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EARLY ACCESS TO MEDICINES SCHEME (EAMS)





Scientific Opinion Application Form








EAMS SCIENTIFIC OPINION APPLICATION FORM


ADMINISTRATIVE DATA

This application form is to be used for an application to the early access to medicines scheme (EAMS) scientific opinion.

DECLARATION and SIGNATURE

[bookmark: Texte1]Product (invented) name:     


[bookmark: Texte2]Strength(s):     


[bookmark: Texte3]Pharmaceutical form:      


[bookmark: Texte4]Active Substance(s):     


Proposed EAMS Scientific Opinion indication:	     

[bookmark: Texte5]Applicant:	     


EAMS number:	     


[bookmark: Texte6]Person authorised for communication, on behalf of the Applicant:	     	

It is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy of the medicinal product intended for the early access to medicines scheme have been supplied in the dossier.

It is hereby confirmed that fees will be paid.

On behalf of the applicant
	                                ___________________________________________
		                    Signature(s) 
		                    ___________________________________________
[bookmark: Texte7]                                            NAME*		     
                                            ___________________________________________
[bookmark: Texte8]                                            Function        	     
                                            ___________________________________________
[bookmark: Texte9][bookmark: Texte10]                                            Address & Email           	         date (yyyy-mm-dd)      





		

[bookmark: OLE_LINK1][bookmark: OLE_LINK4]
1. 	TYPE OF APPLICATION


1.1. THIS APPLICATION CONCERNS:

	



|_| Early access to medicines initial scientific opinion

|_| Early access to medicines renewal of scientific opinion


	1.1a Fee paid


	





1.1b Has a Marketing Authorisation Application for this medicinal product (or any medicinal product 
containing the same active substance) been submitted/approved/refused in Great Britain (GB), Northern Ireland (NI)  or anywhere outside of the UK?

|_|No

|_|Yes

If ‘yes’ please provide details

	
	





1.1c Has any application for certification under the Medicines for Human Use (Advanced Therapy Products and Miscellaneous Amendments) Regulations 2010 been made, granted
        or refused?

 	|_| No

|_| Yes	

	If ‘yes’ please provide details

	
	





1.1d Provide all EudraCT / IRAS ID numbers for clinical trials with this medicinal product.
  If no clinical trials have been performed, state “none”


	 

	
	






2. SCIENTIFIC OPINION APPLICATION PARTICULARS

2.1. Name(s) and ATC code

2.1.1 	Proposed invented name of the medicinal product. 
[bookmark: Texte166]	     


2.1.2 	Name(s) of the active substance(s):
[bookmark: Texte165]	     

Note:	For each active substance, only one name should be given in the following order of priority: INN*, Ph.Eur, National Pharmacopoeia, common name, scientific name;
 	* the active substance should be declared by its recommended INN, accompanied by its salt or hydrate form if relevant.





2.2. Strength, pharmaceutical form, route of administration, container and pack sizes


2.2.1 	Strength and Pharmaceutical form (use current list of standard terms - European Pharmacopoeia)

Pharmaceutical form:           			

Active substance(s)           				Strength(s)                      




[bookmark: _Hlk94602780]2.2.2 	Route(s) of administration (use current list of standard terms - European Pharmacopoeia) 
	          



2.2.3 	Container, closure and non-integral administration device(s), including description of material from  which it is constructed. (use current list of standard terms – European Pharmacopoeia)

[bookmark: Texte158]	     
(Duplicate section 2.2.3 as needed)


 For each container give: 

 Description:      
     
	Container   		Material  		Closure
        	        		      			      	 

Non-integral administration device (if relevant):	      


For each pack type give:

[bookmark: Texte157]2.2.3.1	Package size(s):     

[bookmark: Texte156]2.2.3.2  	Proposed shelf life / storage conditions:       

[bookmark: Texte155]2.2.3.3  	Proposed shelf life / storage conditions (after first opening container):      

[bookmark: Texte154]2.2.3.4	Proposed shelf life/ storage conditions (after reconstitution or dilution):      






2.2.4  Integral devices: The medicinal product incorporates one or more integral medical devices 

Name of the device:   (use current list of standard terms - European Pharmacopoeia)



2.2.5	For all integral and non-integral devices: 

2.2.5.1: CE and/or UK CA mark
Does the device(s) have a CE and/or UK CA mark?

	 No		 Yes
           If yes, please add the Manufacturers declaration of conformity in module 3.2.R.

2.2.5.2: EU Notified Body 

          Is the device(s) covered by certificates issued by an EU Notified Body?

	 No		 Yes
          If yes, please add the certificate(s) in module 3.2.R. 


          
	












2.3 	Contact persons & summary of pharmacovigilance system



2.3.1	Person/company authorised for communication on behalf of the applicant during and after the procedure in the United Kingdom:

[bookmark: Texte145]	Name:     	
[bookmark: Texte144]	Company name:     	 
[bookmark: Texte143]	Address:     
[bookmark: Texte142]Country:     
[bookmark: Texte141]	Telephone:     
[bookmark: Texte139]		E-Mail:     
	



2.3.2	Summary of the applicant pharmacovigilance system
If the applicant has existing UK marketing authorisations, provide a summary of the pharmacovigilance system

	UK Qualified person for pharmacovigilance (QPPV)

	Title:         First name:         Surname:      
[bookmark: Texte130]		Company name:     
[bookmark: Texte129]Address:     
	Postcode:
[bookmark: Texte128]	Country:     
[bookmark: Texte127]	24 H Telephone:     
	
[bookmark: Texte125]	E-Mail:     
	
	
 

	UK National contact person for pharmacovigilance (if the UK QPPV resides and operates outside of the UK)

	Title:         First name:         Surname:      
		Company name:     
Address:     
	Postcode:
	Telephone:     
	E-Mail:     


           UK Pharmacovigilance system master file (PSMF)

	Number:      
Address*:     
	Postcode:      
	

* UK address from which the PSMF can be electronically accessed

Note: For Risk Management Plan, see module 1, section 1.8.2.



2.4 
 Manufacturers
2.4.1 Manufacturer(s) responsible for final batch release or batch control (Manufacturing Specials Licence only) 
	
[bookmark: Texte117]	Company name:     
[bookmark: Texte116]	Address:     
	Postcode:
[bookmark: Texte115]	Country:     
[bookmark: Texte114]	Telephone:     
[bookmark: Texte112]	E-Mail:     
	
|_| Attach copy of the certificate of GMP compliance or other proof of GMP compliance (Annex 4.4)
	or
	|_| Enter the MHRA GMDP or EudraGMP Manufacturing Authorisation reference:      



2.4.1.1 Contact person in the UK or EEA for product defects and recalls
	
	Title:         First name:      	Surname:      
[bookmark: Texte100]	Address:     
	Postcode:
[bookmark: Texte101]	Country:     
[bookmark: Texte102]	24H contact telephone number:     
[bookmark: Texte104]		E-Mail:     



2.4.1.2	  Batch control Testing arrangements

Site(s) in the UK, EEA or in countries where UK MRA  arrangements 	apply, where batch control testing takes place as required by the UK Human Medicines Regulations 2012, as amended: 

[bookmark: Texte98]	Company name:     
[bookmark: Texte97]	Address:     
	Postcode:
[bookmark: Texte96]	Country:     
[bookmark: Texte95]	Telephone:     
[bookmark: Texte93]		E-Mail:     

 	Brief description of control tests carried out by the laboratory (ies) concerned: 
[bookmark: Texte92]	     

|_| Attach copy of manufacturing authorisation(s) or other proof of GMP compliance (Annex 4.4)
	or
	|_| Enter the MHRA GMDP or EudraGMP Manufacturing Authorisation reference:      



2.4.2	Manufacturer(s) of the medicinal product and site(s) of manufacture:	
           (Note: including manufacturing sites of any diluent/solvent presented in a separate container but forming part of the medicinal product, quality control / in-process testing sites, and importer(s))
	
[bookmark: Texte90]	Company name:     
[bookmark: Texte89]Address:     
[bookmark: Texte88]	Country:     
[bookmark: Texte87]	Telephone:     
[bookmark: Texte85]		E-Mail:     
	
[bookmark: Texte84]	Brief description of functions performed:	     

[bookmark: CaseACocher59]|_| If available, attach flow-chart indicating the sequence and activities of the different sites involved in 	the manufacturing process, including testing sites (Annex 4.3)

	 Site is in the UK or EEA: 
[bookmark: Texte83] 			- Manufacturing authorisation number      
 		 

If available:
|_| Attach latest GMP certificate 
or
|_| Enter the MHRA GMDP or EudraGMP certificate reference number:      

 			

 Site is outside the EEA:

[bookmark: CaseACocher61] 		|_| Attach document equivalent of manufacturing authorisation in accordance with the UK Human Medicines Regulations 2012, as amended:  	- Has the site been inspected for GMP Compliance by a UK or EEA authority or by the competent  authority of countries where UK MRA  arrangements apply within the 
	  terms of the agreement?
	
		 no		 yes
  
If yes, please provide: 
 	|_| a statement less than 3 years old from the competent authority which carried out the inspection, 	
or,
If available:
|_| Attach latest GMP certificate
or
[bookmark: _Hlk96504924] 	|_| Enter the MHRA GMDP or EudraGMP certificate reference number:      

	



2.4.3	Manufacturer(s) of the active substance(s) and site(s) of manufacture
Note: All manufacturing sites involved in the manufacturing process of each source of active 
substance, including quality control / in-process testing sites, should be listed. Brokers or 
 	 supplier details alone are not acceptable. For biotechnology products include all sites of        storage of master and working cell bank and preparation of working cell banks.

[bookmark: Texte81]Active Substance:      
[bookmark: Texte80]Company name:     
[bookmark: Texte79]Address:     
[bookmark: Texte78]	Country:     
[bookmark: Texte77]	Telephone:     
	
[bookmark: Texte75]	E-Mail:     	

Brief description of manufacturing steps performed by manufacturing site:
[bookmark: Texte74]	     

|_| Attach flow-chart indicating the sequence and activities of the different sites involved in the 
manufacturing process, including batch control sites 

|_| For each active substance, attach a means of assurance of compliance with GMP.  
This may include:
i)  A Qualified Person declaration that the active substance is             manufactured in compliance with the detailed guidelines on good manufacturing practice for 
starting materials.
or
ii) A statement by the Qualified Person at the batch release site (MIA or MIA(IMP)) or nominated Quality Controller (release under a Manufacturing Specials (MS) Licence only).   


   Has the site been inspected for GMP Compliance by the MHRA, an EEA authority or by an                  
 	   authority of countries where MRA or other Community arrangements apply within the terms of
 	   the agreement?

    no		 yes  
 	
[bookmark: OLE_LINK7][bookmark: OLE_LINK8]	If yes, please provide: 

	|_|  a statement from the competent authority which carried out the inspection, 
	or,

	If available:

	|_| Attach latest GMP certificate
	or
	|_| Enter the MHRA GMDP or EudraGMP certificate reference number:      

   Has the site been inspected for GMP Compliance by any other authority (including those of 
 	   countries where UK MRA  arrangements apply but not within their respective
 	   territory)?

 	 no		 yes  

	|_| If yes, please provide summary information (and, if available a GMP
 	       certificate or a statement from the competent authority which carried out the inspection)



Has a Ph.Eur. Certificate of suitability been issued for the active substance(s):

		  no		 yes		|_| Provide copy in Annex 4.6

		If yes, please provide the following information:

		- name of the CEP holder:      
[bookmark: Texte72]		- name of the manufacturer if different from the above:     
[bookmark: Texte71]		- CEP number:       
		- date of last update (yyyy-mm-dd):      
		
	Is an Active Substance Master File to be used for the active substance(s)?
		 no		 yes

		|_| If yes, please provide the following information:

			- name of the ASMF holder:      
[bookmark: Texte66]		- name of the manufacturer if different from the above:     
[bookmark: Texte65]	- EU ASMF reference number if available:      
	- National ASMF reference number: 
	- applicant part version number:
	- date of submission or last update (yyyy-mm-dd):      
	

[bookmark: CaseACocher64]	- |_| attach letter of access 
[bookmark: CaseACocher65]	- |_| attach copy of confirmation from the manufacturer of the active substance to inform the applicant in case of modification of the manufacturing process or specifications according to Annex I of Directive 2001/83/EC  (Annex 4.7)


2.5	Qualitative and quantitative composition

2.5.1	Qualitative and quantitative composition in terms of the active substance(s) and the excipient(s):

Confirmation should be provided that the qualitative and quantitative composition is presented in section 3.2.P.1. 

(checkbox or yes/no)

	



2.5.2	List of materials of animal and/or human origin contained or used in the manufacturing process of the medicinal product?
                                  NONE       |_|

 Name	Function*	  Animal origin 	        Other	       Human 	Certificate of 
		AS    EX    R	susceptible to TSE**   animal origin        origin	suitability for TSE 
 											(state number)
 1.		|_|     |_|      |_|		|_|    		|_|		|_|	|_|       

 2.		|_|     |_|      |_|		|_|     		|_|		|_|	|_|       	
 
3.		|_|     |_|     |_|		|_|     		|_|		|_|	|_|      	
 
4.		|_|     |_|      |_|		|_|     		|_|		|_|	|_|      	
etc.			

* AS=active substance, EX=excipient (incl. starting materials used in the manufacture of the active substance/excipient), 
   R=reagent/culture medium (incl. those used in the preparation of master and working cell banks) 
** as defined in section 2 (scope) of the CHMP Note for Guidance

|_|  If a Ph. Eur. Certificate of Suitability for TSE is available according to Resolution AP/CSP (99)4 of the Council of Europe attach it in Annex 4.9




2.5.3 Is a certificate for a Plasma Master File (PMF) issued or submitted in accordance with the Human Medicines Regulations 2012, as amended referenced by this application?
	
	 no		 yes 		|_| Provide copy in Annex 4.10

	If yes,

	- Substance referring to PMF:     
	              function*
		AS    EX    R
		           
	- name of the PMF Certificate Holder/ PMF Applicant:     
	- reference number of Application/ Certificate:       
	- date of submission (if pending) (yyyy-mm-dd):      
	- date of approval or last update (if approved) (yyyy-mm-dd):      
			
* AS= active substance, EX=excipient (incl. starting materials used in the manufacture of the active substance/excipient),
   R=reagent/culture medium (incl. those used in the preparation of master and working cell banks)
 	(Section to be copied as per however many PMFs may be cross-referenced)


2.5.4 Does the medicinal product contain or consist of Genetically Modified Organisms (GMOs) within the meaning of the Human Medicines Regulations, 2012, as amended?

	 No		 Yes

[bookmark: _Hlk95132102]	If yes, does the product comply with the Human Medicines Regulations 2012, as amended? 

	 No		 Yes

[bookmark: CaseACocher69]	|_| Attach a copy of any written consent(s) of the competent authorities to the deliberate release into the environment of the GMOs for research and development purposes where provided for by Part B of the above-mentioned Directive (Annex 4.11)



3. 	ANNEXED DOCUMENTS (WHERE AVAILABLE/ APPROPRIATE)

[bookmark: CaseACocher84]|_|3.1	Proof of payment


[bookmark: CaseACocher89]|_|3.2	Manufacturing Authorisations required under the Human Medicines Regulations 2012, as amended, (or equivalent in the EEA or where UK MRA arrangements apply) 


[bookmark: CaseACocher91]|_|3.3	Flow-chart indicating all manufacturing, control and importation into the UK sites involved in the manufacturing process of the medicinal product and the active substance. 

[bookmark: CaseACocher92]|_|3.4	GMP certificate(s) or other GMP statement(s); where applicable a summary of other GMP inspections performed.

[bookmark: CaseACocher93]|_|3.5	For each active substance, attach a declaration(s) from the Qualified Person of the batch release site in Section 2.4.1 and from the Qualified Person of each of the manufacturing sites, located in the UK or EEA and listed in Section 2.4.2 where the active substance is used as a starting material.  This should confirm that the active substance is manufactured in compliance with the detailed guidelines on good manufacturing practice for starting materials.  Alternatively, such declaration may be signed by one Qualified Person on behalf of all QPs involved (provided this is clearly indicated).

|_|3.6	Letter(s) of access to Active Substance Master File(s) or copy of Ph. Eur. Certificate(s) of 
		Suitability.

[bookmark: CaseACocher94]|_|3.7	Copy of written confirmation from the manufacturer of the active substance to inform the applicant in case of modification of the manufacturing process or specifications according to the Human medicines Regulations 2012, as amended.



[bookmark: CaseACocher96]|_|3.8	Ph. Eur. Certificate(s) of suitability for TSE 


[bookmark: CaseACocher97]|_|3.9	Copy of UK certificate for a Plasma Master File (PMF).


[bookmark: CaseACocher103]|_|3.10	Written consent(s) of the competent authorities regarding GMO release in the environment.

[bookmark: CaseACocher104]|_|3.11	Scientific Advice given by the MHRA or other regulatory authority.
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