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	               Application for a new Manufacturer’s Licence 
          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)




	Person completing the application form


	Title
	     

	First Name(s)
	      

	Surname
	     


	Contact Details 


	Telephone
	     
	Mobile
	     

	E-mail
	     


	Are you applying on behalf of the proposed Licence Holder?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	Application Date


	     
	Purchase Order 

Number
	     


	Please indicate the type(s) of licence you wish to apply for: 


	 FORMCHECKBOX 

	Manufacturer’s “Specials” 


	 FORMCHECKBOX 

	Import (Unlicensed Medicinal products from outside the EEA)


	Checklist

	 FORMCHECKBOX 

	Completed Application Form

	 FORMCHECKBOX 

	Section 1 - need only be completed once per application.

	 FORMCHECKBOX 

	Section 2 - one copy for each manufacturing/import site to be named. 

	 FORMCHECKBOX 

	Section 3 - one copy for each person to be named on the site signed and dated.

	 FORMCHECKBOX 

	Section 4 - one copy for each Contract Laboratory site to be named, countersigned by the Contract Laboratory representative.

	 FORMCHECKBOX 

	Section 5 - one copy for each Storage and Handling Site to be named.

	 FORMCHECKBOX 

	Section 6 - need only be completed once per application, signed and dated.


	Supporting Documentation

	 FORMCHECKBOX 

	Certificate of incorporation issued by Companies House (or similar).

	 FORMCHECKBOX 

	Curriculum Vitae information either completed or provided for the nominated Quality Controller or Production Manager. 

	 FORMCHECKBOX 

	Signed Technical Agreements (where applicable) are available.


	               Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Section 1:
	Basic Company Information


	1.1.1
	Licence Holder (Registered Company Name)

	      




	1.1.2
	Trading Style(s)

	     



	1.1.3
	DUNS Number


	     
	     
	-
	     
	     
	     
	-
	     
	     
	     
	     


	1.1.4
	Company Contact Person

	Title
	     

	First Name(s)
	     

	Surname
	     


	1.1.5
	Contact Details

	Telephone
	     
	Mobile
	     

	E-mail
	     
	Fax
	     


	1.1.6
	Company Address 

	Name of Department


	     

	Building name


	     

	Industrial Complex 


	     

	Unit Number/s


	     

	Street Number


	     

	Street Name


	     

	Town


	     

	County


	     
	Postcode
	     


	                  Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	1.2
	Address for Communications and/or Invoicing.


	1.2.1
	Address for Communications (Where your licence/post should be sent )

and/or address for Invoicing (where your invoices should be sent)


	1.2.1.1
	Add a new address for communications 
	 FORMCHECKBOX 



	1.2.1.2
	Add a new address for invoicing 
	 FORMCHECKBOX 



	1.2.1.3
	Communications/Invoicing Contact Person

	Title
	     

	First Name(s)
	     

	Surname
	     


	1.2.1.4
	Company Name (If different to licence holder)

	     
     


	1.2.1.5
	Address to be used for Communications/Invoicing

	Name of Department


	     

	Building name


	     

	Industrial Complex 


	     

	Unit Number/s


	     

	Street Number


	     

	Street Name


	     

	Town


	     

	County


	     
	Postcode
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	                 Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use) 




	Section 2:
	Site Information


	2.1
	Site Number (If available)
	     


	2.2
	Site Name

	     



	2.3
	Site Address 

	Name of Department


	     

	Building name


	     

	Industrial Complex 


	     

	Unit Number/s


	     

	Street Number


	     

	Street Name


	     

	Town


	     

	County


	     

	Postcode
	     

	2.4
	DUNS Number


	     
	     
	-
	     
	     
	     
	-
	     
	     
	     
	     


	2.5
	Company Contact Person

	Title
	     

	First Name(s)
	     

	Surname
	     


	2.5.1
	Contact Details

	Telephone
	     
	Mobile
	     

	E-mail
	     
	Fax
	     


	                Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Site Name


	     
	Postcode
	     


	2.6
	Site Activities


	2.6.1
	Use of Products at Site


	Are the products for administration to human beings?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	2.6.2
	Animal Human Origin Products at Site

	

	Products of Animal Human Origin (AHO) are present at this site?
	Yes
	 FORMCHECKBOX 

	No
	 FORMCHECKBOX 



	2.6.3
	Site Types


	Manufacture  
	 FORMCHECKBOX 


	Assembly and Packaging
	 FORMCHECKBOX 


	QC Testing 
	 FORMCHECKBOX 


	Storage and Handling (picking of goods)
	 FORMCHECKBOX 


	Other (Must be Specified)
	 FORMCHECKBOX 


	     
     


	Site Activities –Manufacturing Operations


	2.7
	Advanced Therapy Medicinal Products

	Gene therapy
	   FORMCHECKBOX 


	Somatic cell therapy
	   FORMCHECKBOX 


	Tissue engineered products
	   FORMCHECKBOX 
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	    Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Site Name


	     
	Postcode
	     


	Section 3:
	Site Personnel


	The following personnel are nominated to work at this site:


	Personnel
	Number
	Name
	Person Number

   (if available)

	Quality Controller
	     
	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


	Personnel
	Number
	Name
	Person Number

   (if available)

	Production Manager
	     
	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


	Optional Personnel
	Number
	Name
	Person Number

   (if available)

	Site Contact
	     
	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


	                Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Site Name


	     
	Postcode
	     


	Site Personnel


	3.1
	Site Personnel already named on an existing MHRA licence/authorisation 


	MHRA Person Number
	     


	3.2
	Person nominated to be named as:


	Production Manager
	 FORMCHECKBOX 

	Quality Controller
	 FORMCHECKBOX 

	Site Contact
	 FORMCHECKBOX 



	3.3 
	Nominated Person Information

	Title
	     

	First Name(s)
	     

	Surname
	     


	3.3.1
	Contact Details

	Telephone
	     
	After Hours
	     

	Mobile
	     
	E-mail
	     


	3.3.2
	Nominated Person Business Address

	Building Name:


	     

	Industrial Complex 


	     

	Unit number/s


	     

	Street Number


	     


	Street Name


	     

	Town


	     

	County


	     
	Postcode
	     


	                 Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Site Name


	     
	Postcode
	     


	Site Personnel


	3.4
	Quality Controller


	Documentation
	A copy of the nominee’s Curriculum Vitae is attached, or the relevant sections of this form have been completed.
	 FORMCHECKBOX 



	3.5
	Production Manager


	Manager of Production
	 FORMCHECKBOX 

	Supervisor of Production
	 FORMCHECKBOX 



	Documentation
	A copy of the nominee’s Curriculum Vitae is attached, or the relevant sections of this form have been completed.
	 FORMCHECKBOX 



	3.6
	Curriculum Vitae - Site Personnel


	Qualifications (relevant to this licence) – All applicants 

	     



	Experience (brief details of employment and responsibilities relevant to this licence) 

All applicants

	     



	Name and function of the person(s) to whom he/she reports – All Applicants

	     



	Area of responsibility – All applicants

	     



	                 Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Site Name


	     
	Postcode
	     


	3.7
	Declaration

	I confirm that the above particulars are accurate and true to the best of my knowledge and belief.  I agree to be nominated as indicated.

	Signed 

(Nominated Person)
	     

	Date
	     


	Print Name


	     

	Signed (Applicant)
	     

	Date
	     


	Print Name
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	                 Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Section 4:
	Contract Laboratory Site Information


	Guidance: http://www.mhra.gov.uk/Howweregulate/Medicines/Inspectionandstandards
/GoodManufacturingPractice/Guidanceandlegislation/index.htm#4

	

	4.1
	Site Details


	4.1.1
	Site Name

	     
     


	4.1.1.1
	DUNS Number
	     
	     
	-
	     
	     
	     
	-
	     
	     
	     
	     


	4.1.2
	Site Contact Person

	Title
	     

	First Name(s)
	     

	Surname
	     


	4.1.3
	Contact Details

	Telephone
	     

	Mobile
	     

	E-mail
	     

	After-Hours
	     


	4.1.4
	Site Address

	Name of Department


	     

	Building name


	     

	Industrial Complex 


	     

	Unit Number/s


	     

	Street Number


	     

	Street Name


	     

	Town


	     

	County


	     

	Postcode
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	                   Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Contract Laboratory Site Information


	The licence/authorisation holder has assessed the laboratory as fit for purpose.  
	  FORMCHECKBOX 



	4.2
	Quality Control Testing carried out by the site.


	Microbiological: Sterility 
	   FORMCHECKBOX 


	Microbiological: Non-Sterility
	   FORMCHECKBOX 


	Chemical/Physical analysis of finished products
	    FORMCHECKBOX 


	Biological testing of finished products
	    FORMCHECKBOX 


	Stability Testing on finished marketed medicinal products
	    FORMCHECKBOX 


	Is the site involved in finished product testing?
	    FORMCHECKBOX 


	Is this site involved in microbiological testing of finished products and/or raw materials? 
	   FORMCHECKBOX 


	Other (If none of the above, please specify)

	     
     



	4.3
	Letting and/or accepting contracts.


	Applicant intends to be a contract acceptor (i.e. carries out testing partially/wholly for others).  
	 FORMCHECKBOX 



	Applicant intends to be a contract giver (i.e. uses external test houses for some/all testing).  
	 FORMCHECKBOX 



	Section B: To be completed by the nominated Contract Laboratory


	Confirm there is a written contract/technical agreement is in place.  
	 FORMCHECKBOX 



	I hereby confirm the contract laboratory are aware they have been named and may be subject to inspection by the MHRA, a written contract/technical agreement is in place and the contract laboratory is in agreement and aware of what is expected of them.

To the best of my knowledge and belief the particulars I have provided in Section B of this form are correct, truthful and complete. 



	Signed


	     

	Date
	     

	Print Name


	     
	Job Title
	     

	Company

	



	  Medicines and Healthcare products Regulatory Agency
	[image: image6.jpg]





	                  Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)



	Section 5:
	Storage and Handling Site Information


	This is an existing site, named on a current Wholesale Dealer’s Licence.
	 FORMCHECKBOX 


	

	5.1
	Site Details


	5.1.1
	Site Name

	     
     


	5.1.2
	Site Number
	     


	5.1.3
	Postcode
	     


	5.1.4
	DUNS Number
	     
	     
	-
	     
	     
	     
	-
	     
	     
	     
	     


	5.1.5
	Site Contact Person

	Title
	     

	First Name(s)
	     

	Surname
	     


	5.1.6
	Contact Details

	Telephone
	     

	Mobile
	     

	E-mail
	     

	After-Hours
	     


	5.1.7
	Site Address (Only required if you don’t have the correct site number)

	Name of Department


	     

	Building name


	     

	Industrial Complex 


	     

	Unit Number/s


	     

	Street Number


	     

	Street Name


	     

	Town


	     

	County


	     

	Postcode
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	                 Application for a new Manufacturer’s Licence 

          Exempt Advanced Therapy medicinal Products (MeAT) 

                                 (products for human use)




	Section 6:
	Declaration


	I/We apply for the grant of a Manufacturer’s Licence for Exempt Advanced Therapy Medicinal Products (MeAT) to the proposed holder named in this application form in respect of the activities to which the application refers.  

To the best of my knowledge and belief the particulars I have given in this form are correct, truthful and complete. 

The applicant undertakes to ensure fulfilment of the obligations arising by virtue of the terms and conditions of the licence.



	Signed


	     

	Date
	     

	Print Name


	     
	Job Title
	     


	Please return this application form along with supporting documentation to:

pcl@mhra.gsi.gov.uk
Or paper applications to:

Medicines and Healthcare products Regulatory Agency

Process Licensing, (5Y, Desk 363)

151 Buckingham Palace Road

London

SW1W 9SZ




Form 4I                            Helpline: 0203 080 6844            New(MeAT)E-Appl V1.0
                                              pcl@mhra.gsi.gov.uk  

