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User guide to the Code

What is the purpose of the Code? 

The Human Fertilisation and Embryology Act (the Act) covers 
the use and storage of sperm, eggs and embryos for human 
application, as well as all research involving the use of live 
human and admixed embryos. 

One of the ways we help licensed centres comply with the Act 
is by publishing the Code. We have a duty under the Act to 
maintain a code that gives guidance about licensed activities 
and the people who carry them out. 

The guidance in the Code also serves as a useful reference  
for patients, donors, donor-conceived people, researchers and 
those working in the fertility sector.

 
How is the Code structured?

The Code consists of:
regulatory principles for licensed centres
guidance notes, and
a glossary.

 
Regulatory principles for licensed centres 

The Act requires the HFEA to maintain a statement of the general principles that we consider should be  
followed in carrying out activities covered by the Act. The principles:

summarise the key behaviours and outcomes we expect licensed centres to demonstrate, and
communicate the areas of compliance we regard as important.
the principles inform every part of the Code. Each guidance note is linked to one or more  
of the principles and they should be read together.

 
Guidance notes

For an explanation of how the guidance notes are structured, please see over page.

 
Glossary

The glossary explains key terms used in the Code.
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User guide to the Code

Compliance and enforcement

The HFEA has a duty to promote compliance with: 
the Act, and
the Code of Practice.

Regulatory principles will inform the inspection process. If the HFEA becomes aware that a centre has not complied 
with the legislation or the Code, we may take action in line with the Compliance and Enforcement Policy. 

The HFEA will take into account a centre’s failure to observe any provision in the Code in the circumstances set out  
in section 25(6)(a) and (b) of the Act. 

Guidance notes

The guidance notes are the core of the Code. Each of the 32 notes covers one subject area, to make it easier  
to !nd what you are looking for.

The guidance notes contain the following:

References to the regulatory principles for licensed centres 
Each guidance note refers to one or more of these principles.    

Mandatory requirements 
These sections include relevant quotes from the Act, HFEA licence 
conditions, and references to HFEA Directions. 

Important: the Code does not provide a complete guide to the Act and 
other mandatory requirements. Nor is it a substitute for reading the Act.   

The person responsible is expected to be familiar with all mandatory 
requirements that affect their centre.

HFEA guidance
This best-practice guidance is intended to help centres comply  
with the Act.

HFEA interpretation of mandatory requirements
The HFEA has provided an interpretation of the law where we feel 
centres may !nd it helpful, especially where the law is very complex.  

Please note that our interpretations are intended only to aid 
understanding and are not de!nitive. 

Other legislation, professional guidelines and information  
This section lists other useful information, including links  
to relevant websites.
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Regulatory principles for licensed centres

Regulatory principles

The HFEA expects the person responsible to ensure that their licensed centre demonstrates adherence to the 
following principles when carrying out activities licensed under the Human Fertilisation and Embryology Act.

Licensed centres must:

1. treat prospective and current patients and donors fairly, and ensure that all licensed activities 
are conducted in a non-discriminatory way

2. have respect for the privacy, con!dentiality, dignity, comfort and well being of prospective and 
current patients and donors

3. have respect for the special status of the embryo when conducting licensed activities

4. take account of the welfare of any child who may be born as a result of the licensed treatment 
provided by the centre, and of any other child who may be affected by that birth

5. give prospective and current patients and donors suf!cient, accessible and up-to-date 
information to enable them to make informed decisions

6. ensure that patients and donors have provided all relevant consents before carrying out any 
licensed activity 

7. conduct all licensed activities with skill and care and in an appropriate environment, in line  
with good clinical practice, to ensure optimum outcomes and minimum risk for patients, 
donors and offspring 

8. ensure that all premises, equipment, processes and procedures used in the conduct of 
licensed activities are safe, secure and suitable for the purpose

9. ensure that all staff engaged in licensed activity are competent and recruited in suf!cient 
numbers to guarantee safe clinical and laboratory practice

10. maintain accurate records and information about all licensed activities

11. report all adverse incidents (including serious adverse events and serious adverse reactions) 
and near misses to the HFEA,  investigate all complaints properly, and share lessons  
learned appropriately

12. ensure that all licensed research by the centre meets ethical standards, and is done only where 
there is both a clear scienti!c justi!cation and no viable alternative to the use of embryos, and

13. conduct all licensed activities with regard for the regulatory framework governing treatment 
and research involving gametes or embryos within the UK, including:

 - maintaining up-to-date awareness and understanding of legal obligations
 - responding promptly to requests for information and documents from the HFEA, and
 - co-operating fully with inspections and investigations by the HFEA or other agencies 

responsible for law enforcement or regulation of healthcare.

The regulatory principles re"ect the HFEA’s key regulatory priorities from the Human Fertilisation and  
Embryology Act.

They provide:
a summary of the key behaviours and outcomes the HFEA expects each licensed centre to demonstrate, 
and
a means of communicating to the person responsible and staff at each licensed centre, patients, donors, 
donor-conceived people and the public the areas of compliance that the HFEA regards as key.

The principles inform every part of this Code of Practice. Each of the guidance notes in the Code is linked to one 
or more principles and should be read in conjunction with these.



Guidance note | 

Human Fertilisation and Embryology Authority

Version 2.0

1. Person responsible

1. Person responsible

This guidance note contains:

Mandatory requirements

HFEA guidance

Mandatory requirements

Section includes interpretation 
of mandatory requirements
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Mandatory requirements (cont)
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1. Person responsible

HFEA guidance

0008 – 

 www.hfea.gov.uk

Mandatory requirements (cont)

1.1 

1.2 

1.3 

1.4 

1A
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HFEA guidance (cont)

1.5 

1B
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2. Staff

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information

Section includes interpretation 
of mandatory requirements

Mandatory requirements
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Mandatory requirements (cont)

v
HFEA guidance

2.1 

2.2 
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v

2A

HFEA guidance (cont)

2.3 

2.4 

2.5 

2.6 

2.7 

2.8 

2.9 

2.10 

2.11 
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HFEA guidance (cont)
v

3 – Counselling

Guidelines for Good Practice – Association of Biomedical Andrologists  
www.aba.uk.net

2.11 

2.12 

2.13 

2.14 

2.15 

2.16 

2.17 

2.18 
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HFEA guidance (cont)
v

Accreditation Standards and Guidelines for IVF Laboratories – 
Association of Clinical Embryologists  
www.embryologists.org.uk 

2.19 

2.20 

2.21 

2.22 

2.23 

2.24 

2.25 
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10 – Embryo testing and sex selection

Other legislation, professional guidelines and information

www.bica.net
www.aba.uk.net

www.embryologists.org.uk
www.rcn.org.uk

v

2.26 

2.27 

HFEA guidance (cont)
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3. Counselling

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
Section includes interpretation 
of mandatory requirements

Mandatory requirements
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HFEA guidance

Mandatory requirements (cont)

3A
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HFEA guidance (cont)
=

4 – Information to be provided prior to consent 
6 – Legal parenthood
22 – Research and training

3A

3.1 

3.2 

3.3 

3.4 

3.5 

3.6 

3.7 
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HFEA guidance (cont)

30 – Confidentiality and privacy 

2 – Staff

Other legislation, professional guidelines and information

3.8 

3.9 

3.10 

3.11 

3.12 

www.bica.net
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4. Information to be provided prior to consent

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
Section includes interpretation 
of mandatory requirements

Mandatory requirements



Guidance note | 

Human Fertilisation and Embryology Authority

Version 1.0Version 1.0Guidance note | 4. Information to be provided prior to consent

HFEA guidance

Mandatory requirements (cont)

4A

0005 – 

 www.hfea.gov.uk
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HFEA guidance (cont)

4A

3 – Counselling

4.1 

4.2 
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HFEA guidance (cont)

Other legislation, professional guidelines and information

4.3 

4.4 

www.nice.org.uk/nicemedia/pdf/CG011niceguideline.pdf

www.oneatatime.org.uk
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5.  Consent to treatment, storage, donation  
and disclosure of information 

This guidance note contains:

Section includes interpretation 
of mandatory requirements

Section includes 
mandatory requirements

Mandatory requirements

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
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Mandatory requirements (cont)
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Mandatory requirements (cont)
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Mandatory requirements (cont)

0006 – 
0007 – 

 www.hfea.gov.uk
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HFEA guidance

5A

5.1 
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HFEA guidance (cont)

5B

15 – Procuring, processing and transporting gametes and embryos

HFEA Chief Executive’s letter CE(12)02: Extension of storage of gametes 
and embryos where one of the gamete providers is deceased

5.2 

5.3 

5.4 

5.5 

5.6 

5.7 

5.8 

5.9 
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HFEA guidance (cont)

3 – Counselling
4 – Information to be provided prior to consent
22 – Research and training
23 – The quality management system
29 – Treating people fairly

HFEA consent forms available at www.hfea.gov.uk

5C

5.9 

5.10 

5.11 

5.12 

5.13 

5.14 

1 This guidance is based on a paragraph taken from the Human Tissue Authority’s Code of Practice on Consent (2008). 
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HFEA guidance (cont)

5D

4 – Information to be provided prior to consent
31 – Record keeping and document control

HFEA consent forms available at www.hfea.gov.uk

5.15 

5.16 

5.17 
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HFEA guidance (cont)

5E

6 – Legal parenthood
17 – Storage of gametes and embryos

HFEA consent forms
The Human Fertilisation and Embryology (Statutory Storage Period 
for Embryos and Gametes) Regulations 2009

5.18 

5.19 

5.20 
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HFEA guidance (cont)

12 – Egg sharing arrangements

HFEA consent forms available at www.hfea.gov.uk

20 – Donor assisted conception
22 – Research and training

HFEA consent forms available at www.hfea.gov.uk

5.21 

5.22 

 

5.23 
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HFEA guidance (cont)

5F

5.24 

5.25 

5.26 

5.27 

5.28 

5.29 
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HFEA guidance (cont)

30 –  Confidentiality and privacy (‘Consent to disclose  
identifying information’)

HFEA consent forms available at www.hfea.gov.uk

5.29 
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HFEA guidance (cont)

5G
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HFEA guidance (cont)

5.30 

5.31 

5.32 

5.33 
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HFEA guidance (cont)

5H
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HFEA guidance (cont)

HFEA consent forms available at www.hfea.gov.uk

Other legislation, professional guidelines and information

5.34 

5.35 

www.library.nhs.uk/Emergency/ViewResource.aspx?resID=30135

www.gmc-uk.org/news/articles/Consent_guidance.pdf

www.hta.gov.uk

www.rcog.org.uk/resources/public/pdf/WP_GynaeExams4.pdf

www.gmc-uk.org
www.gmc-uk.org

www.opsi.gov.uk
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6. Legal parenthood

This guidance note contains:

Mandatory requirements

HFEA guidance

Section includes interpretation 
of mandatory requirements

Section includes 
mandatory requirements

Mandatory requirements
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Mandatory requirements (cont)
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Mandatory requirements (cont)
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Mandatory requirements (cont)
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Mandatory requirements (cont)
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Mandatory requirements (cont)
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Mandatory requirements (cont)
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Mandatory requirements (cont)
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HFEA guidance

Mandatory requirements (cont)

6.1 
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HFEA guidance

6A

6.1 

6.2 

6.3 

6.4 

6.5 

6.6 

Human Fertilisation and Embryology Act 2008 explanatory notes 
available at www.opsi.gov.uk
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HFEA guidance (cont)
v

6B

6C

6.7 

6.8 

6.9 

6.10 

6.11 
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HFEA guidance (cont)

6D

6C

6E
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HFEA guidance (cont)

6F

Surrogate mother

Husband or civil partner of the surrogate mother

Stating lack of consent ‘as a question of fact’

Intended parents

6G
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HFEA guidance (cont)

14 – Surrogacy

Parental orders

6G

6.12 
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 intended female parent

 intended father

intended female 
parent

intended father

non-biological 
intended father

biological 
intended father 

no no no no no

or

or

or
or

husband  civil 
partner

 intended female 
parent

 intended father biological 
non-biological 

intended female 
parent

Scenario 1

Is the surrogate 
married or in a 

civil partnership?

Scenario 2

Have both the 
intended father 

provided sperm and 
the intended female 

parent provided eggs 
for the surrogacy 

treatment?

Scenario 3

Have donor sperm 
and the intended 

female parent’s eggs 
been used for the 

surrogacy treatment?

Scenario 4

Have donor eggs 
(or the surrogate’s 

eggs) and the 
intended father’s 
sperm been used 
for the surrogacy 

treatment?

Scenario 5

Is a male 
same-sex couple 
(of whom one has 
provided sperm) 

commissioning the 
surrogacy treatment?

Scenario 6

Is a female 
same-sex couple 
(of whom one has 

provided eggs) 
commissioning the 

surrogacy treatment?

yes yes yes yes yes yes
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6.14 

6.15 

6.16 

6.17 

6.18 
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6H
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6I

3 – Counselling
4 – Information to be provided prior to consent
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6J

HFEA consent forms available at www.hfea.gov.uk

6.19 
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7. Multiple births

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
Section includes interpretation 
of mandatory requirements

HFEA guidance

Mandatory requirements

7A

0003 – 

 www.hfea.gov.uk
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HFEA guidance (cont)

7A

7B

4 – Information to be provided prior to consent
5 –   Consent to treatment, storage, donation and disclosure  

of information  

7.1 

7.2 

7.3  

7.4 

7.5 
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HFEA guidance (cont)

4 – Information to be provided prior to consent
5 –  Consent to treatment, storage, donation and disclosure  

of information 

7.6

7.7 

7.8 

7.9 

Other legislation, professional guidelines and information

www.informahealthcare.com/doi/pdf/10.1080/14647270802302629

www.oneatatime.org.uk

www.thelancet.com/journals/lancet/article/PIIS0140-6736(11)61267-1/abstract
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8. Welfare of the child

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
Section includes interpretation 
of mandatory requirements

HFEA guidance

Mandatory requirements

8A

8.1 
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HFEA guidance (cont)

14 – Surrogacy

29 – Treating people fairly

8.2 

8.3 

8.4 

8.5 

8.6 

8.7 

8.8 

8.9 

8.10 
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8.10 

8.11 

 

8.12 

8.13 

8.14 



Guidance note | 

Human Fertilisation and Embryology Authority

Version 2.0Version 2.0Guidance note | 8. Welfare of the child

Other legislation, professional guidelines and information

HFEA guidance (cont)

www.hfea.gov.uk/docs/WelfareofthechildformV2.pdf

8.15 

8.16 

8.17 

8.18 
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9. Preimplantation genetic screening (PGS)

Section includes interpretation 
of mandatory requirements

Mandatory requirements

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information

This guidance note contains:

Licences for treatment

Embryo testing
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9A

9B

HFEA guidance

9.1

9.2

9.3 
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Other legislation, professional guidelines and information

www.britishfertilitysociety.org.uk/public/factsheets/PGS.html

10 – Embryo testing and sex selection

HFEA guidance (cont)
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10. Embryo testing and sex selection

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information

Section includes interpretation 
of mandatory requirements

Section includes 
mandatory requirements

Mandatory requirements
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Mandatory requirements (cont)

0008 – 
0012 

 www.hfea.gov.uk

10A

HFEA guidance

10.1 

10.2 

10.3 

10.4 

10.5 

10.6 



Guidance note | 

Human Fertilisation and Embryology Authority

Version 4.0Version 4.0Guidance note | Version 1.0Version 1.0Version 1.0Version 4.010. Embryo testing and sex selection

HFEA guidance (cont)

10B

10.7 

10.8 

 

10.9 

10.10 
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10.11 

10.12 

10.13 

10.14 

10.15 
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10C

8 – Welfare of the child

10.17 

10.18 
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10D

10.19 

10.20 
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10E

10.21 

10.22 

10.23 

10.24 

10.25 
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Other legislation, professional guidelines and information

www.embryologists.org.uk

5 –  Consent to treatment, storage, donation and disclosure  
of information

HFEA consent forms at www.hfea.gov.uk

10.26 

10.27 

10.28 
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11. Donor recruitment, assessment and screening

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information

Section includes interpretation 
of mandatory requirements

Mandatory requirements
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Mandatory requirements (cont)

Treponema pallidum

Treponema
Treponema

f. This requirement has been removed.
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Mandatory requirements (cont)

Mandatory requirementsHFEA guidance

13 – Payments for donors

0001 – 
0005 – 

 www.hfea.gov.uk

11.1 

11.2 
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HFEA guidance (cont)

HFEA consent form available at www.hfea.gov.uk

11.3 

11.4  

11.5  

11.6  

11.7 

11.8 

11.9 

11.10 

11.11 
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10 – Embryo testing and sex selection

11A

11.12 

11.13 

11.14 

11.15 
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Mandatory requirementsHFEA guidance (cont)

29 – Treating people fairly

29 – Treating people fairly

8 – Welfare of the child
20 – Donor assisted conception

11.16 

11.17 

11.18 

11.19 

11.20 

11.21 

11.22 
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11.23 

11.24  

8 – Welfare of the child

11.25

11.26

11.27

11.28 

11.29 

11.30 
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Mandatory requirementsHFEA guidance (cont)

15 – Procuring, processing and transporting gametes and embryos
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Mandatory requirements
 

HFEA guidance (cont)

11B
11B

4 – Information to be provided prior to consent
5 –  Consent to treatment, storage, donation and disclosure  

of information
12 – Egg sharing arrangements
20 – Donor assisted conception

11.32 

11.33 

11.34 

11.35 

11.36 
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Mandatory requirementsHFEA guidance (cont)

11C

20 – Donor assisted conception

11D

11.36 

11.37 

11.38 

11.39 
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Mandatory requirementsHFEA guidance (cont)

5 –  Consent to treatment, storage, donation and disclosure  
of information

11.40 

11.41  

11.42 

11.43 

11.44 

11.45 

11.46 

11.47 

11.48 

1  The six-family alert applies where the donor has not specified a family limit lower than 10.
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Mandatory requirementsHFEA guidance (cont)

17 –  Storage of gametes and embryos

12 – Egg sharing arrangements

www.ncbi.nlm.nih.gov/pubmed/19085256 

www.bica.net

Other legislation, professional guidelines and information

 

11.49 

11.50 

11.51

11.52 

11.53 
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12. Egg sharing arrangements

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
Section includes interpretation 
of mandatory requirements

Mandatory requirements

HFEA guidance

0001 – 

 www.hfea.gov.uk

12.1 

12.2 
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HFEA guidance (cont)

8 –  Welfare of the child
11 – Donor recruitment, assessment and screening 

4 – Information to be provided prior to consent
5 –  Consent to treatment, storage, donation and disclosure  

of information
11 – Donor recruitment, assessment and screening

11 – Donor recruitment, assessment and screening

12.3 

12.4 

12.5 

12.6 
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HFEA guidance (cont)

5 –  Consent to treatment, storage, donation and disclosure  
of information

HFEA consent forms available at www.hfea.gov.uk

12A

3 –  Counselling

12.7 

12.8 

12.9 

12.10 

12.11 
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HFEA guidance (cont)

4 – Information to be provided prior to consent
11 – Donor recruitment, assessment and screening

30 – Confidentiality and privacy

12.12 

12.13 

12.14 

12.15 

12.16 

12.17 

12.18 
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HFEA guidance (cont)

12.19 

12.20 

12.21 

12.22 

12.23 

12.24 
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HFEA guidance (cont)

4 – Information to be provided prior to consent
11 – Donor recruitment, assessment and screening 
20 – Donor assisted conception

12.25 

12.26 

12.27 

12.28 

12.29 

12.30 
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HFEA guidance (cont)

22 – Research and training

Other legislation, professional guidelines and information

12.31 

12.32 
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This guidance note contains:

Mandatory requirements

HFEA guidance

Mandatory requirements

Section includes interpretation 
of mandatory requirements

0001 –  

 www.hfea.gov.uk
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13A

13.1 

13.2  

13.3  

HFEA guidance
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12 – Egg sharing arrangements

13B

13C

HFEA guidance

13.4  

13.5  

13.6 
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14. Surrogacy

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information

Section includes interpretation 
of mandatory requirements

Mandatory requirements
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HFEA guidance

14A

Mandatory requirements (cont)

8 – Welfare of the child 
11 – Donor recruitment, assessment and screening
15 – Procuring, processing and transporting gametes and embryos 

14.1 

14.2 

14.3 

14.4 

14.5 

www.opsi.gov.uk 
 

0005 –  

www.hfea.gov.uk
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HFEA guidance (cont)

4 – Information to be provided prior to consent
6 – Legal parenthood

3 – Counselling
5 – Consent to treatment, storage, donation, training  
and disclosure of information

Other legislation, professional guidelines and information

www.bia.homeoffice.gov.uk

14.6 

14.7 

14.8 
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 gametes and embryos

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
Section includes interpretation 
of mandatory requirements

Section includes 
mandatory requirements

Mandatory requirements
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HFEA guidance

31 – Record keeping and document control

0001 –  
0009 –  

 www.hfea.gov.uk

15.1 
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v
HFEA guidance (cont)

Home procurement
Reception at the centre
Processing and disposal of gametes and embryos
Packaging, distribution and recall of gametes and embryos
Quality and safety of gametes and embryos.

15B

15A

15.2 

15.3 

15.4 
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16 — Imports and exports

DI Treatment Forms – available at www.hfea.gov.uk

15.4 

15.5 

15.6 

15.7 

 

15.8 

15.9 
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10 — Embryo testing and sex selection
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15C

15D

24 — Third party agreements
27 — Adverse incidents
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HFEA Summary of air quality information, 2006
www.hfea.gov.uk

Other legislation, professional guidelines and information

www.mhra.gov.uk/Publications/Regulatoryguidance/
Medicines/Othermedicinesregulatoryguidance/CON2030291 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2006:038:0040:0052:EN:PDF

15.16 

15.17 

15.18 

15.19 
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16. Imports and exports

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
Section includes interpretation 
of mandatory requirements

Mandatory requirements
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HFEA guidance

16A

0005 – 
0006 – 

 www.hfea.gov.uk

16.1 
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Is the centre in the
European Economic Area (EEA) or Gibraltar?

Is the centre accredited, designated, authorised or 
licensed under the European Union Tissues and 
Cells Directive (EUTCD)? 

Is the centre accredited, designated, authorised or 
licensed under the laws or other measures of the 
country in which it is situated in relation to quality 
and safety? 

Have gametes or embryos been procured in 
appropriate facilities and following procedures that 
minimise bacterial or other contamination?

Does the centre have a quality management system 
and traceability systems in place?

yes

yes

yes

yes

yes

no

no

no

no

No import or export 
can be permitted

no

Can all the 
requirements set out 
in the relevant 
General Direction 
0006 be fulfi lled?

Can all the 
requirements set out 
in the relevant 
General Direction 
0006 be fulfi lled?

The UK centre can 
complete the import 
or export and must 
then notify the HFEA 
by completing an 
Embryo and gamete 
movement form

The UK centre can 
complete the import 
or export, and must 
then notify the HFEA 
by completing an 
Embryo and gamete 
movement form

The UK centre may 
apply for Special 
Directions

The UK centre may 
apply for Special 
Directions

The UK centre may 
apply for Special 
Directions

HFEA guidance (cont)
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16B

19 - Traceability
31 - Record keeping and document control

16.3 

16.4 

16.5 

16.6 



Guidance note | 

Human Fertilisation and Embryology Authority

Version 1.0Version 1.0Guidance note | Version 1.0Version 2.016. Imports and exports

16C

Other legislation, professional guidelines and information

www.ec.europa.eu/external_relations/eea/ 

www.ec.europa.eu/health/ph_threats/human_substance/documents/tissues_responses_en.pdf 
www.iss.it/ecet/scie/cont.php?id=85&lang=2&tipo=23

Special Direction – Export of Embryos form
Special Direction – Export of Gametes form
Special Direction – Import of Embryos form
Special Direction – Import of Gametes form

www.hfea.gov.uk

Embryo and gamete movement – Out (GO) form
Embryo and gamete movement – In (GI) form

HFEA guidance (cont)
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17. Storage of gametes and embryos

This guidance note contains:

Mandatory requirements

HFEA guidance

Other legislation, professional guidelines and information
Section includes interpretation 
of mandatory requirements

Section includes 
mandatory requirements

Mandatory requirements
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Mandatory requirements (cont)

0007 – 

 www.hfea.gov.uk

www.opsi.gov.uk
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26 – Equipment and materials

HFEA guidance
v

17.1 

17.2 

17.3 

17.4 

17.5 

17.6 

17.7 
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HFEA guidance (cont)
v

17A

17.8 

17.9 

 

15 – Procuring, processing and transporting gametes and embryos
19 – Traceability
20 – Donor assisted conception

17B

17.10

17.11 

17.12 
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HFEA guidance (cont)
v

17C

17.13 

17.14 

4 – Information to be provided prior to consent
5 –  Consent to treatment, storage, donation and disclosure  

of information

HFEA consent forms available at www.hfea.gov.uk

17.15



Guidance note | 

Human Fertilisation and Embryology Authority

Version 4.0Version 4.0Guidance note | 17. Storage of gametes and embryos

HFEA guidance (cont)
v

17C

5 –  Consent to treatment, storage, donation and disclosure  
of information

HFEA consent forms available at www.hfea.gov.uk

17.16 
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HFEA guidance (cont)
v

11 – Donor recruitment, assessment and screening
20 – Donor assisted conception

17D

5 –  Consent to treatment, storage, donation and disclosure  
of information

HFEA consent forms available at www.hfea.gov.uk

17.17 
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HFEA guidance (cont)
v

Other legislation, professional guidelines and information

www.ncbi.nlm.nih.gov/pubmed/19085256

www.dh.gov.uk/en/Publicationsandstatistics/Publications/ 
PublicationsPolicyAndGuidance/DH_4006116

www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidance/
DH_121497

17E

17.18 

17.19 

17.20 
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18.  Witnessing and assuring patient and  
donor identification

This guidance note contains:

Mandatory requirements

HFEA guidance

HFEA guidance

Mandatory requirements

Relevant HFEA model protocols at: 
www.hfea.gov.uk/docs/witnessing-protocols.pdf

18.1 

18.2 

18.3 
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HFEA guidance (cont)

18.4 

(a) Collecting eggs 

(b) Collecting sperm 

(c) Preparing sperm 

(d) Mixing sperm and eggs or injecting sperm into eggs 
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(f) Transferring embryos into a woman 
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3 – Counselling

4 – Information to be provided prior to consent
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Other legislation, professional guidelines and information

 www.dcnetwork.org

www.bica.net

www.rcog.org.uk/files/rcog-corp/SAC24ReproductiveAgeing.pdf
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20.13 

 

20.14 
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21. Intra-cytoplasmic sperm injection (ICSI)

This guidance note contains:

HFEA guidance

Other legislation, professional guidelines and information

Other legislation, professional guidelines and information

HFEA guidance 

4 – Information to be provided prior to consent

www.embryologists.org.uk/download_resources/accreditation_standards
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21.4 
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5 –  Consent to treatment, storage, donation and  
disclosure of information 

17 – Storage of gametes and embryos

Other legislation, professional guidelines and information

www.ukstemcellbank.org.uk 

www.ukstemcellbank.org.uk/policies__guidelines/codes_of_practice.aspx
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23.3 

1 International Organization for Standardization
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2 International Organization for Standardization



Guidance note | 

Human Fertilisation and Embryology Authority

Version 2.0Version 2.0Guidance note | 23. The quality management system

HFEA guidance (cont)

31 - Record keeping and document control

23A

23.10  

23.11 

23.12 

23.13 

23.14 



Guidance note | 

Human Fertilisation and Embryology Authority

Version 2.0Version 2.0Guidance note | 23. The quality management system

HFEA guidance (cont)

27 – Adverse incidents
28 – Complaints

23.15 

23.16 

23.17 

23.18 

23.19 

23.20 



Guidance Note | Version 1.0

XX. Title of Guidance Note

Version 2.0Guidance note | 

Human Fertilisation and Embryology Authority

23. The quality management system

HFEA guidance (cont)

23B

23.21 

23.22 

23.23 

23.24 

23.25 

23.26 

23.27 



Guidance note | 

Human Fertilisation and Embryology Authority

Version 2.0Version 2.0Guidance note | 23. The quality management system

Other legislation, professional guidelines and information

HFEA guidance (cont)

www.iso.org

23.28 



Guidance note | 

Human Fertilisation and Embryology Authority

Version 2.024. Third party agreements

24. Third party agreements

This guidance note contains:

Mandatory requirements

HFEA guidance

Section includes interpretation 
of mandatory requirements

Mandatory requirements



Guidance note | 

Human Fertilisation and Embryology Authority

Version 2.0Version 2.0Guidance note | 24. Third party agreements

Mandatory requirements (cont)



Guidance note | 

Human Fertilisation and Embryology Authority

Version 2.0Version 2.0Guidance note | 24. Third party agreements

HFEA guidance

Mandatory requirements (cont)

24A

0010 – 

 www.hfea.gov.uk
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Other legislation, professional guidelines and information

 www.nrls.npsa.nhs.uk/resources/?entryid45=65077
www.nhsla.com/NR/rdonlyres/ 

00F14BA6-0621-4A23-B885-FA18326FF745/0/ApologiesandExplanationsMay1st2009.pdf

www.gmc-uk.org/guidance/good_medical_practice.asp

www.nmc-uk.org/Nurses-and-midwives/The-code/The-code-in-full/ 
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HFEA guidance

29.1 

29.2 

29.3 

29.4 

29.5 

29.6 

1 This guidance is based on a paragraph taken from the Human Tissue Authority’s Code of Practice on Consent (2008) 
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29.9 
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29.11 
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2 For instance, their views about a patient’s age, colour, culture, disability, ethnic or national origin, gender, lifestyle, marital status or parental 
status, race, religion or beliefs, sexual orientation, or social or economic status. 

3 This guidance is based on a paragraph taken from Good Medical Practice (GMC, 2006). 
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4  This guidance is based on a paragraph taken from the Human Tissue Authority’s Code of Practice on Consent (2008).

5 –     Consent to treatment, storage, donation and disclosure  
of information

23 –  The quality management system
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www.hfea.gov.uk
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HFEA guidance (cont)

www.cqc.org.uk/_db/_documents/20101216_Code_of_Practice_on_CPI_final.pdf
www.dh.gov.uk/en/Publicationsandstatistics/

Publications/PublicationsPolicyAndGuidance/DH_4069253
www.dh.gov.uk/en/Publicationsandstatistics/

Publications/PublicationsPolicyAndGuidance/DH_4131747

www.gmc-uk.org/guidance/ethical_guidance/confidentiality_12_16_protecting_information.asp
www.ico.gov.uk

5 –    Consent to treatment, storage, donation and disclosure  
of information

31 – Record keeping and document control

HFEA consent forms available at www.hfea.gov.uk
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0005 – 
0007 – 
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 www.hfea.gov.u
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31.3 
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23 – The quality management system
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 www.hfea.gov.uk
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A Adverse incident: Any event, circumstance, activity or action which has caused, or has been identi!ed as 
potentially causing, harm, loss or damage to patients, their embryos, and/or gametes, or to staff or a licensed 
centre, including serious adverse events, serious adverse reactions, and ovarian hyperstimulation syndrome 
(OHSS) which requires a hospital admission and has a severity grading of severe or critical.

B Basic partner treatment services: De!ned in the Human Fertilisation and Embryology Act 1990  
(as amended) as:

‘treatment services that are provided for a woman and a man together without using—

(a) the gametes of any other person, or

(b) embryos created outside the woman’s body…’

Basic partner treatment services include such treatments as intrauterine insemination (IUI) and gamete 
intrafallopian transfer (GIFT), using partner gametes.

C Centre: An establishment licensed by the HFEA. Separate licences from the HFEA are required where the centre 
maintains premises that are in different buildings. A person who has a third party agreement with  
the establishment licensed by the HFEA is not included within this de!nition.

Centre management: A group of people (including the person responsible) who direct and control a centre  
at the highest level. 

NOTE: The term ‘centre management’ can be considered equivalent to the term ‘top management’. 
‘Top management’ is de!ned in ISO 9000 as a ’person or group of people who direct and control an 
organisation at the highest level’.

Competence (1): In the context of staff performance, the demonstrated ability to apply knowledge and skills. 

NOTE: The term ‘competence’ can be applied both to an individual and to an organisation.  
An individual can be competent to perform a particular task and an organisation (such as an  
assisted conception centre) can be competent to ful!l the expectations of this Code of Practice. 

For further information, see the International Organization for Standardization.

Competence (2): In the context of consent, the integrity of mental function:  the capacity to understand,  
retain and evaluate information in order to weigh risks and bene!ts associated with treatment and to arrive  
at a decision that can be communicated. 

Adults (aged 18 and over) are presumed competent unless a clinical judgment, based on evidence of 
incapacity, is made to the contrary. Irrational decisions are not suf!cient evidence of incompetence. 

Minors (under age 16) are presumed incompetent and the right to consent or refuse treatment is 
delegated to the parents, unless this contradicts the child’s best interests. 

Mature minors (ages 16 and 17) who are able to demonstrate competence under the same level 
of scrutiny applied to an adult whose competence is in question may consent to treatment.

Competent authority: De!ned in the Human Fertilisation and Embryology Act 1990 (as amended) as:

‘…in relation to an EEA state other than the United Kingdom, or in relation to Gibraltar…an authority 
designated in accordance with the law of that state or territory as responsible for implementing the 
requirements of the !rst, second and third Directives’.

Continual improvement: A set of activities that an organisation periodically carries out to enhance its ability  
to meet requirements.

NOTE: These activities in an assisted conception centre involve establishing objectives and quality 
indicators, and using evaluation techniques including audit, user satisfaction surveys and management 
review, to !nd opportunities for improvement through corrective or preventive action. 

For further information, see the International Organization for Standardization.
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D Data subject: De!ned by the Data Protection Act 1998 as:

‘an individual who is the subject of personal data’. 

(‘Personal data’ is de!ned by the Data Protection Act 1998 as:

‘data which relate to a living individual who can be identi!ed—

(a) from those data, or

(b) from those data and other information which is in the possession of, or is likely to come into  
the possession of, the data controller…

and includes any expression of opinion about the individual and any indication of the intentions of the 
data controller or any other person in respect of the individual…’.)

Directions (General and Special): The HFEA has the power to issue Directions to centres under  
the Human Fertilisation and Embryology Act 1990 (as amended). Directions are essentially rules.

Directions can be ‘General’, which apply to all centres, or ’Special’, which apply to particular  
licensed centres.

If a centre fails to comply with Directions, this would amount to a breach of a statutory licence condition. 
It might lead to the variation, suspension or revocation of a centre’s licence.

General Directions are normally sent to clinics by the Chair of the Authority, with a letter that explains  
the reasoning behind issuing the Directions.

Distribution: Transport of reproductive tissues intended for human application.

Documented procedure: A set of written instructions describing the steps in a speci!c process, including 
the materials and methods to be used, and the expected end product. This term has the same meaning as 
‘standard operating procedures’.

Donor: A person who consents to their gametes or embryos being used in the treatment of others, or for 
research purposes. Although donors are the genetic parents of children created using their gametes,  
they are not their legal parents if the treatment is provided in a licensed centre in the UK.

Donor-conceived person: A person born as a result of fertility treatment using donor gametes or embryos.

E Egg provider: A person who provides eggs for the treatment of another.

Egg sharing arrangement: When a woman who is having fertility treatment donates some of her eggs  
in return for discounted treatment services.

Egg recipient: A person who receives eggs donated by another woman.

European Tissue and Cells Directives (‘the Directives’, ‘EUTCD’): These comprise: 

(a) Directive 2004/23/EC (the !rst Directive) on setting the standards of quality and safety for the 
donation, procurement, testing, processing, preservation, storage and distribution of human 
tissues and cells

(b) Directive 2006/17/EC (the second Directive) implementing Directive 2004/23/EC as regards 
certain technical requirements for the donation, procurement and testing of human tissues  
and cells

(c) Directive 2006/86/EC (the third Directive) implementing Directive 2004/23/EC as regards 
traceability requirements, noti!cation of serious adverse reactions and events, and certain 
technical requirements for the coding, processing, preservation, storage and distribution  
of human tissues and cells.
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E Evaluation: Processes that assess to what extent speci!ed requirements or expectations have been ful!lled. 

NOTE 1: The ‘processes’ may include assessment of user satisfaction, monitoring and resolution of 
complaints, staff suggestions, internal audit of the quality management system and assisted conception 
processes, participation in inter-centre comparisons and external reviews. 

NOTE 2: The ‘requirements and expectations’ include those set out in this Code of Practice, and those 
speci!ed by management to ensure that the clinical requirements and interests of the people at the 
centre are met. 

External review: Part of the review of the centre’s quality management system. It refers to reviews of the centre 
by external parties.

Equipment and materials: All equipment, disposables, reagents, and calibration and control materials used  
in the conduct of assisted conception processes.

F Female partner (in the context of guidance note 6 – Legal parenthood): Refers to any woman who:

intends to be the parent of any child born from treatment, and 

is not in a civil partnership with, or within a prohibited degree of relationship to, the woman being 
treated (as de!ned in paragraph 58(2), part 2, Human Fertilisation and Embryology Act 2008). 

FISH (fluorescence in situ hybridisation) : A technique used to detect the presence or absence of speci!c 
DNA sequences on chromosomes.

G Genetic counselling: The process by which patients or relatives at risk of an inherited disorder are advised of 
the consequences and nature of the disorder, the probability of developing or transmitting it, and the options 
open to them.

Gradient method: A method of sex selection where sperm is placed in a centrifuge that can separate sperm 
carrying the X and sperm carrying the Y chromosome. There are concerns about the reliability of this technique.

I Identifying information and non-identifying information: Identifying information allows an individual to  
be identi!ed, or could lead to their identi!cation (for example, name, date of birth or address). Non-identifying 
information could not lead to that individual’s identi!cation (for example, hair colour or ethnicity).

Internal audit: A process of review and assessment to verify that all processes in a centre conform to the 
requirements of the quality management system. The audit should consider the effectiveness of the processes, 
identifying and correcting problems and areas of risk.

Introductory agencies: Organisations set up to facilitate contact between gamete donors and recipients.

L Licensed activity: Any activity that requires a licence from the HFEA, as stated in the Human Fertilisation  
and Embryology Act 1990 (as amended).

Licence holder: It is currently the case in many centres that the individual who is the licence holder is also 
the person responsible. Either the person responsible or the licence holder may apply for a licence or for its 
variation or revocation. However, only the licence holder may apply to the HFEA to vary a licence in order to 
designate another individual as the person responsible. 

M Male partner (in the context of guidance note 6 – Legal parenthood): Refers to any man who:

intends to be the legal father of any child born from treatment, and

is not married to, or within a prohibited degree of relationship to, the woman being treated  
(as de!ned in paragraph 58(2), part 2, HFE Act 2008).
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N Near miss: Any occurrence that, but for luck, skill or judgment, would in all probability have become  
an adverse incident. 

Non-conformity: Failure to ful!l a requirement or expectation of this Code of Practice, or of the centre’s  
own standards.  

NOTE: In the context of a centre, any failure to protect the quality and safety of gametes or embryos 
during donation, procurement, testing, processing, preservation, storage and distribution would be 
regarded as a major ‘non-conformity’ requiring immediate investigation and corrective action.

For further information, see the International Organization for Standardization.

Non-medical fertility services: The Human Fertilisation and Embryology Act 1990 (as amended) de!nes 
non-medical fertility services as:

‘any services that are provided, in the course of a business, for the purpose of assisting women to 
carry children, but are not medical, surgical or obstetric services’.

P Parental order: An order made under sections 54 and 55 of the Human Fertilisation and Embryology Act 2008.

Patient: A person who is receiving treatment services involving the use of gametes or embryos.  
Also, a person whose gametes or embryos are stored. 

Person responsible (PR): A person de!ned in law by the Human Fertilisation and Embryology Act  
1990 (as amended). Activities licensed by the HFEA must take place only under the supervision of the  
person responsible. The person responsible is ultimately responsible for ensuring that all licensed activities  
are conducted with proper regard for the regulatory framework governing treatment and research involving  
gametes or embryos within the UK.

Person Responsible Entry Programme (PREP): A programme of assessment de!ned by the HFEA,  
which a person must complete before being con!rmed as person responsible for a centre.

Premises: The speci!c area where a centre conducts its business, as identi!ed on a "oor plan submitted  
by the centre to the HFEA.

Primary centre (and secondary centre): These terms are used when referring to satellite and transport in vitro 
fertilisation (IVF). The primary centre is the licensed centre. The secondary centre is the centre where satellite  
or transport IVF takes place.

These terms are also used when referring to donor gametes and embryos. In this context, the primary 
centre is the centre that has recruited the donor. The secondary centre is the centre to which that donor’s 
gametes or embryos have been sent.

Processing: All operations involved in preparing, manipulating, preserving and packaging  gametes or embryos 
intended for human application.

Process: A set of interrelating or interacting activities that transforms inputs to outputs.

For further information, see the International Organization for Standardization.

Procurement: The process by which gametes or embryos are made available.
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Q Quality management review: A review, done at least annually, of all of the services that a centre provides, 
identifying any need for change and opportunities for improvement. 

Quality management system: The organisational structure, de!ned responsibilities, procedures, processes 
and resources for implementing quality management (ie, the co-ordinated activities to direct and control an 
organisation with regard to quality), including all activities that contribute to quality, directly or indirectly. 

NOTE: This de!nition indicates that every process and activity that takes place in the centre is an integral 
part of the quality management system.

For further information, see the International Organization for Standardization.

Quality policy: The overall intentions and direction of an organisation with regard to quality, as formally 
expressed by centre management. 

NOTE: A quality policy de!nes or describes an organisation’s intentions and commitment to quality and 
provides a framework for setting objectives and planning for quality. 

For further information, see the International Organization for Standardization.

Quality objectives: Documented goals framed in line with the quality policy, and with the clinical requirements 
and interests of patients, their partners, and donors.

Quality manager: The individual in the centre who:

is responsible for ensuring that the quality management system is implemented and maintained

reports to centre management on its functioning and effectiveness, and

co-ordinates awareness of the clinical requirements and interests of patients, their partners  
and donors.

R Record: Information created or received, and maintained as evidence by a centre or person in meeting  
legal obligations or in transacting business. Records can be in any form or medium provided they are  
readily accessible, legible and indelible.

Requirement: Speci!cation, direction or constraint prescribed in relevant legislation, or by the HFEA in line  
with a power conferred by relevant legislation, eg as a condition of a centre’s licence. 

NOTE:  Failure to comply with a requirement may be grounds for the variation or revocation of a centre’s 
licence or, in certain cases, a criminal offence. 

For further information, see the International Organization for Standardization.

S Serious adverse event: De!ned in the Human Fertilisation and Embryology Act 1990 (as amended) as: 

‘(a) any untoward occurrence which may be associated with the procurement, testing, processing, 
storage or distribution of gametes or embryos intended for human application and which, in 
relation to a donor of gametes or a person who receives treatment services or non-medical fertility 
services—

i)  might lead to the transmission of a communicable disease, to death, or life-threatening, 
disabling or incapacitating conditions, or

ii)  might result in, or prolong, hospitalisation or illness, or

(b) any type of gametes or embryo misidenti!cation or mix-up’.
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S Serious adverse reaction: De!ned in the Human Fertilisation and Embryology Act 1990 (as amended) as: 

‘an unintended response, including a communicable disease, in a donor of gametes intended for 
human application or a person who receives treatment services or non-medical fertility services, 
which may be associated with the procurement or human application of gametes or embryos and 
which is fatal, life threatening, disabling, incapacitating or which results in, or prolongs, hospitalisation 
or illness’.

Satellite IVF: When the assessment, drug therapy and monitoring take place at the secondary (satellite) centre, 
but the egg retrieval, embryology and embryo replacement are all carried out at the primary (licensed) centre.

T Third party: De!ned in the Human Fertilisation and Embryology Act 1990 (as amended) as:

‘a person with whom a person who holds a licence has a third party agreement’.

Third party agreement: De!ned in the Human Fertilisation and Embryology Act 1990 (as amended) as follows: 

‘an agreement in writing between a person who holds a licence and another person which is made 
in accordance with any licence conditions imposed by the Authority for the purpose of securing 
compliance with the requirements of Article 24 of the !rst Directive (relations between tissue  
establishments and third parties) and under which the other person:

(a) procures, tests or processes gametes or embryos (or both) on behalf of the holder of the licence, 
or

(b) supplies to the holder of the licence goods or services (including distribution services)  
which may affect the quality and safety of gametes or embryos’.

Traceability: De!ned in the Human Fertilisation and Embryology Act 1990 (as amended) as the ability:

‘(a) to identify and locate gametes and embryos during any step from procurement to use for human 
application or disposal; 

(b) to identify the donor and recipient of particular gametes or embryos; 

(c) to identify any person who has carried out any activity in relation to particular gametes or 
embryos; and 

(d) to identify and locate all relevant data relating to products and materials coming into contact with 
particular gametes or embryos and which can affect their quality or safety’.

Transport IVF: When the assessment, drug therapy, monitoring, and procurement of sperm or eggs  
(or both) take place at the secondary centre, but the embryology and embryo replacement take place at the 
primary centre.

U User satisfaction: A measure of whether the centre has met patients’ and donors’ interests and clinical 
requirements.

V Validation: Establishing documented evidence that provides a high degree of assurance that a speci!c process, 
procedure, piece of equipment or environment will consistently produce an outcome that meets speci!ed 
expectations. A process is validated to evaluate the performance of a system in terms of its effectiveness based 
on intended use. 

For further information, see the International Organization for Standardization.

Verification: Con!rmation, through the provision of objective evidence, that speci!ed requirements or 
expectations have been ful!lled. 

NOTE: For example, the term ‘veri!cation’ is used in the context of the centre receiving reproductive 
tissue to mean that the reproductive tissue and the accompanying documentation are as speci!ed.

For further information, see the International Organization for Standardization.


