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Introduction

This paper sets out the criteria for access to NHS funded specialist fertility
services for patients who are the responsibility of the 13 PCTs covered by the
North Derbyshire, South Yorkshire and Bassetlaw Commissioning Consortium
(NORCOM).

It sets out the minimum entitlement for NHS In vitro fertilisation (IVF)
Intracytoplasmic sperm injection (ICSI) and Intra-uterine insemination (1Ul)
across the consortium.

There are currently significant differences between the NORCOM PCTs in
respect of existing specialist fertility treatment policies. Phased introduction
will be required to bring all health communities up to a common policy. It is
envisaged that each PCT will adopt at least the minimum eligibility criteria.
policy. It is not intended that any PCT or health community adopt a more
restrictive policy than their current policy.

Initial investigation of patients is usually carried out by a network of specialist
gynaecologists at District General Hospitals throughout the NORCOM area.

In any healthcare system there are limits set on what is available and on what
people can expect. Primary Care Trusts (PCT’s) are required to achieve
financial balance; they have a complex task in balancing this with individuals’
rights to health care. It is the purpose of the criteria set out here to make the
limits on fertility treatment fair, clear and explicit. Nationally this is undertaken
through the work of the National Institute for Clinical Excellence (NICE) and
this paper reflects this. The paper should be read in conjunction with the NICE
Fertility Guidance available on their web site at www.nice.org.uk-pdf-
CGO011nicequideline.pdf.url (for ease of reference the NICE Guidance practice
algorithms are included as part of this document at Appendix C).

The NICE Guidance places NHS assisted fertility services firmly in the
mainstream of NHS provision. Patients as a result will expect the NHS to
provide this. This document includes recommendations for the first part of the
phased introduction of the Guidance. Further phases of the implementation
will be defined in the light of future Department of Health requirements and
the prioritisation and availability of resources.

EXCEPTIONAL CIRCUMSTANCES

Each PCT in NORCOM has a procedure for dealing with patients who
consider themselves exceptions to these criteria. These patients may
approach their PCT or General Practitioner who will be aware of these
arrangements.

Abbreviations used in the document are explained in Appendix A.

Definitions of technical terms are contained in Appendix B.
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Eligibility Criteria

1. Availability of In vitro fertilisation (IVF), Intracytoplasmic sperm
injection (ICSI)

Couples suffering from infertility will be eligible for IVF and ICSI. Infertility is
the failure to conceive after regular unprotected sexual intercourse for 2
years. Where there is clear reproductive pathology, couples with infertility of
any duration will be considered. This will include couples who cannot achieve
full sexual intercourse due to disability.

To achieve full compliance with the NICE Guidance an increase in the
availability of IVF and ICSI will require phased introduction.

No element of surrogacy related infertility treatment will be eligible for NHS
funding.

Any cycle of infertility treatment whether self or NHS funded will be taken into
account when determining NHS funding entitlement.

Initial Phase

From 1 April 2005 all women aged between 23 to 39 who meet the NORCOM
eligibility criteria will be offered a minimum of one full cycle of IVF. This
includes ovarian stimulation, egg recovery, embryo transfer and frozen
embryo transfer if available.

Couples who have a definitively diagnosed cause of their infertility of any
duration, or unexplained infertility (unexplained infertility includes mild
endometriosis and mild semen abnormality) of at least three years duration,
and who have a greater than 10% chance of a live birth per cycle from in vitro
fertilisation treatment (that is, where the woman’s age is 39 years or less)
should be offered one complete full cycle (that is ovarian stimulation, egg
recovery and embryo transfer and frozen embryo transfer).

Where frozen embryos are available they should be transferred before the
next stimulated treatment cycle up to a limit of one frozen embryo transfer.
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2. Existing Children

From 1 April 2005 only couples with no children (including adopted children)
living with them, who fulfil all other criteria, will be eligible.

In the interests of welfare of the child where a previous child has been taken
into care as a result of child protection procedures and is not living with that
parent then that parent will not be eligible.

3. Female age

Assisted reproductive technology will be available to women aged 23 to 39
years at the start of a treatment cycle. A treatment cycle begins with the
administration of drugs for IVF, Ul and hormone replacement treatment.
Treatment should be started no later than 12 months from the decision to offer
assisted conception. Once treatment is started a woman will be entitled to
one full cycle even if they reach age 40 during treatment. All treatment will
cease by the woman’s 42" birthday.

4. Male age

Assisted reproductive technology will be available to men aged less than 55
years at the start of a treatment cycle.

5. Availability of Intrauterine Insemination (1Ul)

Couples who fail to conceive after 2 years unprotected sexual intercourse and
fulfill the eligibility criteria for IVF may be offered intrauterine insemination if
clinically appropriate.

Couples will normally be offered no more than 6 IUI treatments.

Couples who do not conceive after Ul will have a full entittement to IVF in line
with the stated eligibility criteria.

6. Obesity

Women with a body mass index of more than 29 before starting a course of
IVF ICSI or IUI will not be eligible.

Women with a body mass index of more than 29 are likely to take longer to
conceive.

7. Low Weight

Women with a body mass index of less than 19 before starting a course of
IVF ICSI or IUI will not be eligible.
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Women with a body mass index of less than 19 are less likely to conceive.
8. Donor Sperm

This will be funded only where the male has azospermia or severe
oligospermia or to avoid transmission of inherited disorders to a child where
the couple meet the other eligibility criteria.

This would mean up to 4 cycles of donor insemination. In addition IUI if
required and in addition IVF entitlement if required.

9. Donor Egg

This will be available to women who have undergone premature ovarian
failure due to an identifiable pathological or iatrogenic cause before the age of
40 or to avoid transmission of inherited disorders to a child where the couple
meet the other eligibility criteria.

10. Egg and Sperm Storage

Egg storage will not be carried out outside a clinical trial. Egg storage is
currently experimental. Sperm will be stored according to HFEA Guidance.
This includes freezing of sperm for patients undergoing chemotherapy and
radiotherapy. Patients whose sperm has been frozen prior to chemotherapy
or radiotherapy will be entitled to NHS funded infertility treatment provided
they meet the eligibility criteria.

11. Sterilisation

Couples where one or both partners have been sterilised will not be eligible
for treatment.

12. Review

These treatment criteria will be reviewed in October 2005 or in the light of any
new guidance or clinical trial data whichever is the earliest.

13. Future Phasing
Further phases of the implementation of the NICE Guidance will be defined in

the light of future Department of Health requirements and the prioritisation and
availability of resources.

27 October 2004
Produced by Rotherham PCT on behalf of the NORCOM PCTs
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Appendix A

Abbreviations used

BMI Body Mass Index

DI Donor Insemination

GP General Practitioner

HFEA Human Fertilisation and
Embryology Authority

ICSI Intracytoplasmic sperm injection

UI Intra-uterine insemination

IVF In vitro fertilisation

NICE National Institute of Clinical
Excellence

PCT Primary Care Trust
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Appendix B

Definitions

Term | Definition Further information

BMI The healthy weight range is based | BBC Healthy Living
on a measurement known as the | Dttp:/www.bbc.co.uk
Body Mass Index (BMI). This can
be determined if you know your | NHs Direct

weight and your height. This | http://www.nhsdirect.nhs.uk
calculated as your weight in
kilograms divided by the square of
your height in metres. In England,
people with a body mass index
between 25 and 30 are categorised
as overweight, and those with an
index above 30 are categorised as

obese.
ICSI Intra Cytoplasmic Sperm Injection | Glossary, HFEA
(ICSI): Where a single sperm is http://www.hfea.gov.uk

directly injected into the egg.

[UI Intra Uterine Insemination (IUI): As above
Insemination of sperm into the
uterus of a woman.

IVF In Vitro Fertilisation (IVF): Patient's | As above
eggs and her partner's sperm are
collected and mixed together in a
laboratory to achieve fertilisation
outside the body. The embryos
produced may then be transferred
into the female patient.

DI Donor Insemination (DI): The As above
introduction of donor sperm into the
vagina, the cervix or womb itself.
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Appendix C
Assessment and treatment for people with fertility problems
Initial advice for people concemed about delays in conception: Infertility:
* Cumulative probability of pregnancy in general popu ation: Failure to conceive after regular unprotected sexual intercourse for 2 years in the absence of known reproductive
— B4% in 1st year pathalogy
- 92% in 2nd year This quideline does not molude them sagement of people who are owside the defindtion, sudh & those with sexus dysfunction,
= Fertility declineswith awoman's age couples who are using contraception and muples outside the reproductive age range.
= Lifestyle advice:
- Sexual intercourse every 2-3 days ) Early investigation if: Principles of care:
- =12 units alccholfweek for women; < 3-4 unitshweek for men = History of predisposing factors {such as amenorrhoea, digomenorhoea, » Couple-centred management
- dmoking CEs= Ton programme for smokers pelvicinflammatory disease or undescended testes); woman's age = 35 yrs; » Mccess to evidence-based information
- Body mass index of 19-29 people with HIV, hepatitis B and hepatitis C priar trestment for cancer twerbal and written)
- Information about prescribed, over-the -courter and . ling diractl
recreational drugs Counselling from someone not directly
— Information about occ upational hazards People preparing for cancer treatment: 'W':'hl*"erdf“"n"!'iin ag E';"IE”T ofthe
= Offer preconceptional advice: * Follow Royal College of Physicians and Royal College of Radiol ogists £ouple s Tertility prolems
— Falic acid guidance * Cc\rft_au:? with fertility support groups
- Rubella susceptibility and cervical screening « Cryostorage of gametes andior embrycs = Specialst teams
Clinical investigation of fertility problems and management strategies
Far people who have not onoeived after 1 year of regular unprotects d sexual intercourse
Male Female
Semen analysis: Assessment of ovulation: Tests for tubal occluslon:
+ Compare with WHO reference values: Check for frequency and regularity of merstrual cycles The results of semen analysis and assessment of ovulation should
s VWolumez20ml . If Irregular: be known before a test for tubal patency is perform ed.
: ;ﬁ:e;aznlm timewithin 60 minutes + Day 21 serum progesterone if 28 day cycle or later in v Scre:fnirg fu’hi‘h.lar!'.lyﬂia. g_ac.fnm atis before uterire examination
« Sperm concentration = 20 x 105 per ml lang cycle to confirm ovulation (PR (i i )= Bl . .
. Tgtealspam number = 40% 1 spagnatma per ejaculate ¥ Serum gonadatmphirs (F5H and LH) v H3G hys ern_:rs_alplngo-l: ont r_ast_-ultraspr!n:graphy ifno h_|smr5-'
- Motility = 50% (grackes a and b} or= 25% with X Serum pmlactin unlkes galactorrhoea or pituitary tumour c\f-:n-!'nnrbldltyiendnmetrlmls‘pelwc inflamm atory disease’
progressve motility (grade a) within 60 minutes X Inhibin B ) o ectopic pregnancy] o
of ejaculation ¥ Thyroid function test unless symptoms of thyroid deease v Laparosopy and dye if hisory of co-morbidity
= Vitality = 75% live " ¥ Endometrial biopsy
= White bloed cells < 10° per ml If ocdusion If normal
* Morphology: 15% or 30%
1 Screening for antisperm antbodies Irregular If regular ovulation, s=e
+Ideally repeat after 3 months if abnormal or as soon ovulation Unesplained infertility Consider In vitro fertilisation Unexplained
as possible if gross sperm deficiency e .
2 Tubal surgery |f I'I'|I.|d tubal disease fertility problems
WHO group | (hypothalamic pitultary fallure): SNl i B =T . {Narmal semen analysis,
- h A - . carnulation if proxima | ooclusion na cvulation disorders,
If abnormal If nemal, s=e 2 Gonadotrophins with LH activity or pulsatile GnRH e e
Unexplained infertility WHO group Il (hypothalamic pituitary dysfunction, - Qomifene ctrate
mainly pulycysuc*wary syndrgme]: = Unstimulated
Hypogonadotrophlc 2 Clomifene dtrate or tamoxifen {upto12months Minimal/mild endometriosis: T ek s
hypogonadism: Mild male factor if ovulating) with ultmsound monitoring during at = Surgical ablation or resection and insemination x 6 cyces
2 Gonadotrophins fertility problems: least the first cycle to acjust dose adhesiolysis at |aparocscopy S Fallopian sperm
Obstructive 2 Unstimulated intra- If ovulating but not pregnant after & months: If no pregnancy: perfusion
azoospermia: uterire inssmiration 2 Offer clomifene citrate™ pls intra-uterine nsemination < Stimulated intra-uterine
JSurgery x 6 cycles If no ovulation with clomifene citrate: u‘éf;';g‘:_féﬂrm;:n‘gﬁ:fl; xm ek
= Tzt bz :_J, Eﬁéerm;gﬁlus tl?;?_:ien?tf_ln rﬁte ar d itor of OH55 and multiple pregnancy
Varlcoceles: Z Duaria:nudrillin‘;rr with uitrasound monrtenng er Moderate/severe endometriosis: 8
. = = 5ur
Ejaculatory fallure: X Surgery Hyperprolactinaemia: Endoﬁgtnomas:

2 Drug therapy
2 Sperm recovery

2 Bromocriptine * Risk of OHS55 and men tiple pregnancy

2 Laparosoo pic cystectomy
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Assessment and treatment for people with fertility problems

Initial adwv ice for people concemed about delays in conception:
= Cumulatve probability of pre gnancy in general popu ati on:
— Bd4% in 1st y=ar
— 92% in 2nd year
= Fertility declineswith a woman's age
= Lifestyle adwvice:
— Sexual intercourse every 2-3 days

— = 1=2 units alcoholAveek forwomen; = 3—4 units'week for men

— Smok ing cessa tion programme for smokers
— Body mass index of 19-29
— Imformation about prescribed, owver-the -courter and
recreational drugs
— Information about occupational hazards
= Offer preconceptional advice:
— Folic acid
— Rubella susceptibility and cervical screening

Imfe rtility:

Failure to conceive after regu lar unprotected sexual intercourse for 2 years in the absence of known reproductive

pathalogy

Thia guideine does nod molude them snagement of people who sre owtside ths defindtion, such & those with sesus dysfuncion,
couples who are us ing contraception and couples outside the reproductive sge range.

Early investigation if:

Principles of care:

= History of predisposing factors (such as amenorrhoea, cdigomenomrhoea, -

pelvic imflarmmm atory disease or undescended testes); woman' age = 35 yrs; -
people with HIW, hepatitis B and hepatitis & prior treatme nt for cancer

People preparing for cancer treatment:

* Followw Royal College of Physicians and Royal Colle ge of Rad ologists

guidance
= Cryostorage of gametes andfor embryos

"

Clinical inwvestigation of fertility problems and management strategies

Far people who hawve not conoeived after 1 year of regular unprotecis d sexcual inberoowrse

Couple-cerntred management

Access to evidence-based information
twerbal and written)

Counselling from someone not directly
imsolved in management ofthe
couple’s fertility problems

Contact with fertility support groups

Spacialst teams

Semen analysls
o Compars with WHO reference values:
= Wolume = 2.0 ml
Ligquefaction tim ewithin 80 minutes
pH= 7.2
Sperm concentration = 20 x 10° per ml
Tota | sperm number = 40 x 10° spemmatozoa per ejaoulate
Maotility = 50% (grades a and b) or = 25% with
progressive motility (grade a) within 60 minutes
of ejaculation
= Witality = 75% live
= White blood cells < 10° par mi
= Momphology: 15% or 30%
2 Screening for antisperm antbodies
' Ideally repeat after 3 months if abnormal or as soon
as possible if gross sperm deficency

U

I momal, s==
Unexplained infertiliy

If abnormal

Hyp ogonadotrophic
hypogonadism: Mild male factor
3 Gonadaotrophins fertility problams:
O bstructhve = Unstimulated intra-
aZzoospearmlia: uterire insemimnation
I Surgery ¥ 6 oycles
I Sperm recowvery

Varicoceles:
Ejaculatory fallure: X Surgery

2 Drug thera py
I Sperm recovery

Female

Assessment of ovulation:

Check for frequency and regularity of memstrual oycles

If Irregular:

» Day 21 serum progesterone if 28 day cycle or later in
long cycle to confirm ovulation

» Serum gonadotmphirs (F5H and LH)

X Serum pmlactin unles galactorrboea ar pituitary tumaour

X Inhibin B

X Thyroid function test unless symptoms of thyoid dsease

¥ Erdometrial biopsy

Irre gular
owulation

If regular ovuation, see
Unexplained infertility

WHO group | {hypothalamic pltultary fallurelk
2 Gonadotrophinswith LH activity or pulsatile GnRH
WHO group Il (hypothalam ic piiultary dysfund lon,
malnly polycystic ovary syndrome)
o Clomifene citrate™ or tam osifen ™ upto 12 months
if owulating) with ultEsound monitoring during at
least the first cycle to adjust dose
If evulating but mot pregnant after & months:
= Offer clomifene citrate™ plus ntra-uterine nsemination
If no owvulation with clomifene cltrate:
2 Metformin plus clomifene cit rate” ar
= RMGT, UFSH® ar rESH® with ultraseund monitori rig or
= Chearian drilling
Hyperprolactinasmia:
= Bromocr ptine * Risk of OHS5S and mand tiole pregnancy
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Tests for tubal occlusion:

The resuks of samen analysis and assessme e of owvwlation shouwld

be known before a test fort

wbal patency is performed.

' Screening for Chiam pdia trachom atés before uterire examination
or offer prophyactic antibictics

v H5G/hysteroslpingo-contrast-ultrasonegraphy if no history
of co-morbidity (e nd ometricsis'pelvic inflammatory diseasef

ectopic pregnancy)

v Laparoscopy and dye if history of co-rmorbi dity

If ocdusion

Conskder In vitre fertllisation

= Tubal surgery if mild tubsal
= Tubal catheter Bation or

carnulation if proxima | occlusion

Minimalk/mild endometriosis:

2 Surgical ablation or resect

adhesiolysis at laparoscopy

If no pregnancy:
= Stimulated intra-uterine

If normal

Unexplalned
fertility prob lems
{Mormal semn en analysis,
no ovulation disorders,
no tubal ecdusion):
2 Jomifene ctrate
2 Unstimulated
intra-uterine
insemination x & cycles
2 Fallopian sperm
perfusion

dbease

ior and

insemination x 6 cycles with
ubrasound montoring with risk
of OH55 and mul tiple pregnancy

Moderate/severe endom

2 Surgery
Endometriomas:
2 Laparosco pic cystecto my

etrlosis:



