have penetrative sex because of a 
psychosexual or andrological condition.  This might include, for instance, vaginismus.  Patients will 
need to have received assessment from a relevant service before referral to a fertility service 
could be made.  The purpose of this provision is to broaden equity of access for people where 
there is clinical justification. 
 
This policy has attempted to resolve, as far as possible, several issues that were discriminatory 
against some protected characteristics, including marital status and sexual orientation.  This is 
likely to increase activity and therefore expenditure for the ICB.   
 
Given the instructions around financial considerations, set out in Section 3, the policy has sought 
to mitigate the impact of equalising access in way that does not unlawfully or irrationally 
discriminate based on a protected characteristic.  Therefore, in the revised policy, the upper age 
limit for prospective mothers has been lowered from 40 to 39 years. 
 
Evidence indicates that the success rate of IVF for women over the age of 40 years is generally 
less than for women under 40 years.   
 
One study – ‘Live Birth Rate Associated with Repeat Invitro Fertilisation Cycles’ (Smith et al., 
2015) aimed to determine the live-birth rate per initiated IVF cycle via a prospective study of 
156,947 UK women who received 257,398 IVF ovarian stimulation cycles between 2003 and 2010 
and were followed until June 2012.  The study indicated that the chances of success for one cycle 
of IVF for a woman under 40 years was 32.3%, while the chances of conceiving for women aged 
40-42 years was 12.3%.   
 
Given the evidence of effectiveness of IVF for women under 40 years compared to women over 
aged 40 years and over.  It has been determined that the upper age limit of the policy should 
lowered.  This policy is intended to support those people with the best chance of conceiving with 
assistance and must not increase expenditure.  Lowering the upper age limit should lead to a 
reduction in one area of activity that will release resource to support the broadening of the scope 
of the policy.  
 
The upper age limit for prospective fathers remains 54 years old.  Most treatments and 
interventions are related to the female member of the couple, or the individual. Many females are 
affected by the policy cut off, while very few men are.  Lowering the upper age limit for men could 
be considered, however the impact would be marginal. 
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5. Policy Overview – Fertility Preservation 
This policy is a development of existing provision that is part of the ICB’s current commissioning 
policy for fertility.   
 
NHS funded fertility preservation is often recommended for patients who are either undergoing, or 
likely to be prescribed, certain types of cancer treatments.  There is provision within BNSSG ICB’s 
current fertility policy for patients who are to receive oncology treatment that is likely to 
compromise their fertility. 
 
NICE guidance refers to the HFEA’s code of practice regarding the provision of fertility 
preservation to people undergoing cancer treatments.  The HFEA’s Code of Practice does not 
offer specific guidance on commissioning fertility preservation for conditions or treatments beyond 
cancer.  However, it does state that ‘access restrictions to fertility treatment should only be in 
place for clinical reasons which are supported by evidence, and any restrictions based on social 
value judgments should be in keeping with local policies on decision-making and ethical 
frameworks.’ 
 
Legal advice from the ICB’s solicitors – Bevan Brittan LLP – indicates that because the current 
policy provides fertility preservation only for patients undergoing cancer treatment, it is potentially 
discriminatory.  This leaves the ICB at risk of a potential legal challenge under the Equality Act 
2010.   
 
Given that HFEA guidance suggests fertility preservation could extend beyond cancer treatment, 
the ICB does have discretion to fund this intervention for clinical reasons supported by evidence.   
 
The proposed policy for fertility preservation, would fund people who will receive treatment that is 
likely to have an adverse and irreversible impact on their fertility and where there are no clear 
alternatives to that course of treatment.  Alongside certain cancer treatments, this includes a small 
group of medications and some surgical interventions on ovaries and testes. 
 
There are several medications that can have a long-term adverse impact on fertility.  However, for 
most patients there will be an alternative treatment option that will not impact fertility. 
 
Medication that is most likely to impact fertility, as described in this policy, are those used in some 
cancer treatments, cyclophosphamide and testosterone when used in hormone therapy in the 
treatment of gender dysphoria. 
 
The policy does not set out an exhaustive list of medication and invites funding applications should 
clinicians believe the medication their patient has been prescribed will have an adverse and 
irreversible impact on their fertility.  The policy will be closely linked to the BNSSG Formulary. 
 
Some surgical interventions will have a similar impact on a person’s fertility as cancer treatments.  
These include surgery on, or removal of, a second ovary or testes.  Given that these interventions 
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are likely to have an adverse and irreversible impact on a person’s fertility, it is proposed that 
people who will undergo these treatments should have access to fertility preservation. 
 

6. Financial resource implications 
As noted above, the CPD team have been directed to ensure that any changes to the ICB’s 
commissioning stance on the treatment of infertility must not increase expenditure.  This section 
describes the likely costs of making the policy more equitable and proposes mitigations. 
 
During 2020/21, fertility services within BNSSG were closed for long periods due to the COVID-19 
pandemic.  Consequently, the number of referrals significantly reduced.  While activity has 
increased for 2021/22, the number of referrals fer fertility treatment is expected to be considerably 
less than reported in 2019/20.  Therefore, it is difficult to establish an accurate trend for local 
activity.  For the purposes of this paper, local activity data for 2019/20 will be used as the baseline 
for any projection of financial impact.  Activity connected to applications for assessment and 
treatment will also be referred to from the last three years.  This data includes funding requests 
received by the ICB’s EFR team, and expenditure reported by the ICB’s Business Intelligence (BI) 
team regarding fertility treatment.  The total cost of expenditure for fertility assessment and 
treatment for 2019/20 £993,177. 
 
The proposed policy will enable single women to undergo assessment and treatment of infertility 
where they meet the relevant criteria.  This is likely to have an impact on activity.  BNSSG ICB 
does not fund single women for the assessment and treatment of infertility.  Therefore, the number 
of single women with infertility within BNSSG is unknown.  A small number of health systems may 
fund the treatment of single women through EFR; however, the majority do not have provision 
within their current policies.  The CPD team have been unable to obtain referral data regarding 
single women from these organisations.     
 
The most recent available data from the HFEA indicates that, in 2019, 2,138 cycles of IVF or 
Donor Insemination were funded by the NHS for single people.  This accounted for 4% of the total 
number of NHS funded treatment cycles for England.  This cohort constituted less than 1% 
(0.014%) of the total population of England registered as single or unmarried, according to the 
Office for National Statistics (ONS).  
 
ONS data also indicates that 7% of the women, nationally, who describe their marital status as 
divorced, widowed or have never been never married or in a civil partnership, would meet the age 
criteria for the proposed policy on Infertility Assessment & Treatment. 
 
Data from BNSSG county councils indicates that 170,375 of BNSSG’s total female population 
would meet the age criteria in the proposed policy.  However, this figure does not indicate what 
proportion of this cohort would register their marital status as single.  Furthermore, this data does 
not account for the number of lone parent families, shared custody agreements, nor is there data 
to indicate the number of single women who have infertility.   
 
Activity has been projected using national trends to propose a minimum and maximum number of 
single women who might meet the age criteria of the proposed policy.  
 
The first projection presents a minimum number of single women who might seek funding for 
infertility treatment.   



BNSSG ICB Board 
1st December 2022 

 Page 10 of 21 

 
Assuming that BNSSG’s population is aligned with national trends, 119,226 women within BNSSG 
could be within the age group of the proposed policy, and would describe their marital status as 
divorced, widowed or have never been never married or in a civil partnership.  Again, this does not 
account for lone parent families, shared custody agreements, nor is there data to indicate the 
number of single women who have infertility.  Using HFEA data on demand for NHS funded 
treatment for infertility, and if BNSSG follows national trends and less than 1% (0.014%) of this 
cohort, the number of single women requesting funding for infertility assessment and treatment 
could be 1 per year.  The ICB’s EFR team have indicated that they have only seen 1 application 
for funding from a single woman over the last five years.  It is believed by those involved with the 
review that the numbers are not likely to be significantly high. 
 
A second means of projecting activity related to single women, would be to use national trends 
again, and use the percentage of single women receiving NHS funded treatment against the total 
number of funding applications. 
 
For the financial year 2019/20, the number of heterosexual couples that applied for infertility 
assessment treatment was 238.  Following HFEA trends, if the ICB were to assume that 4% of the 
total cohort would be single women, then it is likely that 9 additional single women each year could 
apply.  It is worth noting that, although the number of referrals for infertility treatment were 
impacted by COVID-19, the number of funding applications received yearly from 2019/20 to 
2021/22 are similar.  Assuming 4% of the cohort would be single women, BNSSG ICB could 
expect to see up to 11 funding applications each year from single women. 
 
Should the proposed policy be adopted, this could lead to an additional expenditure of £34,584. 
 
Given the limitations of local data, it is difficult to make a reliable projection on the number of 
single people who may require assessment and treatment for infertility.  Information that is 
unavailable includes the prevalence of infertility for single people and a breakdown of marital 
status by age.   
 
If the proposed policies are adopted, the CPD team would work with the ICB’s contracts and BI 
teams to establish a means of monitoring this data.   
 
With regard to changes to the commissioning stance on fertility preservation there is reliable data 
already being collected that can inform projections. 
 
The number of patients currently prescribed cyclophosphamide, and who are within the age 
criteria for this policy, is 5.  Input from the medicine’s optimisation team indicates that the number 
of patients prescribed cyclophosphamide is likely to remain at a similar level. 
 
BI data indicates that the number of BNSSG patients on either a gender dysphoria, or 
transsexualism pathway is consistently low.  In 2019/20, the number of BNSSG patients on one of 
these pathways was 8.  These pathways are commissioned by NHSE, and each pathway works to 
different service specifications.  Therefore, it is unclear what the overall impact might be.   
 
It is also unclear how many patients would want to preserve the potential to conceive following 
their transition. 
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The ICB already funds fertility preservation for patients undergoing some cancer treatments.  The 
proposed policy will not have an impact on activity for this cohort. 
 
It is difficult to provide an accurate figure of the likely cost impact of this policy.  What the CPD 
team cannot know is the number of patients within the cohort who believe their family is complete 
or would want to have children in the future.   
 
The cost of gamete cryopreservation is £3,350.  Assuming the number of patients on medication 
that would have a long-term adverse impact on fertility remains at current level, a gender 
dysphoria or transsexualism pathway remained at this level, and assuming they each wanted to 
preserve the potential to conceive, the ICB could expect a cost increase of £43,550.  Activity 
would be regularly monitored by the CPD team using BI data. 
 
There is a small cohort of patients who will require fertility preservation because of a planned 
surgical intervention that will have an adverse impact on their fertility.  Local specialists estimate 
that approximately 5 patients per year might require funding on this basis.  Activity data from 
providers does not indicate the exact activity. 
 
The level of activity is not expected to increase, however the CPD team would monitor activity 
through BI reporting and, possibly, direct activity reports from the provider.  Assuming activity 
remains at the current level for this cohort – as expected – the ICB could see an increase of 
£16,750 per year. 
 
Due to the transition period proposed for the implementation of the new commissioning policy for 
Infertility Assessment & Treatment, it is likely that there be increased expenditure for the ICB in 
financial year 2022/23.  The number of women aged over 39 years who applied for funding for 
fertility assessment in 2021/22 was 35.  Should the proposed approach to the transition of from the 
current commissioning stance on infertility be approved, a proportion of this cohort could be 
eligible for treatment.  There is no way to know from current available data what the number of 
women in this cohort would be. 
 
It is unlikely that a significant number of single women would seek funding in the funding for 
infertility assessment and treatment in the first year.  This is due to the policy’s criteria which 
stipulates that single women must have first undergone two years of unprotected sex without 
conceiving, or 6 cycles of independently funded IUI.  According to local consultants, six cycles of 
IUI can take up to a year to complete.  Therefore, unless the patient has a known condition that 
could enable them to seek funding outside of this timeframe, it is not anticipated that a significant 
number of single women would be able to apply for funding of Infertility Assessment & Treatment 
in the first year. 
 
It should be noted that, due to the proposed transition period, it is likely that there will be an 
increase in fertility expenditure for BNSSG ICB for 2023/24.  This is due to the implementation of 
the proposed policy for Fertility Preservation.  While there are mitigations to offset the increase in 
activity in the long term, these would ostensibly not be fully in place for 2023/24 due to the 
proposed transition period.  That is to say, there would be greater equity of access for Fertility 
Preservation in 2023/24, which would lead to increased expenditure.  However, the lowering of the 
upper age limit for prospective mothers, would not be implemented until 2024/25.   
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For 2019/20, the BNSSG CCG spent £117,250 on fertility preservation.  The proposed policy 
could lead to an increase in this figure of £60,300.  As the proposed mitigations to offset cost 
increase would not be fully implemented in 2023/24, there is a risk that fertility expenditure could 
be increased for BNSSG ICB by up to £60,300 in 2023/24.  Accepting this risk and allocating 
increased funding to the assessment and treatment of infertility, would ensure that women within 
the cohort appropriate for the proposed transition plan are not unfairly disadvantaged.  
 
Adopting the proposed policies could lead to an increase in regular annual expenditure of £94,844 
per annum.   
 
Mitigations 
There are two elements of policy that could be adjusted to ‘fairly’ offset the impact of equalising 
access.  The first would be to remove the provision of fertility preservation completely.  This would 
mean that no one could access fertility preservation which would be fair if a very difficult decision 
to make.  Using activity data from 2019/20 as a guide, data from the ICB’s contracts team 
indicates that removing fertility preservation could lead to a reduction in expenditure of £117,250 
for the ICB.   
 
However, feedback from the CPD team’s PPE process suggests that this would not be in keeping 
with our population’s priorities for the review of the ICB’s commissioning stance. 
 
The second potential mitigation is to reduce the upper age limit for the prospective mothers from 
40 years of age to 39.  Despite NICE guidance stipulating that the upper age limit for prospective 
mothers should be 42, thirty-three ICB’s across the country currently have an upper age limit of 39 
or less. 
 
Data from the ICB’s EFR team indicates that the number of applications from women aged 39 or 
over for 2019/20 was 32.  This represents expenditure approximately £100,608.    For the financial 
year 2021/22 this number was 35, an expenditure of £110,040.  As noted, 2020/21 has not been 
referenced due to complications arising from the pandemic. 
 
The HFEA have indicated that the number of people aged 40 and above, seeking treatment for 
infertility is increasing.  While projections for savings and expenditure will require monitoring 
should the policies be approved, lowering the age limit of the prospective mother from 40 to 39 
years, could release enough resource to broaden the scope of fertility preservation, and enable 
single women to access infertility treatment where they meet criteria.  
 

7. Legal implications 
Legal advice from the ICB’s solicitor – Bevan Brittan LLP - has indicated that areas of the current 
policy are potentially discriminatory and open to legal challenge under the Equality Act.   
 
There is a specific challenge around the equity of access for fertility preservation provided under 
the current policy.  Currently, BNSSG ICB will only fund fertility preservation for patients 
undergoing some cancer treatments, which will have an adverse and irreversible impact on their 
fertility.  It is recognised that there are number of NHS funded interventions that can have a similar 
impact on a person’s ability to conceive.   
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The current commissioning stance only provides assessment and treatment of infertility for 
heterosexual and same sex couples.  There are no clinical rationale why single people should not 
be assessed under this policy.   
 
The proposed policies endeavour to address areas of non-compliance, making the commissioning 
stance more equitable and avoiding unlawful and irrational discrimination.  The proposed policies 
broaden equity of access for people where there is clinical justification. 

8. Risk implications 
There is a risk that if the proposed policies are not adopted, the ICB will remain open to legal 
challenges under the Equality Act.  The current commissioning policy for Fertility Assessment & 
Treatment, discriminates against single people, transgender people and those with a health issue 
that will prevent them conceiving.  While some transgender patients have accessed funding for 
fertility preservation through the ICB’s Exceptional Funding Panel, not adopting this policy would 
leave cohorts of patients who share a protected characteristic, disadvantaged.  A small number of 
complaints and enquiries from MPs and the public have been received since the current policy 
was adopted.  Therefore, it is likely that these complaints will continue should the current 
commissioning stance remain in place. 
 
There is a risk that broadening the scope of criteria, could lead to an increase in activity that is not 
mitigated by other areas of the policy intended to limit expenditure.  Work has been done to identify 
as far as possible the likely impact of changes.  However, as noted the projections are based on 
national trends and do not directly reflect the health needs of BNSSG’s population in relation to 
infertility.   
 
The CPD team are confident in their projections around increased activity for fertility preservation. 
However, the number of single women who might seek infertility treatment is currently unknown and, 
due to limitations in the available data, there is a possibility that the projections presented are 
inaccurate.  However, it is believed to be unlikely that the projections will be grossly inaccurate due 
to activity reported by the EFR team. Activity will be monitored and should activity increase beyond 
current projections, a rapid policy review could be considered.     
 
There is a risk that lowering the upper age limit for prospective mothers will lead to some damage 
to the ICB’s reputation and increase the number of complaints from MPs and members of the 
public.  The rationale for lowering the upper age limit is backed by evidence and has been deemed 
a rational and legal position.  While the severity of this defensible position is low, there is a high 
likelihood of challenges from MPs and members of the public.  A key mitigation for this will be how 
the proposed policies are communicated, and the engagement the organisation has from local 
partners and stakeholders.  The CPD team have worked with the ICB’s Insights and Engagement 
team to undertake this work. 
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9. How does this reduce health inequalities 
The policies presented address the current known issues around equitable access to fertility 
assessment and treatment.  These are discussed in sections 4, 5 and 10. 
 
The criteria support changing unhealthy behaviours known to contribute to fertility problems, e.g., 
smoking and obesity.  There is some evidence that there is a higher level of prevalence of 
smoking among certain ethnic groups.  As the policy stipulates that prospective mother's and, 
where appropriate, their partners must be non-smokers, it is recognised that the policy could be 
construed as having a negative impact on certain patient groups.  However, there are a range of 
smoking cessation services that GPs can refer individuals to support their referral for assessment 
and treatment of infertility.   
 
HFEA data indicates that people from BAME communities do not access fertility treatment as 
regularly as people of white-British ethnicity.  We currently do not have enough information to fully 
understand this.  It should also be noted that the outcomes of IVF for people from BAME 
communities are less positive than people of white-British ethnicity.  We currently do not have 
enough information to fully understand this.  However, there is a national programme of work to 
address this.  For the purposes of future policy reviews, the CPD and the Clinical Effectiveness 
and Research team will monitor the progress of this work. 

10. How does this impact on Equality and Diversity?  
 
Infertility Assessment & Treatment 
 
Equality impact assessment has been completed and signed off by the ICB’s Equalities Lead.  
This can be found in appendix 2. 
 
This policy has attempted to resolve, as far as possible, several issues that were discriminatory 
against some protected characteristics, including marital status and sexual orientation.  The 
proposed policy does not negatively impact any patient group that shares a protected 
characteristic.    
 
This policy uses clinical evidence and provides a clear rationale for people who will be considered 
for treatment and assessment.  Focusing on primary infertility means that the policy is intended to 
support patients who have never conceived a child and have significant difficulty conceiving.   
 
The criteria for this policy have been broadened based on clinical evidence to equalise access for 
people who share a protected characteristic.  This has been done as far as possible, within the 
limitations of current funding resource.  This includes reducing the number IUI cycles for same sex 
female couples and opening fertility assessment and treatment up to single and unmarried people. 
 
Transgender patients are unlikely to fulfil certain evidence-based criteria that helps to identify 
patients with possible primary infertility.  For instance, having regular unprotected sex for a period 
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of two years prior to referral.  Patients on a gender dysphoria pathway will be supported through a 
proposed new policy for fertility preservation that will preserve their potential to have children. 
 
Fertility Preservation 
 
Equality impact assessment has been completed and has been signed off and can be found in 
appendix in appendix 2.  The proposed policy does not impact negatively on any group who share 
a protected characteristic.  The policy develops on BNSSG ICB’s current provision for fertility 
preservation that was discriminatory, by establishing a clear rationale based on clinical evidence. 
 
11. Consultation and Communication including Public Involvement 
The CPD team undertook a significant period of patient and public engagement (PPE).  This 
included the development of three surveys that were each tailored to specific groups.  These 
groups included healthcare professionals, the general public (referred to as stakeholder survey) 
and GPs.  The survey was published on the then CCG’s website and disseminated to the three 
BNSSG Local Authorities, fertility services, acute providers and a broad range of community 
groups.  The purpose of these surveys was to give local communities the opportunity to inform 
what areas of the current policy should be a priority for review.  Participants highlighted the 
following:  
 

• Broadening the scope of people who can access Fertility Preservation. 
• Increase the number of cycles of In Vitro Fertilisation (IVF) from 1 to 3. 
• Length of time a person has not conceived should be considered more important that 

relationship status. 
 

The survey was live for three months.  Following this period, the responses were collated and 
passed to Dr Ilhem Berrou, Senior Lecturer at the University of the West of England to undertake 
independent analysis and write up the findings.  The survey asked questions specific to areas 
within the scope of the review. 
 
The CPD team discussed the policy with specialists from the BCRM, NBT and UHBW.   
 
The policy has also been supported by the ICB’s medicines optimisation team, who provided an 
overview of medication that can compromise fertility.    
 
The CPD team presented an overview of the survey analysis, outcomes of discussions with 
consultants and the medication review performed by the medicine’s optimisation team, to the 
CCG’s GP clinical lead forum.  The findings were also presented to the then BNSSG CCG’s 
Clinical Executive for guidance on how to proceed with these priorities. 
 
It was agreed that broadening the scope of fertility preservation and removing the requirement 
within policy that only couples could receive funding should be actioned.  However, given the 
financial constraints, increasing the number of IVF was not considered a viable option.  It should 
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be noted that BNSSG ICB’s current commissioning stance offers one fresh and one frozen cycle 
of IVF. 
 
Data 
The CPD team undertook an evidence review of disabilities that can impact fertility.  It was 
deemed that the current policy adequately addresses disabilities and illnesses that are likely to 
require particular consideration with regard to conception.  This includes the provision of sperm 
washing for patients with a positive HIV diagnosis. 
 
The proposed policy also provides clarity on the support it can provide patients who cannot have 
penetrative sex because of a psychosexual or andrological condition.  This might include, for 
instance, vaginismus.  Patients will need to have received assessment from a relevant service 
before referral to a fertility service could be made.   
 
Alongside data from the ICB’s BI data, the CPD team has reviewed data from the HFEA, financial 
data from the CCG’s contract lead for fertility and activity data from BCRM.  Data sources will be 
cited as required. 
 
The CPD team performed a comparison of BNSSG ICB’s current fertility policy against its eleven 
other (then) CCGs.  Each element from the scope of the current review (e.g., age of prospective 
mother, number of IVF cycles) was used as the means of comparison.  BNSSG ICB’s policy is 
predominantly in line with the majority of other ICBs.    

Appendices 
 
Appendix 1 – Proposed Commissioning Policies (Attached) 
 
Appendix 2 
Note: This work was undertaken prior to the CCG becoming an ICB, therefore the below refers to 
CCG rather than ICB. 
 
Ethical Implications 
In January 2022, the CPRG held a two-and-a-half-hour debate on the ethical implications on some 
of the proposed changes to the CCG’s policies for commissioning fertility assessment, treatment, 
and preservation.   
 
The group discussed the proposed changes considering the five principles of the CCG’s ethical 
framework for decision making.  From these discussions the group reached unanimous consensus 
regarding what changes to the policies should be taken forward to clinical executive for adoption. 
 
The five principles of the CCG’s ethical framework for decision making are: 
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Principle 1 – Rational 
Decision-making is rational and based upon a process of reasoning which involves: 
• Being logical in the way reason is applied to reach a decision 
• Ensuring that the decision is based on available evidence of clinical effectiveness 
• Ensuring that the decision is based on the available, different types of evidence of whether or 

not something ‘works’ and is safe. Types of evidence include research studies, case studies 
and service user and clinician insight. 

• Making a realistic appraisal of the likely benefits and harms to the population of Bristol North 
Somerset and South Gloucestershire and patients and service users 

• Weighing up all relevant factors, including risks and costs to all relevant organisations and also 
to the people that we serve 

• Taking account of the wider political, legal and policy context 
• Ensuring individuals involved in decision-making are appropriately skilled and trained 
 
Principle 2 – Inclusive 
Decisions should be arrived at through a fair and non-discriminatory process that: 
• Reinforces the concept of equality of opportunity of access to healthcare 
• Ensures patient and public insight is considered in decision-making 
• Balances the rights of individuals with the rights of the wider community 
 
Principle 3 – Take account of the value we will get 
We have finite resources, and they must be managed responsibly. Investment in one area of 
healthcare will inevitably mean that resources will have to move away from other areas of 
healthcare.  
 
Decisions should be based on careful consideration of the trade-offs between cost and benefit, 
both short and long term. These decisions will recognise that complex trade-offs cannot 
necessarily be reduced to simple cost benefit calculations. We need to balance the impact of cost 
against other factors such as the impact on the population’s health. 
 
Decisions will take account of the outcomes we will achieve (for example population health, quality 
of health, survival rate, extent of recovery, people’s experience, safety) for the resources that we 
use (for example the amount we pay for a service, salaries, investment in equipment and 
buildings). This is what we call “value”. 
 
Principle 4 – Transparent and open to scrutiny 
Decisions and the way they are made should be transparent and easily understood. The 
information provided to decision makers should be fully documented together with the process 
followed and the degree of consensus reached. 
 
Principle 5 - Promote health for both individuals and the community 
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Decisions about things that promote health and avoid people becoming ill will be considered 
alongside things that will cure illness and other interventions. There may be times when it is 
appropriate to target specific demographic groups or health issues in order to reduce inequalities 
in health outcomes. 
 
The below provides an overview of the group’s responses to key discussion points within the 
proposed policies, against the principles of the CCG’s ethical framework. 
 
Assuming infertility is a health issue should BNSSG CCG fund assessment regardless of 
someone's relationship status? 
 
Rational 
It was proposed that traditional approaches to the family were the likely drivers behind the CCG’s 
existing rationale for the funding of fertility assessment.  The group further recognised that, since 
the development of IVF, the ‘traditional family’ is no longer the expectation among the population.  
This is reflected in legislation related to accessing fertility services, even if decisions around the 
public funding of fertility treatment do not reflect the broader changes. 
 
From the perspective of intended outcome, there is no evidence to suggest that relationship status 
has an impact on an individual’s physiological infertility, or a woman’s ability to carry a child to live 
birth. 
 
The concept of the ‘traditional family’ is further complicated by changing attitudes to sexual and 
gender identities.  Public health specialists noted that more people are identifying as different 
genders, and more people are identifying as different sexualities.  This means that traditional 
expectations of relationship status may no longer be appropriate.   
 
Given these factors, the group agreed that any policy on the assessment of infertility should be 
based on the needs of the individual and not on their relationship status. 
 
Inclusive 
Implementing this proposal would increase the equality of opportunity of access to healthcare.   
 
Value 
The cost implications of adopting this recommendation have been described above.  Within the 
context of the ethical debate, the challenge for CPRG was to develop a safe and equitable policy 
for clinical executive to consider.  While affordability must be considered, this is believed to fall 
within the remit of clinical executive.  This is partly because of the group’s capability to carry out 
the required financial modelling.  Moreover, it was recognised that this policy is a small part of the 
broader commissioning landscape, and that the group are unlikely to have an appropriate insight 
into the CCG’s commitments in order to make an absolute judgement on value. 
 
However, the group recognised the need to consider cost mitigations should Clinical Executive 
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decide that the financial risk to the policy is too great.  Such mitigations could include reducing the 
upper age limit of prospective mothers within the criteria.  This would reflect evidence of reduced 
fertility for women from the age of 38 years and could offset the impact of additional activity.   
 
Focusing on the ethics of the proposal, the group agreed that it was reasonable for the CCG to 
accept additional costs to increase equity of access.  Given the extent to which the proposed 
policy could reduce inequity of access and limit the potential for accusations of unlawful 
discrimination, it was agreed that equity should take priority over cost impact.  There was 
unanimous agreement that investment in equalising access to services was warranted. 
 
Transparent & Open to Scrutiny 
It was agreed that the discussions and decisions of the group satisfied this principle.  It was further 
noted that the discussion had been recorded and, pending approval from the chair and in 
agreement with all information governance protocols, could be shared beyond the group. 
 
Promote Health for Both Individuals and the Community  
This principle was not considered relevant to the discussion of the policy.   
 
Should single people be funded for treatment of infertility? 
 
Rational 
While there are a number of potential treatment single women with infertility, there are several 
conditions for single men that will be very difficult to treat – for instance a man with a zero sperm 
count.  Where this is the case for heterosexual couples, the likely next step would be surgical 
sperm recovery for the purposes of surrogacy which is not funded by BNSSG CCG.  Surrogacy 
and surgical sperm recovery can be funded by NHSE and therefore are outside the scope of this 
policy.   
 
However, the assessment of patients with low sperm count – as defined within the policy – would 
be the responsibility of the CCG.  Men within a heterosexual couple in this instance could be able 
to access IVF treatment.  For single men, there is no CCG commissioned treatment. 
 
Given that the treatment options for single men are limited to NHSE funded interventions, CPRG 
agreed that the CCG should only fund infertility treatment for single women.  It was agreed that 
this was a rational decision based on the biological factors and the limited treatment options for 
single men.  Furthermore, it was agreed that the policy would not fund treatment for people born 
without a womb. 
 
Inclusive 
While there is a degree of inequity in this decision, part of this is due to physiological difference 
between men and women.  Not funding treatment for infertility at all, is the only decision that could 
be entirely equitable.  Implementing the proposed policy would increase equity of opportunity for 
accessing infertility treatment, while limiting the potential for accusations of unlawful discrimination. 
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Value 
Criteria set out within the policy is intended to ensure that people most in need of treatment, and 
with the best chance of conceiving, are funded.  This would support the best use of the CCG’s 
resource. 
 
Changes to the current provision for fertility preservation, would lead to an increase in the number 
of people who might be eligible for funding, therefore positively impacting on outcomes that matter 
to people seeking fertility assessment and treatment.    
 
Transparent & Open to Scrutiny 
Recommendations agreed by CPRG were based on evidence rather than personal opinion.  This 
supported a rational and transparent logic to decision making. 
 
Promoting Health for Individuals and The Community 
Broadening the scope of the policy will promote positive outcomes for a greater portion of the 
community. 
 
Should the CCG fund fertility preservation for treatments other than cancer drug 
treatments? 
 
Rational 
Funding fertility preservation for treatments other than cancer drug treatments would have the 
same impact on a person’s fertility.  As the impact of some non-cancer treatments are the same as 
cancer treatments, it is rational to provide fertility preservation for patients undergoing these 
treatments. 
 
Inclusive 
Funding fertility preservation for patients undergoing treatments other than cancer is a more 
equitable approach that limits the potential for accusations of unlawful discrimination by the CCG.  
This approach would increase equality of opportunity of access to healthcare within BNSSG. 
 
Value 
As discussed in the previous section, there is likely to be a small cost increase to the CCG.  The 
number of additional patients that are likely to require funding is low.  There are no cost mitigations 
that can be factored into this policy to reduce cost without risking unlawful discrimination.  The only 
equitable approach that would avoid cost increase would be to remove funding for fertility 
preservation completely.   
 
Transparent & Open to Scrutiny 
Recommendations agreed by CPRG were based on evidence rather than personal opinion.  This 
supported a rational and transparent logic to decision making. 
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Promoting Health for Individuals and The Community 
Broadening the scope of the policy will promote positive outcomes for a greater portion of the 
community. 
 
Appendix 3 – Equality Impact Assessments (Attached) 
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Abstract

Importance—The likelihood of achieving a live-birth with repeat in-vitro fertilisation (IVF) is 

unclear, yet treatment is commonly limited to three or four embryo transfers.

Objective—To determine the live-birth rate per initiated IVF cycle and with repeated cycles.

Design, Setting and Participants—Prospective study of 156,947 UK women who received 

257,398 IVF ovarian stimulation cycles between 2003 and 2010 and were followed until June 

2012.

Main exposure—IVF, with a cycle defined as an episode of ovarian stimulation and all 

subsequent separate fresh and frozen embryo transfers.

Main Outcome(s)—Live-birth rate per IVF cycle and the cumulative live-birth rates across all 

cycles in all women and by age and treatment type. Optimal, prognosis-adjusted and conservative 

cumulative live-birth rates were estimated, reflecting 0%, 30% and 100% of women discontinuing 

due to poor prognosis and having a live-birth rate of zero had they continued.

Results—In all women the live-birth rate for the first cycle was 29.5% (95%CI: 29.3, 29.7). This 

remained above 20% up to and including the fourth cycle. The cumulative prognosis-adjusted live-

birth rate across all cycles continued to increase up to the ninth, with 65.3% (64.8, 65.8) of women 

achieving a live-birth by the sixth cycle. In women younger than 40 using their own oocytes, the 

live-birth rate for the first cycle was 32.3% (32.0, 32.5), and remained above 20% up to and 

including the fourth cycle. Six cycles achieved a cumulative prognosis-adjusted live-birth rate of 

68.4% (67.8, 68.9). For women aged 40-42, the live-birth rate for the first cycle was 12.3% 

(95%CI: 11.8, 12.8), with six cycles achieving a cumulative prognosis-adjusted live-birth rate of 

31.5% (29.7, 33.3). For women older than 42 years all rates within each cycle were less than 4%. 
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No age differential was observed among women using donor oocytes. Rates were lower in those 

with untreated male factor infertility compared to those with any other cause, but treatment with 

either intra-cytoplasmic sperm injection or sperm donation removed this difference.

Conclusions and relevance—Among women in the UK undergoing IVF, the cumulative 

prognosis-adjusted live-birth rate after six cycles was 65.3%, with variations by age and treatment 

type. These findings support the efficacy of extending the number of IVF cycles beyond three or 

four.

Introduction

In-vitro fertilization (IVF) is commonly stopped after three or four unsuccessful embryo 

transfers,1,2 with three unsuccessful transfers labelled ‘repeat implantation failure’.3 This 

practice has been influenced by a study of 1,328 embryo transfers undertaken twenty-years 

ago, without use of intra-cytoplasmic sperm injection (ICSI), which reported a decline in 

live-birth rates after the fourth cycle.4 With one exception,5 previous studies of cumulative 

pregnancy or live-birth rates have been relatively small, with limited ability to precisely 

estimate cumulative success beyond four transfers.4,6–9 Previous studies have defined a 

cycle of IVF as an embryo transfer.5–9 Thus, each initiation of IVF with ovarian stimulation 

has been treated as several separate cycles whenever there has been a series of repeated 

embryo transfers. Given the promotion of single embryo transfer and the effective freezing 

of embryos have increased markedly over the last 10-15 years,10–15 it has been suggested 

that IVF success should be calculated as the live-birth rate per initiated ovarian stimulation, 

including all subsequent separate fresh and frozen embryo transfers.5,10–13

The aim of this study was to determine the extent to which repeat IVF cycles continue to 

increase the likelihood of a live-birth, defining an IVF cycle as the initiation of treatment 

with ovarian stimulation and all resulting separate fresh or frozen embryo transfers; hereafter 

we use the term “cycle” for this. Specific objectives were to determine: (i) the live-birth rate 

within each cycle, and the cumulative rate across all cycles; (ii) how these varied by age and 

treatment types (use of donor oocyte, ICSI or sperm donation); and (iii) the association 

between oocyte yield in one cycle and live-birth rate in subsequent cycles.

Methods

Ethical approval for this study was provided by the UK Human Fertilisation and 

Embryology Authority (HFEA) who have statutory obligations to prospectively collect 

information on all assisted reproductive treatment (ART) in the UK. Women provided 

written consent for this information to be used in analyses, audit and publications. The 

HFEA provided us with data on all ART events occurring in the UK between 1st January 

2003 and 30th June 2012, with linkage of cycles to individual women and data on birth 

outcomes. Because all UK clinics, whether private or public, must provide information on 

any patients treated with ART, together with the outcomes of that treatment, to the HFEA, 

they are able to link cycles to individual women for all UK ART. We chose the 2003 start 

date in order to obtain a large cohort representative of contemporary treatment, and June 

2012 was the latest date for which the HFEA could provide validated data. Because the live-

birth outcome data were incomplete for cycles commencing between January 2011 and June 
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2012 (as many of these cycles were still continuing and births from them could occur after 

June 2012) we limited our potentially eligible cohort to ovarian stimulation cycles initiated 

between 1st January 2003 and 31st December 2010, with live-birth outcome data collected 

up to June 2012.

We excluded ART that was not IVF or was undertaken for the purpose of storage, donation 

or surrogacy. We excluded women who had started IVF before 2003. As in other studies,5–9 

once a live-birth occurred women were censored from further analysis. To reflect clinical 

practice and allow comparisons with other studies,4,5,7,9 we included all embryo transfers, 

whether the individual transfer was of one or more embryos.

Live-birth was defined as an infant born alive after 24 weeks gestation surviving more than 

one month. The World Health Organisation (WHO) define live-birth as a birth showing any 

sign of life irrespective of gestational age. As in other studies,5, 15,16 we modified this to 

capture births that were likely to be viable. We defined an IVF cycle as the initiation of 

ovarian stimulation and all resulting separate fresh or frozen embryo transfers. The live-birth 

rate within a cycle was defined as the probability of a live-birth from an ovarian stimulation 

encompassing all subsequent fresh and frozen embryo transfers from that stimulation. Thus, 

for those embarking on IVF the live-birth rate within one cycle answers the question ‘What 
is my chance of a live-birth with one stimulation and retrieval of oocytes followed by as 
many subsequent separate embryo transfers as possible from that retrieval?’ The cumulative 

live-birth rate at a given cycle was defined as the probability of a live-birth from all cycles 

up to and including that cycle. This answers the question ‘What is my total chance of a live-
birth with repeat ovarian stimulation and oocyte retrievals, together with the subsequent 
embryo transfers from each cycle, up to a given cycle number?’.

Information on age, types of treatment (oocyte donation, sperm donation and ICSI), oocyte 

yield and other couple characteristics were obtained from the HFEA dataset.

Statistical methods

We calculated the live-birth rates within the first and subsequent cycles up to the ninth, as 

the proportion of cycles resulting in a live-birth, using a normal approximation to construct 

confidence intervals. We calculated estimates of cumulative live-birth rates using different 

assumptions of women who discontinue IVF without a live birth (see below), up to the ninth 

cycle, using the Kaplan-Meier method with Greenwood’s approximation to calculate 

confidence intervals (see online supplementary material for full details).17,18 We used a 

log-rank test19 to compare the live-birth rate within each cycle and cumulatively across all 

cycles. The first set of comparisons was between woman’s age and oocyte source category 

and the second was between no male cause of infertility and male cause of infertility with 

and without treatment by ICSI or sperm donation. We assessed the relationship of oocyte 

yield in one cycle to live-birth rates in subsequent cycles in women younger than 40 years 

using their own oocytes, by calculating the within live-birth rate in the first, second, and 

third cycles by oocytes retrieved in the first cycle, and also calculating the within live-birth 

rate up to the fifth cycle by oocytes retrieved in the immediately preceding cycle.
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Dealing with discontinuation of IVF

Infertile couples discontinue IVF for a number of reasons, with a systematic review of 

patient perceptions concluding that the commonest reasons were the physical and/or 

psychological burden of treatment, relationship or personal problems.20 In any study 

estimating cumulative live-birth rates assumptions have to be made about what the rate in 

those who discontinue would have been had they continued. To account for this we 

calculated ‘optimal’ and ‘conservative’ estimates, which are the have been assessed in 

previous studies. In addition we calculated a prognostic-adjusted estimate. The optimal 

estimate, is based on the observed data, and whilst not always explicit in previous 

publications, this assumes that the cumulative live-birth rate in women who discontinue IVF 

without a live-birth, if they had continued would be equal to the rate in those who continue 

to have further cycles.5 The conservative estimate assumes those who discontinue IVF 

would have had a subsequent live-birth rate of zero.5 The true rate is thought to lie between 

these two.7 The prognostic-adjusted estimate aims to obtain this more realistic value. It 

assumes a fixed proportion of those who discontinue do so because of poor prognosis and 

that the live-birth rate in that proportion would have been zero, whereas for those who 

discontinue for other reasons, such as inability to pay, emotional distress or (in our dataset) 

emigration from the UK, it would have been similar to those who continue with treatment.

For the prognosis-adjusted estimate we considered the woman’s age at her first cycle and 

oocyte yield in the previous cycle to be the strongest prognostic factors, because these have 

been shown to be strongly related to live-birth success.5,7,9,21,22 We checked that these 

were indicators of live-birth and of discontinuation of treatment in our own data, as well as 

comparing other available characteristics between those who discontinued and continued 

treatment after one unsuccessful cycle. To obtain age-adjusted and oocyte yield-adjusted 

estimates we calculated results for each age strata (18-34, 35-37, 38-39, 40-42, 43-44, 45-50, 

50+ years) and for each possible oocyte-yield in the previous cycle and then obtained an 

average, weighted by the numbers within each category in the first cycle. It was not possible 

to calculate an age-adjusted estimates for the age stratified analyses as there is too little age 

variation within the age strata. For any analyses that include women using donor oocytes it is 

not possible to calculate rates adjusted for oocyte yield in the previous cycle as women using 

donor oocytes will not have an oocyte yield.

The age and previous oocyte yield adjusted results suggested that 3% of those who 

discontinued IVF did so because of poor prognosis. However, to calculate a prognostic-

adjusted cumulative live-birth rate we assumed 30% of those who discontinued did so 

because of poor prognosis. We chose a value of ten-times that suggested by our data to 

obtain a conservative prognostic-adjusted estimate. Full details of how these estimates were 

calculated are provided in online supplementary material.

As the average population live-birth success rate for a single embryo transfer is between 

20-30% in high income countries,10–13 we considered 20% to be a benchmark for a good 

live-birth rate within a cycle. All analyses were undertaken in Stata version 13 MP2. Two-

sided p-values < 0.05 were considered to provide evidence against the null hypothesis.
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Comparison with live-birth rates in those not receiving ART

We used data on pregnancy and pregnancy loss rates from published literature to estimate 

live-birth rates in women who conceive naturally.23-254 Two prospective cohort studies of 

couples actively trying to conceive provided age specific pregnancy rates attained within 

twelve menstrual cycles.23,24 Live birth rates were calculated assuming 20% of natural 

conceptions result in a pregnancy loss.25

Results

Following planned exclusions the eligible cohort included 257,665 cycles in 157,475 

women. For all analyses we excluded women with missing linkage information or 

implausible linkage (i.e. first IVF transfer being a frozen embryo transfer without preceding 

ovarian stimulation). This resulted in an analysis cohort of 257,398 cycles by 156,947 

women (more than 99% of the eligible cohort; Figure 1). Table 1 shows the characteristics of 

the cohort. eTable 1 shows characteristics by year of treatment. Because of the large sample 

size there was statistical evidence of differences in all characteristics, but for most these 

were small and unlikely to be clinically important. For example, median age of the women 

differed by one-year and median oocyte retrieval differed by one across the study period. 

Use of ICSI increased by 11%, and transfer of single embryos by 17%, though the live-birth 

rate increased by just two-percent across the study period.

Table 2 shows the live-birth rate within each cycle for the whole cohort. In all women the 

live-birth rate for the first cycle was 29.5% (95%CI: 29.3, 29.7). The live-birth rate within 

cycles remained above 20% for each cycle up to and including the fourth. After their first 

cycle there were 110,614 women (70.5% of the analysis cohort) who did not have a live-

birth. Of these, 37,704 (34.1%) discontinued treatment and 72,910 (65.9%) had at least one 

more cycle. eTable 2 compares characteristics between these two groups. Although there 

was statistical evidence of differences for all characteristics the actual differences were 

small.

The cumulative live-birth rate continued to increase up to the ninth cycle, with a cumulative 

prognosis-adjusted live-birth rate of 65.3% (64.8, 65.8) by the sixth cycle (Table 2). The 

equivalent optimal (78.0% (77.3, 78.8)) and age-adjusted (76.7% (76.0, 77.5)) estimates for 

six cycles were similar, while the conservative estimate was 46.8% (46.5, 47.0) (Table 2 and 

eFigure 1).

Results varied by age and oocyte source (Figure 2, Table 3, eTables 3 and 4). In women who 

were younger than 40 years and using their own oocytes (133,379 women, 85% of the 

cohort), the live-birth rate for the first cycle was 32.3% (32.0, 32.5). This remained above 

20% up to and including the fourth cycle. The previous cycle oocyte-yield adjusted and 

optimal estimates were similar. Six cycles achieved cumulative live-birth rates of 68.4%, 

(67.8, 68.9), 80.3% (79.5 to 81.0) and 50.7% (50.5, 51.0), for the prognostic-adjusted, 

optimal and conservative estimates, respectively. For women aged 40-42, the live-birth rate 

for the first cycle was 12.3% (11.8, 12.8), with six cycles achieving a cumulative live-birth 

rates of 31.5% (29.7, 33.3), 41.5% (38.0, 44.9), and 19.2% (18.5, 19.8) for prognostic-

adjusted, optimal and conservative estimates, respectively. For women older than 42 years 
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all rates within each cycle were less than 4% or based on too few live-births to calculate 

confidence intervals.

Use of donor oocytes removed this age differential, as the log-rank test showed no evidence 

for different cumulative live-birth rates between age categories (eTable 3). Irrespective of 

age, women using donor oocytes achieved live-birth rates within each cycle of 29.6% or 

greater for all cycles up to and including the ninth and a cumulative live-birth rate after six 

cycles of 86.7% (85.2, 88.3), 91.7% (90.3, 93.1) and 75.5% (74.0, 77.1) for the prognostic-

adjusted, optimal and conservative estimates, respectively (eTable 4).

Live-birth rates varied by male cause infertility and its treatment (Figure 3 and eTables 5 to 

7). Women whose infertility was due to a male related cause and who were not treated with 

either ICSI or donor sperm had lower live-birth rates than those with a non-male cause of 

infertility (eTables 3 and 5). Those with a male cause of infertility who were treated with 

ICSI had cumulative live-birth rates, after six cycles, of 71.3% (70.5, 72.1), 82.2% 

(81.1,83.4) and 54.7% (54.3, 55.2) using the prognostic-adjusted, optimal and conservative, 

estimates, respectively (eTable 6). Equivalent results for those with male infertility treated 

with donor sperm were 81.2% (78.6, 83.9), 90.2% (87.2, 93.1) and 65.9% (63.9, 67.9) 

respectively (eTable 7). Live-birth rates in both of these groups were greater than in those 

with a non-male cause of infertility (eTables 3 and 8).

Figure 4 shows the live-birth rate within the first, second and third cycles plotted against the 

number of oocytes retrieved in the first cycle in women under 40 years of age using their 

own oocytes. For those in whom no oocytes were retrieved in the first cycle the live-birth 

rates in the second and third cycles were greater than 20%. The live-birth rates in the first, 

second and third cycles continued to increase with increasing oocytes retrieved in the first 

cycle up to around 15 oocytes; thereafter the curves flatten. Plotting the live-birth rate within 

any cycle against the number of oocytes retrieved in the previous cycle gave a similar pattern 

(eFigure 2).

Using published data23–25 we estimated that the live-birth rate for women conceiving 

naturally, who had been trying for 12 menstrual cycles, varied between 58% and 74% 

depending on the woman’s age and frequency of intercourse (eTable 9). These estimates are 

based on studies that only included women younger than 40. Similar cumulative live-birth 

rates were achieved by the fifth or sixth cycle of IVF treatment in women of this age (Table 

3), though, in these women, five cycles took a median of 2 years (1st, 3rd quartile: 2, 3).

Discussion

To our knowledge this is the first study to have linked fresh and frozen embryo transfers to 

obtain estimates of live-birth rate within each IVF ovarian stimulation cycle and cumulative 

live-birth rates across repeated stimulation cycles. Despite a decline in the success rate 

within each cycle as the number of these increased, the cumulative rate across cycles 

increased up to the ninth in the whole cohort, those younger than 40 (using their own 

oocytes) and those using donor oocytes (irrespective of age). They also increased up to the 

eighth or ninth in women aged 40-42, though for women older than 42 (using their own 
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oocytes) the likelihood of success was low and the cumulative live-birth rate did not appear 

to clearly increase beyond the fourth or fifth cycle. For those women able to use donor 

oocytes, age was unrelated to success. In those for whom the cause of infertility was related 

to a male partner problem, treatment with ICSI or donor sperm made a marked difference in 

the likelihood of success, with cumulative rates increasing up to the eighth or ninth cycle, 

whereas without treatment rates were lower than in those with other causes of infertility. In 

women under 40 years with a low oocyte yield in a previous cycle there was benefit in 

continuing with further cycles. We also found women under 40 years could achieve 

cumulative live-birth rates after five or six cycles that were similar to published live-birth 

rates achieved naturally within 12 menstrual cycles.23–25 It should be noted, however, that, 

in these women, five cycles took a median of 2 years.

Widespread adoption of single embryo transfer has reduced multiple pregnancies and 

adverse perinatal outcomes, but has meant that the chance of a live-birth from a single 

ovarian stimulation cycle is spread across multiple embryo transfers, which we have 

assessed here. Since this method of assessing IVF success combines all embryo transfer 

events following an ovulation stimulation into one analysis unit, we were unable to examine 

the effect of the number of embryos transferred per event. However, this method of assessing 

IVF success is increasingly recommended.5,10–13 Our results show how success rates per 

embryo transfer event are misleadingly lower, compared with the rate within each ovarian 

stimulation cycle. Furthermore, we have previously shown, using unlinked data from the 

same population, that the number of embryos transferred in one event has a relatively 

modest effect on live-birth rate, with a difference of 9% in women younger than 40 years 

and 16% in those aged 40 years or older, comparing double to single embryo transfer.15

Despite the differences in the definition of cumulative success between our study and the 

previous largest study (from the US), in which cumulative live-birth rates were estimated on 

the basis of each embryo transfer,5 and differences in health systems between the US and 

UK, both studies found age differences in rates and that these were removed with the use of 

donor oocytes. In the US study, those with a male cause of infertility had one of the highest 

cumulative live-birth rates per embryo transfer, but that study did not examine the effect of 

different treatments (ICSI or sperm donation) and it may be that all of those with male cause 

infertility in the US receive one of these treatments.

The key limitation of all studies looking at cumulative outcomes with repeat IVF is how one 

treats those who discontinue treatment. As seen in our data, and in previous studies,5,7 the 

extremes of the optimal and conservative estimates often vary markedly, for example in our 

data the optimal and conservative estimates were 78.0% and 46.8%, respectively, for the 

whole cohort. This is because of the differences between these two, in what they assume 

would have been the live-birth rate in those who discontinued IVF, had they continued; for 

the optimal estimate this is assumed to be the same as those who did continue, whereas the 

conservative estimate it is assumed to be zero. We examined the likelihood that such 

discontinuation was due to poor prognosis based on age and previous cycle oocyte retrieval. 

These analyses suggested approximately 3% of those who discontinued did so because of 

poor prognosis. This small proportion was because although these two were important 

predictors of live-birth, few women receiving IVF are older than 40 years (only 15% in our 
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national population cohort) and most women have a high oocyte yield (median 9 per cycle in 

our cohort). However, to account for other factors, for example pre-treatment reproductive 

hormone levels, smoking and body mass index (BMI), which have been linked to live-birth 

success, 7,22 but that were not available in this study, we assumed a 30% discontinuation 

due to poor prognosis. Because of the legal requirement for all UK clinicians to provide data 

on all ART patients, the HFEA were able to link cycles to individual women even if they 

moved between clinics within the UK. However, treatment abroad would be absent from our 

data. A European study, conducted 6 years ago, found very few UK couples travelled for 

ART to 49 clinics in six (non-UK) European countries with high rates of cross-border 

patients.26 We were only able to assess live-birth as an outcome: future studies should also 

consider potential adverse effects of continued treatment, including ovarian hyper-

stimulation syndrome and possible increased risk of preterm birth, low birth weight or 

congenital anomalies.16,27,28

We acknowledge that for some couples the emotional stress of repeat treatments may be 

undesirable and the cost of a prolonged treatment course, with several repeat oocyte 

stimulation cycles, may be unsustainable for health services, insurers or couples. However, 

we think the potential for success with further cycles should be discussed with couples. A 

cost-effectiveness analysis is beyond the scope of this study, and the difficulties of 

undertaking such analyses for IVF, in which decisions related to how one values a new life 

and whether ‘benefits’ and ‘costs’ for both parents and the child should be included, are 

well-documented.29 The costs of IVF treatment vary between countries, whether publicly or 

privately funded, and the treatment type used, but are in the range of $14,000 (£9,000, 

€12,000) to $17,000 (£11,000, €15,000) per cycle.1,29,30 These costs exclude assessment 

prior to starting IVF and are based on transfer of one fresh embryo. Assuming each addition 

frozen embryo transfer costs $4000 to $5000,30 the cost per couple of continuing to six, 

rather than having just three cycles, could be as much as $132,000 compared to $66,000 

(assuming one fresh and one frozen transfer per cycle).

Conclusions

Among women in the UK undergoing IVF, the cumulative prognosis-adjusted live-birth rate 

after six cycles was 65.3%, with variations by age and treatment type. These findings 

support the efficacy of extending the number of IVF cycles beyond three or four.

Supplementary Material

Refer to Web version on PubMed Central for supplementary material.
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Figure 1. Definition of eligible and analysis cohort.
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Figure 2. Cumulative live-birth rate across all initiated IVF cycles by age and oocyte source.
The figure shows the prognosis-adjusted estimates of cumulative live-birth rates (i.e. the rate 

(shown on the y-axis) is the likelihood of a live-birth across all initiated cycles up to and 

including the numbers on the x-axis), with 95% confidence intervals. These are presented for 

women in two different age categories at the start of their first IVF treatment cycle (< 40 

years and 40-42 years; women in both of these categories used their own oocytes) and also 

in women who used donor oocytes (these women cover the full age range). Data for women 

aged over 42 at their first treatment cycle are not shown because rates were so low it would 

have been difficult to represent them on this same graph (full results for these women are 

shown in Table 3). The prognostic-adjusted estimate assumes that 30% of those who 

discontinued IVF did so because of poor prognosis and that the live-birth rate in that 30% 

would have been zero had they continued. Analyses were completed in 156,947 women 

undergoing 257,398 cycles. Log-rank tests indicated a difference between the cumulative 

live-births rates for all groups (p < 0.001 for all comparisons).

Smith et al. Page 12

JAMA. Author manuscript; available in PMC 2016 July 06.

 E
urope PM

C
 Funders A

uthor M
anuscripts

 E
urope PM

C
 Funders A

uthor M
anuscripts



Figure 3. Cumulative live-birth rate across all initiated IVF cycles by ICSI and sperm donation.
The figure shows the prognosis-adjusted estimates of cumulative live-birth rates (i.e. the rate 

(shown on the y-axis) is the likelihood of a live-birth across all initiated cycles up to and 

including the numbers on the x-axis), with 95% confidence intervals. These are shown for 

couples without a male cause of infertility, couples with a male cause who were not treated 

with ICSI or sperm donation, those with a male cause who were treated with ICSI and those 

with a male cause who used sperm donation. The prognostic-adjusted estimate assumes that 

30% of those who discontinued IVF did so because of poor prognosis and that the live-birth 

rate in that 30% would have been zero had they continued. Analyses were completed in 

156,947 women undergoing 257,398 cycles. Log-rank tests indicated a difference between 

the cumulative live-births rates for all groups (p < 0.001 for all comparisons).
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Figure 4. Live-birth rate within each single IVF treatment cycle by oocyte retrieval in first cycle.
The figure shows the live-birth rate within each individual first, second and third treatment 

cycle (i.e. for each line the rate on the y-axis is the rate for just that one treatment cycle), 

against the number of oocytes retrieved in the first treatment cycle (shown on the x-axis). 

Analyses are in 134,903 women aged less than 40 years and using their own oocytes. Box 

and whiskers show the central 95% of the distribution of oocytes retrieved in the first cycle, 

as well as the median and lower and upper quartiles.
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Table 1
Characteristics of the analysis cohort of 156,947 women commencing IVF treatment for 
infertility in the UK in 2003-2010 (with outcomes assessed up to June 2012).

Characteristic For all cycles combineda For first cycleb

Number of women        156,947        156,947

Total number of cycles
    1
    2
    3
    More than 3

         93,494  (59.6%)
         39,707  (25.3%)
         15,507  (9.9%)
           8,239  (5.2%)

Number of cycles        257,398        156,947

Live-births (% per cycle)          70,093  (27.2%)          46,333  (29.5%)

Woman’s age (years)
    Median (1st quartile, 3rd quartile)

                35  (32, 38)                 35  (32, 38)

Duration of infertility (years)
    Median (1st quartile, 3rd quartile)
    Missing

                  4  (2, 6)
          11,165  (4.3%)

                  3  (2, 5)
            6,586  (4.0%)

Causes of infertility (non-exclusive)
    Tubal
    Ovulatory
    Endometriosis
    Male cause

         46,535  (18.1%)
         34,473  (13.4%)
         15,889  (6.2%)
       105,014  (40.8%)

         28,181  (18.0%)
         21,582  (13.8%)
           9,654  (6.1%)
         63,023  (40.2%)

Treated with ICSI        123,009  (47.8%)          68,608  (43.7%)

Treated with sperm donation            8,067  (3.1%)            4,781  (3.05%)

Treated with oocyte donation            7,223  (2.8%)            3,587  (2.3%)

Oocytes retrieved (own)
    Median (1st quartile, 3rd quartile)

                  9  (5, 13)                   9  (5, 13)

Embryo transfer events per cycle
    No embryos transferred
    Fresh embryo transfer only
    Fresh and frozen embryo transfer

         31,738  (12.3%)
       199,713  (77.6%)
         25,947  (10.1%)

         20,794  (13.3%)
       119,462  (76.1%)
         16,691  (10.6%)

Number of embryo transfer events        257,581        157,043

Number of embryos transferred per embryo transfer eventc
    1
    2
    3-4

         44,330  (17.2%)
       201,888  (78.4%)
         11,363  (4.4%)

         29,942  (19.1%)
       122,483  (78.0%)
           4,618  (3.0%)

a
The unit of analysis here is cycle (with results the average across all cycles per woman)

b
As this is just one cycle the unit of analysis is the women at their first treatment cycle

c
As there are a variable number of transfer events per treatment cycle (which includes all subsequent fresh and frozen transfer events) the % is per 

the number of transfer events (not per cycle)
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