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Please use this form to apply for an initial licence to provide treatment and/or
store gametes and embryos. (If you already hold a licence but are changing premises please use the change of premises application form).

It is important that the language used in this application form is clear and understandable to non-specialist lay members and staff. All abbreviations 
should be explained.
Address for correspondence prior to licensing:
     
Contact name:


Your contact details:
     
House No./Name

Street

Town

County

Post code
The completed form should be returned to: 

HFEAcompliance@HFEA.gov.uk 


Details of proposed licensed centre

     
Centre name:


     
Department:


     
Address:


House No./Name

Street

Town

County

Post code
     
Tel No:



     
Fax No: 



Email address:

(if applicable):

Website address:
(if applicable):    

Billing address

If different from above, please specify.

Contact name:



     
Address:

House No./Name

Street

Town

County

Post code

Tel No:


Fax No: 

     
Email address (if applicable):


Corporate information

Is the centre a NHS facility
NHS only
NHS/Private
Private only 
or a private operation? 

Partnership

(Please tick appropriate box.)
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 



If private, please give the following information:

Limited Company   
     
     
Company Name:


Registration No:

     
Registered office address:


     
Partnership              
Names of Partners:


Sole Trader              

     
Name of Owner:




Registration information

Is the centre registered with the Care Quality Commission/Scottish Commission 
for the Regulation of Healthcare/Inspectorate Wales/Regulation and Quality Improvement Authority (Northern Ireland)?


Registered
Not Registered 


 FORMCHECKBOX 

 FORMCHECKBOX 



If not, please explain why:
     
Is the centre in the process of applying for registration with the 
Care Quality Commission/Scottish Commission for the Regulation 
of Healthcare/Inspectorate Wales/Regulation and Quality 
Improvement Authority (Northern Ireland)?

Applying
Not Applying


 FORMCHECKBOX 

 FORMCHECKBOX 


If not, please explain why:
     

Responsibilities
     
Proposed Person Responsible: 

     
Proposed Licence Holder:



Details of proposed Person Responsible
     
Title:
 
     
First name(s):
 
     
     
Surname (Family name):
 
Surname:


     
(at birth if different from above)

     
Any other names used:


     
Date of birth:


     
Gender:


Applicant’s home address:


     
Post code:


     
     
At this address since:


     
Telephone number:


     
Mobile Telephone no.:


     
FAX number:


e-mail address:


(CV to be included with application)


References Person Responsible

Reference 1

     
     
Title:


     
Name:

Address:


     
     
Post code:


     
Telephone number:


How does this person know you?

Reference 2

     
     
Title:


     
Name:

Address:


     
     
Post code:


Telephone number:


How does this person know you?

     

Details of proposed Licence Holder
     
     
Name:


Position:


Qualifications:


     
(CV to be included with application)

Staff

Please list the staff at the centre who will occupy the following roles and
attach their CVs.
Position:
Name:
Qualifications/
NMC/GMC



Experience:
HPC PIN:
     
     
     
     
     
     
Accredited Consultant:
     
     
     
Senior Embryologist:
     
     
     
Senior Andrologist:
     
     
     
Nurse Co-ordinator:
     
     
N/A
Quality manager:
Senior Counsellor:
(for Counsellor)
Accrediting body:

Staff

Please list below all other staff members in the centre involved in the processing and storage of gametes, embryos and/or tissue or who have access to patient records. On this list please indicate who the centre’s complaints officer is.
Position:
Name:
Role:
NMC/GMC 



HPC PIN:
     
     
     
     




































Please continue on a separate sheet if necessary.




          Proposed licensed activities
     Proposed Licensed        

            activities
 
Storage of eggs

 FORMCHECKBOX 


 
Storage of sperm

 FORMCHECKBOX 



  

Storage of embryos

 FORMCHECKBOX 



 

Insemination

 FORMCHECKBOX 



 
Processing of gametes

 FORMCHECKBOX 



 

Processing of embryos

 FORMCHECKBOX 



 
Gamete intra-fallopian transfer (GIFT) 

 FORMCHECKBOX 



 
Treatment with donor gametes

 FORMCHECKBOX 



 

Treatment with donor embryos

 FORMCHECKBOX 



 

Preimplantation genetic screening (PGS) 
 FORMCHECKBOX 



 

Subzonal sperm insertion (SUZI) 

 FORMCHECKBOX 



 
Zona drilling

 FORMCHECKBOX 



 
In vitro fertilisation (IVF) 

 FORMCHECKBOX 



 
Procurement and distribution of 

 FORMCHECKBOX 



 

gametes and embryos
Preimplantation genetic diagnosis (PGD) 
 FORMCHECKBOX 



 
Intra cytoplasmic sperm injection (ICSI) 
 FORMCHECKBOX 



 
Zygote intra-fallopian transfer (ZIFT) 

 FORMCHECKBOX 



 

Chemical assisted hatching

 FORMCHECKBOX 



 
Mechanical assisted hatching

 FORMCHECKBOX 



 
Laser assisted hatching

 FORMCHECKBOX 



 
Non medical fertility services

 FORMCHECKBOX 



 
                             Activities for which a licence is sought


Current
Proposed


Activities
Activities
Procurement of eggs
 FORMCHECKBOX 

 FORMCHECKBOX 

Procurement of sperm
 FORMCHECKBOX 

 FORMCHECKBOX 

Import of eggs
 FORMCHECKBOX 

 FORMCHECKBOX 

Import of sperm
 FORMCHECKBOX 

 FORMCHECKBOX 

Import of embryos
 FORMCHECKBOX 

 FORMCHECKBOX 

Export of eggs
 FORMCHECKBOX 

 FORMCHECKBOX 

Export of sperm
 FORMCHECKBOX 

 FORMCHECKBOX 

Export of embryos
 FORMCHECKBOX 

 FORMCHECKBOX 

Recruitment of donors
 FORMCHECKBOX 

 FORMCHECKBOX 

Processing of eggs
 FORMCHECKBOX 

 FORMCHECKBOX 

Processing of sperm
 FORMCHECKBOX 

 FORMCHECKBOX 

Cryopreservation of sperm and eggs
 FORMCHECKBOX 

 FORMCHECKBOX 

Gamete intra-fallopian transfer (GIFT)
 FORMCHECKBOX 

 FORMCHECKBOX 

Vitrification of eggs
 FORMCHECKBOX 

 FORMCHECKBOX 

Storage of eggs
 FORMCHECKBOX 

 FORMCHECKBOX 

Storage of sperm
 FORMCHECKBOX 

 FORMCHECKBOX 

Distribution of eggs
 FORMCHECKBOX 

 FORMCHECKBOX 

Distribution of sperm
 FORMCHECKBOX 

 FORMCHECKBOX 

Insemination – with partner sperm
 FORMCHECKBOX 

 FORMCHECKBOX 

Insemination – with donor sperm
 FORMCHECKBOX 

 FORMCHECKBOX 

Treatment with donor gametes
 FORMCHECKBOX 

 FORMCHECKBOX 

Invitromaturation
 FORMCHECKBOX 

 FORMCHECKBOX 

In vitro fertilisation (IVF)
 FORMCHECKBOX 

 FORMCHECKBOX 

Intra cytoplasmic sperm injection (ICSI)
 FORMCHECKBOX 

 FORMCHECKBOX 

Subzonal sperm insertion (SUZI)
 FORMCHECKBOX 

 FORMCHECKBOX 

Zygote intra-fallopian transfer (ZIFT)
 FORMCHECKBOX 

 FORMCHECKBOX 

Processing of embryos
 FORMCHECKBOX 

 FORMCHECKBOX 

Embryo testing
 FORMCHECKBOX 

 FORMCHECKBOX 

Zona drilling
 FORMCHECKBOX 

 FORMCHECKBOX 

Chemical assisted hatching
 FORMCHECKBOX 

 FORMCHECKBOX 

Mechanical assisted hatching
 FORMCHECKBOX 

 FORMCHECKBOX 

Laser assisted hatching
 FORMCHECKBOX 

 FORMCHECKBOX 

Treatment with donor embryos
 FORMCHECKBOX 

 FORMCHECKBOX 

Embryo transfer
 FORMCHECKBOX 

 FORMCHECKBOX 

Vitrification of embryos
 FORMCHECKBOX 

 FORMCHECKBOX 

Storage of embryos
 FORMCHECKBOX 

 FORMCHECKBOX 

Distribution of embryos
 FORMCHECKBOX 

 FORMCHECKBOX 

Culture to blastocyst
 FORMCHECKBOX 

 FORMCHECKBOX 

Embryo/Polar body biopsy
 FORMCHECKBOX 

 FORMCHECKBOX 

Non medical fertility services
 FORMCHECKBOX 

 FORMCHECKBOX 


Activity levels

Please indicate the maximum level of activity for which your unit
has been designed.

Number of Treatments

     
IUI/DI: 


     
IVF/ICSI/FET:


     
PGD/PGS:



Transport
Will your centre act as a primary licensed centre for transport IVF services? 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

If yes specify the name and address of the centres for which you act as a primary licensed centre in transport IVF arrangement(s).

     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
Transport (continued)
Will your centre act as a secondary transport IVF provider for another licensed

assisted conception unit? 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

If yes, specify the name and address of the primary centre(s).
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name

Satellite Services
Will your centre act as a primary licensed centre for satellite IVF services? 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

If yes provide the name and address of the centre(s) for which you act as 
a primary licensed centre in satellite IVF arrangement(s).
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name

Satellite Services (continued)
Will your centre(s) act as a secondary satellite IVF provider for another licensed

assisted conception units?
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

If yes, specify the name and address of the primary centre(s).
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name
     
     
Centre name

Address

     
Contact name

Third Parties
If it is intended that a third party will procure, test or process gametes and/or embryos on your behalf or supply your centre with goods or services that may affect the quality and safety of gametes and/or embryos please supply details below.
        Company/address
Goods/Services provided
Third party 



agreement in place
     
     
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

     
     
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

     
     
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

     
     
Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

Please continue on a separate sheet if required.

Premises

Please include a description and floor plan of the proposed premises 
(including a room schedule).
     
Clinical area

     
Number of consulting rooms:
     
Number of theatres:
Number of male
     
production rooms:
Number of recovery beds:
     
Laboratory area

     
Number of laboratories:
Number of dewars to be stored:
Counselling facilities

Please describe your counselling premises:
     
Confidential records storage

Please describe your confidential records storage area:
     
Key equipment

Please describe key items of equipment to be installed 
(continue on a separate sheet if required):
     

Additional Information
Is there is any other information regarding your centre which you may wish
to bring to the attention of the HFEA, which is relevant to this application and which has not been addressed on this form?
     

HFEA treatment forms
     
HFEA form returnee name:

     
     
Telephone number:
e-mail address:
Do you plan to submit HFEA register data:

· Through the HFEA’s stand alone electronic data interface (EDI)? 

Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 

· Via a third party electronic patient records system (EPRS)?


Yes  FORMCHECKBOX 
     No  FORMCHECKBOX 


Documents and information to include with this application

Documents

Application fee
 FORMCHECKBOX 

CVs of the proposed PR and licence holder (if different) 
 FORMCHECKBOX 

CVs of all other key staff
 FORMCHECKBOX 

Floor plan and room schedule 
 FORMCHECKBOX 

An index of all documents in your quality manual
 FORMCHECKBOX 

All patient information
 FORMCHECKBOX 

PR Entry Programme (PREP) certificate number 
 FORMCHECKBOX 

Completed self assessment questionnaire
 FORMCHECKBOX 

A copy of the centre’s organisational chart
 FORMCHECKBOX 

Multiple births minimisation strategy 
 FORMCHECKBOX 

A copy of your protocols for each of the following:

Management of Ovarian Hyper-stimulation (OHSS) 
 FORMCHECKBOX 

Witnessing
 FORMCHECKBOX 

Traceability
 FORMCHECKBOX 

Transportation of gametes and/or embryos to/from other centres
 FORMCHECKBOX 

Donor screening
 FORMCHECKBOX 


Declaration
Persons submitting this application should note that by Section 18(2) of the Human Fertilisation & Embryology Act 1990 (as amended) the Authority may revoke a licence if it is satisfied that any information given for the purposes of application for the licence was in any material respect false or misleading". They should also note that under Section 41(3) provision of false or misleading information, knowingly or in a reckless manner, is a criminal offence.

The information provided on this application is to the best of my knowledge, 
true and accurate. 

Name:  

Position: 

Signature:  

Date:  







Initial Treatment & Storage licence


Licence Holder





Application for a licence to provide treatment with and/or �to store gametes and embryos





Guidance notes





For guidance on �completing this form  contact the Head of Inspection or your allocated inspector.





For general information on licensing and inspection see the HFEA website.








Guidance notes





Billing address: the address to which invoices from the HFEA should be sent.








Guidance notes





Counselling facilities: please describe whether your counselling facilities are dedicated or whether counselling is carried out off site.





Confidential records storage: please describe how the premises will ensure that records are maintained confidentially.





Please note, a licence cannot apply to more than one place: See Code of Practice guidance.





Guidance notes





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.








Guidance notes





Satellite IVF:


when the assessment, drug therapy and monitoring take place at a secondary


(satellite) centre, but the egg retrieval, embryology and embryo replacement are all carried out a the primary (licensed) centre.











Guidance notes





Third party agreement:


Defined in the Human Fertilisation and Embryology Act 1990 (as amended) as: ‘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 first 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 and goods or services (including


distribution services) which may affect the quality and safety �of gametes or embryos, to a centre’.











Initial treatment and storage licence








Guidance notes





Please supply the names and contact details of 2 people who the Authority can contact.





Please continue the application overleaf.























Trim reference: 2009/07494
Version: 1
Doc name: Initial treatment and storage licence
Release date: December 2009
Page 1 of 22



Trim reference: 2009/07494
Version: 1
Doc name: Initial treatment and storage licence
Release date: December 2009
Page 3 of 22




