     
Application for a Special Direction from a centre in Northern Ireland

Further Infor[image: ]mation Form

Background
Any centre in Northern Ireland (NI) intending to undertake an import or export of gametes or embryos must ensure that it can demonstrate compliance with the relevant Schedule in General Direction 0006(NI); except in the case of transfers of gametes and embryos from Northern Ireland to Great Britain, which are not regulated under General Direction 0006(NI) and can be made under the authority provided by the HFEA licence held by the centre in Northern Ireland. For all other imports and exports, if you cannot demonstrate compliance with the requirements of General Direction 0006(NI), you cannot undertake the import or export under General Direction 0006(NI).

You can however apply to the HFEA for a Special Direction to authorise the movement. Your application will be processed by an inspector and considered by a committee who will make the decision whether to grant the Special Direction. The committee uses the information provided in the application and associated documents, such as this ‘Further Information Form’, to make their decision on whether a departure from the condition(s) of General Direction 0006(NI) is justified. The decision is based on the specifics of each application.

The application
Patients are not able to directly apply to the HFEA for a Special Direction. You must therefore ensure you provide as much information as possible to help the committee make its decision. The onus is on the clinic to furnish the committee with the information necessary to make a decision. Where the committee considers it does not have enough information on which to decide, it may adjourn the meeting and request specific information, or if the committee considers that the information provided in the application does not support a decision to grant a Special Direction, it may reject the application.

You should note that, with regards to any import or export to or from a state in the European Economic Area (EEA), the HFEA is unable to process any applications from centres in Northern Ireland where Schedule 1 paragraph 1a or Schedule 3 paragraph 1a cannot be met. The HFE Act 1990 (as amended to embed the Directives within law in the United Kingdom does not give the HFEA powers to issue Special Directions to centres in Northern Ireland to allow transfers to or from unaccredited tissue establishments within the EEA.

In accordance with General Direction 0008 (section M, paragraph 20), an application for a Special Direction to export gametes or embryos must be accompanied by a letter from the proposed receiving clinic confirming that it is willing to accept the gametes or embryos for the purpose specified in the application form. 

If you wish to import/export gametes or embryos for use in research, we suggest you contact your HFEA inspector in the first instance.

Making its decision
The committee will consider the information you provide, balancing the specifics of the case with the requirements – such as upholding altruism in donation and ensuring donors are identifiable. Where the patient’s rights are engaged, amongst other things the committee will need to consider whether interference with the patient’s rights can be justified. In making this assessment the committee will consider whether interference:
· is in accordance with the law, 
· pursues a legitimate aim,
· fulfils a pressing social need,
· is necessary in a democratic society, and 
· is proportionate and non-discriminatory.  

You should ensure that you provide the committee with enough information on which to make this decision. It may be that you and/or the patient(s) need to consult a legal advisor to assist with the application. As mentioned above, where the committee considers it does not have enough information on which to make a decision, it may adjourn the meeting and request specific information, or reject the application. 

How should I complete this form?
There are three sections to this form in which you can provide all relevant details for the committee about the application for a Special Direction. This form will be submitted to the committee together with your application. 

You must complete all three sections of this form and attach it to the application for a Special Direction which is accessed via the HFEA Clinic Portal. Whilst the application form allows you to briefly explain why the import/export is necessary (e.g. the patients are moving abroad, or they wish to have treatment overseas), this ‘Further information form’ is where you can provide specific details about the patient(s) and explain why, despite not meeting the conditions of General Directions 0006(NI), a Special Direction permitting the import/export should be granted. 

The inspector will assess the form initially and if sufficient information is not included it will be returned to the centre asking for it to be provided. 

Section 1: To assess compliance with General Direction 0006(NI) 
You should complete only one of the four schedules depending on whether you are importing or exporting and the location of the centre abroad. These reflect the conditions of schedules within General Direction 0006(NI).
· Schedule 1 – Import of gametes and embryos from the European Economic Area (EEA) to Northern Ireland
· Schedule 2 – Import of gametes and embryos from outside the EEA to Northern Ireland
· Schedule 3 – Receipt of gametes and embryos in Northern Ireland from Great Britain.
· Schedule 4 – Export of gametes and embryos from Northern Ireland

You must complete the table within the relevant schedule of this document. You should read the General Direction condition(s) in column A, state whether you meet it or not in column B, and then if not, explain in column C how, and why, you do not meet the condition(s).  

Column A
Condition as per General Direction 0006(NI).
Column B
Respond with either ‘Yes’ or ‘No’ to each condition. 
If Yes you do not need to complete column C and do not need to provide any evidence / information to the HFEA.

Column C
Only complete if you answered ‘No’ to a condition in Column B. 
You must clearly explain how you do not meet the condition. See guidance below for more details. 










If you answer ‘Yes’ to all the criteria set out in the relevant section of this document, you do not need to make an application for a Special Direction. 

[bookmark: columnC]Providing information to the committee in ‘column C’
Where you have answered ‘No’ in column B, it is important that you provide as much information as possible in column C so that the committee has all of the information necessary to make an assessment of whether to grant the Special Direction. This should include the following information.

1. Identifying and describing the issue(s) that is to be considered as an exception to the requirements reflected in the General Directions.
· You should use column C to explain how you do not meet a General Direction condition and how, if applicable, it may be addressed in another way or any steps you have taken to satisfy yourself that the import/export could take place.

2. Explain whether a refusal to allow the import/export would be an unjustified interference with the individuals rights under the Human Rights Act 1998 and if so, why. For example:
· The right to marry and found a family (under Article 12)
· The right to respect for private and family life (under Article 8)
· The right not to be discriminated against because of age (under Article 14).

3. Explain whether interference in this case would be proportionate.
· What would be the effect of the interference on the particular individual, how would a refusal to allow the application affect them? Is there an alternative (such as travelling to the clinic for treatment)?

If there are any other legal issues that the committee should be aware of, or any other evidence on which patients intend to rely on, information should be provided with the application. 

Section 2: Factors to be considered 
Complete the table providing as much information as possible in support of the application.

Section 3: Additional evidence - donor egg availability
This section is where you can provide any information on the impact that the availability, or lack thereof, of donated eggs in the United Kingdom has had on the application (if applicable).


Ensuring compliance with ITE import certificate requirements 
[bookmark: _Hlk58506869]The Human Fertilisation and Embryology Act 1990 (as amended) was amended on 1 April 2018 by the Human Fertilisation and Embryology (Amendment) Regulations 2018, to incorporate procedures for assuring the quality and safety of gametes and embryos imported into licensed centres in the United Kingdom, i.e. ‘importing tissue establishments’ (ITEs), from tissue establishments in third countries, i.e. ‘third country supplier’ (TCS). In 2018, third countries were defined as all countries outside of the EEA and Gibraltar. If you intended to import gametes or embryos from a third country, you needed to apply for an ITE import certificate to authorise the import, in addition to the Special Direction.

[bookmark: _Hlk58523248]From 31 December 2020, Great Britain will be outside of the EEA regulatory zone but, due to a six month transition period, will be a third country to Northern Ireland only after 30 June 2021. Gibraltar will become a third country to Northern Ireland on 31 December 2020, since Gibraltar is also leaving the EEA regulatory zone. Centres in Northern Ireland will therefore need to apply to the HFEA for their ITE import certificates to be updated to authorise imports from Great Britain after 30 June 2021 and from Gibraltar after 31 December 2020.

The certification requirements depend on whether the import is considered a ‘one-off’ or ‘multiple’. A ‘one-off’ import is one that takes place only once from a particular TCS and is defined as ‘gametes or embryos imported for the purposes of providing services to a particular person or persons on one occasion only.’ A ‘multiple’ import is when a clinic will be undertaking more than one import from a TCS or doing regular imports from that TCS. 

Further information and guidance on applying for an ITE import certificate can be found here. Requirements for one-off and multiple imports are also reflected in the schedules below.


Page 2 of 2
Section 1: To assess compliance with General Direction 0006(NI) (version 1)
[bookmark: Section1]Schedule 1 – Import of gametes and embryos from the EEA to Northern Ireland


1. A licensed centre in Northern Ireland ('the receiving centre') may receive gametes or embryos1 from a centre in an EEA state if the following conditions are satisfied.

	
	Column A
Condition
	Column B

Does the import you are applying for meet this condition?
Please only state ‘Yes’ or ‘No’

If Yes you do not need to complete column C and do not need to provide any evidence / information to the HFEA. 

If No, complete Column C

	Column C
Complete this column against any section to which you have answered No in column B.

Provide as much information as possible against the prompts provided. 

You should refer to the guidance above before completing this section. 

	a)
	The centre from which the gametes or embryos are to be imported (the supplying centre) is accredited, designated, authorised or licensed under the laws or other measures of the EEA state concerned, in accordance with the first, second, third and fourth Directives (2004/23/EC, 2006/17/EC, 2006/86/EC and 2015/566). 
	[bookmark: _GoBack]     

	The HFEA is unable to process any applications where this particular condition (Schedule 1 paragraph 1a) cannot be met. The HFE Act 1990 (as amended to implement the European Union Tissues and Cells Directives into United Kingdom law) does not give the HFEA power to issue a Special Direction to allow transfers to and from unaccredited tissue establishments within the EEA. 

	a) 
	Note: the law states that import from a tissue establishment in the EEA must be from an accredited, designated, authorised or licensed establishment.
	
	

	b)
	The person who provided the gametes is (and in the case of an embryo, both persons who provided the gametes from which the embryo was created are) identifiable. 
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	b) 
	Note: since 1 April 2005, all donors must be identifiable.
	
	

	c)
	The person who provided the gametes has (and in the case of an embryo, both persons who provided the gametes from which the embryo was created, have) given and not withdrawn consent in writing to the gametes or embryos being imported into the United Kingdom. 
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	d)
	Before giving consent, the person(s) referred to in paragraph (c) has been given written notice stating that the law governing the use of gametes and/or embryos and the parentage of any resulting child may not be the same in the United Kingdom as in the country from which the gametes or embryos are to be imported, and they have been given any further information which they may require. 
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	e)
	No money or other benefit has been given or received in respect of the supply of the gametes or embryos unless the money or benefit received is in accordance with Directions 0001 (Gamete and embryo donation) or any subsequent Directions given by the Authority relating to giving and receiving money or other benefits.

	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	
	Note: compensation requirements for donors recruited overseas are different to those for donors recruited in the United Kingdom.
	
	

	f)
	The purpose of importing the gametes or embryos concerned is to enable them to be used to provide treatment services, namely medical, surgical or obstetric services for the purpose of assisting a woman to carry a child or to be stored for such a purpose in the future.
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	g)
	The gametes or embryos to be imported meet the United Kingdom requirements on screening in accordance with the Authority’s standard licence conditions and the Code of Practice that is currently in force.
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	2.
	Before any gametes or embryos are imported, the receiving centre must obtain written confirmation from the supplying centre or appropriate Competent Authority that the centre meets the requirements set out in paragraph 1 (a) of this schedule. The receiving centre must also obtain written confirmation from the supplying centre that the requirements of paragraphs 1 (b), to (e) and (g) of this schedule have been met in relation to the gametes or embryos concerned. The written confirmation must be retained by the receiving centre for a period of three years and a copy provided to the Authority on request.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted.
	     

	If answered No in column B, then please provide further information.
     


	3
	Whenever gametes or embryos are imported in accordance with these Directions, the Person Responsible of the supplying centre must ensure that all required information regarding the import is submitted to the HFEA in accordance with the data submission methods and timeframes set out within General Direction 0005 (Collecting and recording information for the HFEA)
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted.
	     

	If answered No in column B, then please provide further information.
     




1 Eggs or embryos which have been created abroad using either maternal spindle transfer or pronuclear transfer may not be imported. Such eggs or embryos are not ‘permitted’ within the meaning of the Human Fertilisation and Embryology (HFE) Act 1990 (as amended) as they will not have been created within the circumstances prescribed by the Human Fertilisation and Embryology (Mitochondrial Donation) Regulations 2015. Licensed centres are prohibited by Section 3 of the HFE Act 1990 from using eggs or embryos in treatment unless they fall within the statutory definition of ‘permitted’. 



[bookmark: Section2]Schedule 2 – Import of gametes and embryos from outside of the EEA into Northern Ireland 






1. A licensed centre in Northern Ireland ('the receiving centre') may receive gametes or embryos2 from a centre in a country outside of the United Kingdom which is not in an EEA state, if:
[bookmark: _Hlk58596139](a) in relation to any import, the conditions in paragraph 3(a) to (j), 4, 7(a) to (d) and 8 of this schedule are satisfied; and 
(b) in relation to any import other than a one-off import, the conditions in paragraph 5(a) to (e) of this schedule are satisfied; or 
(c) in relation to one-off imports, the conditions in paragraph 6(a) to (c) of this schedule are satisfied. 

2. Reference to a one-off import is to gametes or embryos imported for the purposes of providing services to a particular (named) person or persons on one occasion only. 

3. The conditions in paragraphs (a) to (j) below apply to all imports from a country outside of the United Kingdom which is not an EEA state.
 
	
	Column A
Condition
	Column B

Does the import you are applying for meet this condition?
Please only state ‘Yes’ or ‘No’

If Yes you do not need to complete column C and do not need to provide any evidence / information to the HFEA. 

If No, complete Column C
	Column C
Complete this column against any section to which you have answered No in column B.

Provide as much information as possible against the prompts provided. 

You should refer to the guidance above before completing this section. 

	a) 
	The centre from which the gametes or embryos are to be imported (the supplying centre) is accredited, designated, authorised or licensed under the quality and safety laws or other measures of the country in which it is situated. 


	     

	Note: you should explain the measures undertaken to determine that the processing and treatment undertaken in the supplying centre meet the quality and safety conditions of the United Kingdom. 

	b) 
	
	
	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	c) 
	The supplying centre has a quality management system in place which has been certified by an internationally recognised body. 


	     

	Note: you should explain the measures undertaken to determine that the processing and treatment undertaken in the supplying centre meet the quality and safety conditions of the United Kingdom. 

	d) 
	
	
	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	e) 
	The supplying centre has a traceability system in place which ensures that all gametes and embryos are traceable from procurement of gametes to patient treatment and vice versa. The centre’s traceability procedures should also include all materials or equipment that could have an impact on the quality or safety of the gametes or embryos. 

	     

	Note: the centres traceability procedures should encompass all materials that could have an impact on the quality or safety of the gametes and embryos.  You should explain the measures undertaken to determine that the processing and treatment undertaken in the supplying centre meet the quality and safety conditions of the United Kingdom. 

	f) 
	
	
	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	g) 
	The procurement and processing of the gametes or embryos has taken place in appropriate facilities and following procedures that minimise bacterial or other contamination. 

	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	h) 
	The person who provided the gametes is (and, in the case of an embryo, both persons who provided the gametes from which the embryo was created, are) identifiable.

	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	i) 
	Note: since 1 April 2005, all donors must be identifiable.
	
	

	j) 
	The person who provided the gametes has (and, in the case of an embryo, both persons who provided the gametes from which the embryo was created, have) given and not withdrawn consent in writing to the gametes or embryos being imported into the United Kingdom. 
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	k) 
	Before giving consent, the person(s) referred to in paragraph (f) has been given a written notice stating that the law governing the use of gametes and/or embryos and the parentage of any resulting child may not be the same in the United Kingdom as in the country from which the gametes or embryos are to be imported, and have been given further information which they may require. 

	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	l) 
	No money or other benefit has been given or received in respect of the supply of the gametes or embryos unless the money or benefit paid or received is in accordance with Directions 0001 (Gamete and embryo donation) or any subsequent Directions given by the Authority relating to giving and receiving importing money or other benefits.
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	m) 
	Note: compensation requirements for donors recruited overseas are different to those for donors recruited in the United Kingdom.
	
	

	n) 
	The purpose of importing the gametes or embryos concerned is to enable them to be used to provide treatment services, namely medical, surgical or obstetric services for the purpose of assisting a woman to carry a child or to be stored for such a purpose in the future. 
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	o) 
	The gametes or embryos to be imported meet the United Kingdom requirements on screening in accordance with the Authority’s standard licence conditions and the Code of Practice currently in force. 
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	4
	Before any gametes or embryos are imported, the receiving centre must obtain written confirmation from the supplying centre that the supplying centre meets the requirements of paragraphs 3 (a), (b), (c) and (d) of this schedule. The receiving centre must also obtain written confirmation from the supplying centre that the requirements of paragraphs 3 (e), (f), (g), (h) and (j) of this schedule will be complied with in relation to the gametes or embryos concerned. The written confirmation must be retained by the receiving centre for a period of 3 years and a copy provided to the Authority upon request.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	5
	The conditions in paragraphs (a) to (e) below apply to all imports, other than one-off imports. The receiving centre must: 
(a) have a written agreement with the supplying centre which: 
(i) specifies the quality and safety requirements to be met to ensure the equivalency of the quality and safety standards of the gametes or embryos to be imported with the standards required by the Human Fertilisation and Embryology Act 1990, as amended ('the Act');
(ii) meets the requirements of Annex A to General Direction 0006(NI)3; and
(iii) establishes the right of the HFEA to inspect the activities, including the facilities of the supplying centre for the duration of the written agreement and for a period of two years following its termination;
(b) provide to the HFEA, if requested, any information referred to in Parts A and B of Annex B to General Direction 0006(NI);
(c) make an application to the HFEA for a ITE import certificate under section 24(4AD) of the Act and, in support of that application, provide to the HFEA the information and documents referred to in Annex C to General Direction 0006(NI);
(d) before any gametes or embryos are imported, the receiving centre must be in possession of an ITE import certificate issued by the HFEA under section 24(4AD) of the Act, which includes the supplying centre as a third country supplier and which applies to the gametes or embryos to be imported;
(e) where the centre has been issued with a certificate under section 24(4AD) which does not refer to the supplying centre as a third country supplier or which does not apply to the gametes or embryos concerned, the receiving centre must apply to the HFEA for its certificate to be amended and provide the HFEA with any further information or documentation requested by the HFEA. Before any gametes or embryos are imported, the receiving centre must be in possession of a certificate issued by the HFEA which includes the supplying centre as a third country supplier and which applies to the gametes or embryos to be imported.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	6
	The conditions in paragraphs (a) to (c) below apply to one-off imports. 
(a) the centre must provide to the Authority, if requested, any of the information referred to in Annex C to General Direction 0006(NI);
(b) before any gametes or embryos are imported as a one-off import, the centre must obtain written confirmation from the person or persons for whom the gametes or embryos are to be imported that gametes or embryos have not previously been imported for the purposes of providing that person or those persons with treatment services; 
(c) the receiving centre must be in possession of an import certificate issued under section 24(4AD) which authorises the one-off import.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	7
	The conditions in paragraphs (a) to (d) below apply to all imports from a third country, the centre must: 
(a) not make any substantial changes4 in connection with any imports from a third country unless the Authority has been notified of those changes and provided written confirmation of its approval; 
(b) notify the Authority if the proposed import of gametes or embryos does not take place. 
(c) without delay: 
(i) notify the HFEA of any suspected or actual serious adverse events or serious adverse reactions notified to the receiving centre by the supplying centre which may influence the quality and safety of the gametes or embryos they import;
(ii) provide to the Authority the information specified in licence conditions T120 and T121 and any further information that the Authority may require;
(d) without delay, notify the Authority of any changes in circumstances5 relating to the third country supplier, of which the centre is aware.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	8
	Whenever gametes or embryos are imported in accordance with Directions 0006(NI), the Person Responsible of the supplying centre must ensure that all required information regarding the import is submitted to the HFEA in accordance with the data submission methods and timeframes set out within General Direction 0005 (Collecting and recording information for the HFEA).
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted.
	     

	If answered No in column B, then please provide further information.
     




2Eggs or embryos which have been created abroad using either maternal spindle transfer or pronuclear transfer may not be imported. Such eggs or embryos are not ‘permitted’ within the meaning of the Human Fertilisation and Embryology (HFE) Act 1990 (as amended) as they will not have been created within the circumstances prescribed by the Human Fertilisation and Embryology (Mitochondrial Donation) Regulations 2015. Licensed centres are prohibited by Section 3 of the HFE Act 1990 from using eggs or embryos in treatment unless they fall within the statutory definition of ‘permitted’.
3Annex A sets out the minimum requirements concerning the contents of written agreements between third country suppliers and receiving centres
4”Substantial changes" shall be construed in accordance with Article 3(3) of the fourth Directive. Substantial changes to a centre's import activities may include changes to the type of material to be imported (e.g. extending imports from gametes to embryos). Substantial changes may also include changes to the activities undertaken in third countries, which may have an influence on the quality and safety of the imported material. 
5 “Changes of circumstances" means: 
(a) any revocation or suspension of a third country supplier's authorisation to export gametes or embryos; 
(b) any other decision taken for reasons of non-compliance by the competent authority or authorities of the country in which the third country supplier is based and which may be relevant to the quality and safety of imported gametes and/or embryos. 
 


[bookmark: Section3]Schedule 3 – Receipt of gametes and embryos in Northern Ireland from a licensed centre in Great Britain


1. A licensed centre in Northern Ireland ('the receiving centre') may receive gametes or embryos6 from a licensed centre in Great Britain (‘the supplying centre’) if the following conditions are satisfied.
(a) in relation to any transfer from Great Britain to Northern Ireland, the conditions in paragraph 3(a) to (h), 4, 7(a) to (d) and 8 of this schedule are satisfied; and 
(b) in relation to any transfer from Great Britain to Northern Ireland, other than a one-off transfer, the conditions in paragraph 5(a) to (e) of this schedule are satisfied; or 
(c) in relation to any one-off transfer from Great Britain to Northern Ireland, the conditions in paragraph 6(a) to (c) of this schedule are satisfied. 

2.	Reference to a one-off transfer is to gametes or embryos transferred for the purposes of providing services to a particular (named) person or persons on one occasion only. 

3.	The conditions in paragraphs 3(a) to (h), and also 4-8 below apply to all transfers from Great Britain.

	
	Column A
Condition
	Column B

Does the import you are applying for meet this condition?
Please only state ‘Yes’ or ‘No’

If Yes you do not need to complete column C and do not need to provide any evidence / information to the HFEA. 

If No, complete Column C

	Column C
Complete this column against any section to which you have answered No in column B.

Provide as much information as possible against the prompts provided. 

You should refer to the guidance above before completing this section. 

	a)
	The centre in Great Britain from which the gametes or embryos are to be imported (the supplying centre) is licensed by the HFEA. 
	     

	The HFEA is unable to process any applications where this particular condition (Schedule 3 paragraph 1a) cannot be met. Handling such gametes or embryos would be unlawful under The HFE Act 1990 (as amended) and the HFEA does not have powers to issue a Special Direction to allow transfers to and from unaccredited tissue establishments. 

	b)
	The supplying centre has a quality management system in place which has been certified by an internationally recognised body.
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	c)
	The supplying centre has a traceability system in place which ensures that all gametes and embryos are traceable from procurement of gametes to patient treatment and vice versa. The supplying centre's traceability procedures should also include all materials or equipment that could have an impact on the quality or safety of the gametes or embryos.
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	d)
	The procurement and processing of the gametes or embryos has taken place in appropriate facilities and following procedures that minimise bacterial or other contamination.
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	e)
	The person who provided the gametes is (and in the case of an embryo, both persons who provided the gametes from which the embryo was created are) identifiable. 
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	c) 
	Note: since 1 April 2005, all donors must be identifiable.
	
	

	f)
	No money or other benefit has been given or received in respect of the supply of the gametes or embryos unless the money or benefit received is in accordance with Directions 0001 (Gamete and embryo donation) or any subsequent Directions given by the Authority relating to giving and receiving money or other benefits.

	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	
	Note: compensation requirements for donors recruited overseas are different to those for donors recruited in the United Kingdom.
	
	

	g)
	The purpose of transferring the gametes or embryos concerned is to enable them to be used to provide treatment services, namely medical, surgical or obstetric services for the purpose of assisting a woman to carry a child or to be stored for such a purpose in the future.
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	h)
	The gametes or embryos to be imported meet the United Kingdom requirements on screening in accordance with the Authority’s standard licence conditions and the Code of Practice that is currently in force.
	     

	If answered No in column B, then please provide the following information:
In what way the import does not meet the condition.
     
Why the import is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to import.
     
If, and how, the patient’s Human rights are engaged.
     

	4.
	Before any gametes or embryos are transferred, the receiving centre must obtain written confirmation from the supplying centre that the requirements of paragraphs 3(b) to (f) and (h) of schedule 3 of Direction 0006(NI) have been met in relation to the gametes and embryos concerned. The written confirmation must be retained by the receiving centre for a period of three years and a copy provided to the HFEA upon request.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted.
	     

	If answered No in column B, then please provide further information.
     


	5
	The conditions in paragraphs (a) to (e) below apply to all transfers from Great Britain, other than one-off transfers. The receiving centre must: 
(a) have a written agreement with the supplying centre which: 
(i) specifies the quality and safety requirements to be met to ensure the equivalency of the quality and safety standards of the gametes or embryos to be transferred with the standards required by the Human Fertilisation and Embryology Act 1990, as amended ('the Act');
(ii) meets the requirements of Annex A to General Direction 0006(NI)7; and
(iii) establishes the right of the HFEA to inspect the activities, including the facilities of the supplying centre for the duration of the written agreement and for a period of two years following its termination;
(b) provide to the HFEA, if requested, any information referred to in Parts A and B of Annex B to General Direction 0006(NI);
(c) make an application to the HFEA for an ITE import certificate under section 24(4AD) of the Act and, in support of that application, provide to the HFEA the information and documents referred to in Annex C to General Direction 0006(NI);
(d) before any gametes or embryos are transferred, the receiving centre must be in possession of an ITE import certificate issued by the HFEA under section 24(4AD) of the Act, which includes the supplying centre as a third country supplier and which applies to the gametes or embryos to be transferred;
(e) where the centre has been issued with a certificate under section 24(4AD) which does not refer to the supplying centre as a third country supplier or which does not apply to the gametes or embryos concerned, the receiving centre must apply to the HFEA for its certificate to be amended and provide the HFEA with any further information or documentation requested by the HFEA. Before any gametes or embryos are transferred, the receiving centre must be in possession of a certificate issued by the HFEA which includes the supplying centre as a third country supplier and which applies to the gametes or embryos to be transferred.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	6
	The conditions in paragraphs (a) to (c) below apply to one-off transfers. 
(a) the centre must provide to the Authority, if requested, any of the information referred to in Annex C to General Direction 0006(NI);
(b) before any gametes or embryos are transferred as a one-off transfer, the centre must obtain written confirmation from the person or persons for whom the gametes or embryos are to be transferred that gametes or embryos have not previously been transferred for the purposes of providing that person or those persons with treatment services; 
(c) the receiving centre must be in possession of an import certificate issued under section 24(4AD) which authorises the one-off transfer.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	7
	The conditions in paragraphs (a) to (d) below apply to all transfers. The centre must: 
(a) not make any substantial changes8 in connection with any transfers unless the Authority has been notified of those changes and provided written confirmation of its approval; 
(b) notify the Authority if the proposed transfer of gametes or embryos does not take place; 
(c) without delay: 
(i) notify the HFEA of any suspected or actual serious adverse events or serious adverse reactions notified to the receiving centre by the supplying centre which may influence the quality and safety of the gametes or embryos they transfer;
(ii) provide to the Authority the information specified in licence conditions T120 and T121 and any further information that the Authority may require;
(d) without delay, notify the Authority of any changes in circumstances9 relating to the third country supplier, of which the centre is aware.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	8
	Whenever gametes or embryos are imported in accordance with Directions 0006(NI), the Person Responsible of the supplying centre must ensure that all required information regarding the import is submitted to the HFEA in accordance with the data submission methods and timeframes set out within General Direction 0005 (Collecting and recording information for the HFEA).
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted.
	     

	If answered No in column B, then please provide further information.
     




6Eggs or embryos which have been created abroad using either maternal spindle transfer or pronuclear transfer may not be imported. Such eggs or embryos are not ‘permitted’ within the meaning of the Human Fertilisation and Embryology (HFE) Act 1990 (as amended) as they will not have been created within the circumstances prescribed by the Human Fertilisation and Embryology (Mitochondrial Donation) Regulations 2015. Licensed centres are prohibited by Section 3 of the HFE Act 1990 from using eggs or embryos in treatment unless they fall within the statutory definition of ‘permitted’.
7Annex A sets out the minimum requirements concerning the contents of written agreements between third country suppliers and receiving centres
8”Substantial changes" shall be construed in accordance with Article 3(3) of the fourth Directive. Substantial changes to a centre's import activities may include changes to the type of material to be imported (e.g. extending imports from gametes to embryos). Substantial changes may also include changes to the activities undertaken in third countries, which may have an influence on the quality and safety of the imported material. 
9 “Changes of circumstances" means: 
(a) any revocation or suspension of a third country supplier's authorisation to export gametes or embryos; 
(b) any other decision taken for reasons of non-compliance by the competent authority or authorities of the country in which the third country supplier is based and which may be relevant to the quality and safety of imported gametes and/or embryos. 




[bookmark: Section4]Schedule 4 – Export of gametes and embryos from centres in Northern Ireland




1. Licensed centres in Northern Ireland may send gametes or embryos to a centre ('the receiving centre') in a country outside of the United Kingdom7 if the following conditions are satisfied: 

	
	Column A
Condition
	Column B

Does the import you are applying for meet this condition?
Please only state ‘Yes’ or ‘No’

If Yes you do not need to complete column C and do not need to provide any evidence / information to the HFEA. 

If No, complete Column C

	Column C
Complete this column against any section to which you have answered No in column B.

Provide as much information as possible against the prompts provided. 

You should refer to the guidance above before completing this section. 

	a) 
	The receiving centre is accredited, designated, authorised or licensed under the quality and safety laws or other measures of the country in which it is situated. 

	     

	Note: you should explain the measures undertaken to determine that the processing and treatment undertaken in the receiving centre meet the quality and safety conditions of the United Kingdom.

	b) 
	
	
	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export.
     
If, and how, the patient’s Human rights are engaged.
     

	c) 
	The receiving centre has a quality management system in place which has been certified by an internationally recognised body. 


	     

	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export.
     
If, and how, the patient’s Human rights are engaged.
     

	d) 
	
	
	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export.
     
If, and how, the patient’s Human rights are engaged.
     

	e) 
	The receiving centre has a traceability system in place which ensures that all gametes and embryos are traceable from procurement of gametes to patient treatment and vice versa. The centre’s traceability procedures should also encompass all materials or equipment that could have an impact on the quality or safety of the gametes and embryos.

	     

	Note: the centres traceability procedures should encompass all materials that could have an impact on the quality or safety of the gametes and embryos.  You should explain the measures undertaken to determine that the processing and treatment undertaken in the supplying centre meet the quality and safety conditions of the United Kingdom. 

	f) 
	
	
	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export
     
If, and how, the patient’s Human rights are engaged.
     

	g) 
	The person who provided the gametes has (and, in the case of an embryo, both persons who provided the gametes from which the embryo was created, have) given and not withdrawn consent in writing to the gametes or embryos being exported to the country in which the receiving centre is situated. 


	     

	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export
     
If, and how, the patient’s Human rights are engaged.
     

	h) 
	Before giving consent, the person(s) has been given a written notice stating that the law governing the use of gametes and/or embryos and the parentage of any resulting child may not be the same in the country in which the receiving centre is situated as it is in the United Kingdom, and they have been given any further information which they may require.

	     

	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export.
     
If, and how, the patient’s Human rights are engaged.
     

	i) 
	No money or other benefit has been given or received in respect of the supply of the gametes or embryos unless the money or benefit paid or received is in accordance with Directions 0001 (Gamete and embryo donation) or any subsequent Directions given by the Authority relating to giving and receiving money or other benefits. 

	     

	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export.
     
If, and how, the patient’s Human rights are engaged.
     

	j) 
	The purpose of exporting the gametes or embryos concerned is to enable them to be used to provide treatment services, namely medical, surgical or obstetric services for the purpose of assisting a woman to carry a child or to be stored for such a purpose in the future. 

	     

	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export.
     
If, and how, the patient’s Human rights are engaged.
     

	k) 
	The gametes or embryos are not to be exported if they could not lawfully be used in licensed treatment services in the United Kingdom in the manner or circumstances in which it is proposed that the gametes or embryos be used by the receiving centre. 
	     

	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export.
     
If, and how, the patient’s Human rights are engaged.
     

	l) 
	Note: for example, using any practice designed to secure that any resulting child will be of one sex rather than the other for social reasons, or creating embryos with gametes from a non-identifiable donor.
	
	

	m) 
	The remaining term of the relevant storage period for the gametes or embryos, as provided for in section 14 (3) or (4) or by Regulations made under section 15 (5) of the HFE Act 1990 amended, and the period for which the gametes and embryos may remain stored in accordance with the consent(s) of the relevant gamete provider(s), are not less than 6 months from the date on which they are to be exported. 

	     

	If answered No in column B, then please provide the following information:
In what way the export does not meet the condition.
     
Why the export is necessary.
     
Why these particular gametes/embryos are essential to the treatment.
     
How a refusal may affect the patient.
     
What alternatives there are to export.
     
If, and how, the patient’s Human rights are engaged.
     

	2
	Before any gametes or embryos are exported, the supplying centre must obtain from the receiving centre written confirmation that the receiving centre meets the requirements of paragraph 1 (a), 1 (b) and 1 (c) of this schedule. The written confirmation must be retained by the supplying centre for a period of three years and a copy provided to the Authority upon request.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	3
	Whenever gametes or embryos are exported in accordance with these Directions, the Person Responsible of the supplying centre must ensure that all required information regarding the export is submitted to the HFEA in accordance with the data submission methods and timeframes set out within General Direction 0005 (Collecting and recording information for the HFEA).
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     


	4
	The supplying centre must keep all original records which it is required to maintain under its licence for the periods specified in Directions 0005 (Collecting and recording information for the HFEA), but copies of the following documentation must accompany the gametes or embryos to the recipient centre: 
(a) a copy of the consent form signed by each gamete provider; 
(b) a copy of the Donor Information form for each gamete donor (where donated gametes or embryos are exported); 
(c) a copy of the Patient and Partner Registration forms (where own gametes or embryos are exported); and 
(d) a copy of the relevant Movement – out form.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted.
	     

	If answered No in column B, then please provide further information.
     


	5
	The supplying centre must notify the receiving centre and the HFEA if there are any changes to the information supplied.
In column B, please indicate that you can, and will, adhere to this condition should the Special Direction be granted. 
	     

	If answered No in column B, then please provide further information.
     




7This Schedule does not apply to a transfer of gametes or embryos by a licensed centre in Northern Ireland to Great Britain as the transfer is not outside of the United Kingdom and no additional restrictions apply beyond those within licence conditions applying to all HFEA licensed centres in the United Kingdom.


Section 2: Factors to be considered 
The Court of Appeal, in considering the Blood case, summarised what is required for justifiable interference with a Treaty right in a set of principles to be applied in cases of import or export of gametes and embryos. The United Kingdom after 31 December 2020 is no longer subject to Treaty requirements, however an individual’s rights under the Human Rights Act 1998 remain. In deciding whether to exercise its discretion under section 24(4) of the HFE Act 1990, the Authority will take into account the principles (tests) derived from the Human Rights Act 1998 set out in the table below, which remain as they were before 31 December 2020.

Please indicate how each of these principles specifically applies to this application. Explain why a refusal would amount to an unjustified interference with the patient’s/patients’ rights under the Human Rights Act 1998. What would be the effect of the interference on the particular patient/patients, how would a refusal to allow the import/export affect them? Explain if and why the particular gametes/embryos are essential to the medical treatment services that the patient wishes/patients wish, is there an alternative such as travelling to the clinic for treatment and if not why is this not possible? Can the patient/patients have/complete their family without undertaking this import/export? Are there are any other legal issues that the committee should be aware of, or any other evidence on which patients intend to rely on? 

	Principles
	Factors / Questions 
Please include any additional information not provided in section 1 (‘Further information form’) above to support this application 


	Principle 
Identify whether a refusal would be an interference with the individual’s rights under the Human Rights Act 1998. 
For example:
· the right to marry and found a family (under Article 12)
· the right to respect for private and family life (under Article 8)
· the right not to be discriminated against because of age (under Article 14). 

If a refusal would amount to interference with these rights it can be justified by reference to the requirements of a pressing social need. 
 
	     


	Principle 
Consider whether the interference in this case is proportionate? 
· 
· What is the effect of the interference on the particular individual?

· Is there another more suitable means of upholding the law? This may require some consideration of whether this is an isolated case or an undesirable precedent.
 
	     







Section 3: Additional evidence - donor egg availability
Regardless of the relevant schedule, the committee would also welcome information on the following:

Please clarify if this application is in part motivated by any issues with the availability and (timely) provision of suitable donor eggs in the United Kingdom. Please tick the appropriate box.

[       ] No, this is not an issue.

[       ] Yes, issues relating to the availability and (timely) provision of donor eggs in the United Kingdom are a reason for this application. 

If yes, please provide detailed evidence of these issues and how they affect the patient in the box below. For example, whether the patient has explored the availability of donor eggs at various other clinics in Northern Ireland or Great Britain, what specific issues the patient faces/has faced, what factors are impacting this application for a Special Direction. 

	     






Version control

	Version no.
	Details
	Date of issue

	1
	
	6 May 2014

	2
	· Guidance section
· Added final paragraph stating that  HFE Act 1990 (as amended to implement the Directives) does not give the HFEA power to issue Special Directions to allow transfers to and from unaccredited tissue establishments within the EEA. Where such requirements cannot be met, such applications will not be processed. 
· Schedule 1, paragraph 1a: removed ability to write in column C and added current text.
· Schedule 2, paragraph 2a: as above
· Added version number, date, and page numbering to document
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	3
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	4 
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· Guidance on ITE certificate requirements.
· Section 1: amended each Schedule to provide guidance for centres in completing the application.
· Addition of sections 2 and 3. 
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	5
	· Correction to column C schedules 2 and 4 replace ‘import’ with ‘export’
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	6
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