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Formatted table template

To be inserted in each procedural submission cover letter.
	
	
	

	1*
	Applicant/MAH Name
	        

	2*
	Customer Account Number
	000060xxxx (only one number for WS and IG)

	3*
	Customer Reference / Purchase Order Number
	     

	4
	INN / Active substance/ATC Code
	            

	5
	Product Name of centrally authorised medicinal product(s)
	     

	5.1*
	Nationally Authorised Product(s) 
	 FORMCHECKBOX 
 

	6*
	Product Number or 
Procedure Number or
PSUSA (PSUR Single Assessment) 
Non-EU single assessment
PSUR Period Covered (for both PSUSA and Non-EU procedures)
	H XXXX or 
EMEA/H/C/XXXX / type /      or
PSUSA/000XXXXX/yyyymm
 FORMCHECKBOX 
    National Marketing Authorisation No        
      -      


	6.1
	Is this: 
	A submission of a new procedure
	 FORMCHECKBOX 

	A response/supplementary information to an on-going procedure
	 FORMCHECKBOX 


	7*
	Unit Type
	 FORMDROPDOWN 



	7.1*
	Mode
	Single        FORMCHECKBOX 
            
	Grouping      FORMCHECKBOX 


	7.2*
	Procedure Type  (Please select)
	 FORMDROPDOWN 



	7.3*
	Description of submission
	 FORMDROPDOWN 
  



	8*
	
	Please provide the name(s) of any centrally authorised medicinal product for which the same change(s) are being applied for outside of this procedure 

Product name and number:      

	9*
	RMP included in this submission:
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No 
	RMP version N.
	     

	10*
	eCTD sequence
	     
	Related sequence
	     

	11*
	Contact Persons’ details

(include email address)
	A) Regarding the content of the submission:

     
     
B) Regarding eCTD technical questions:

     
     


	To be completed as applicable:

	12*


	For PAM submissions or in case a procedure such as a variation addresses an outstanding PAM:
	PAM type
	 FORMDROPDOWN 


	
	
	PAM area
	 FORMDROPDOWN 


	
	
	PAM data
	 FORMDROPDOWN 


	
	
	PAM originating from:

(If this submission is related to a previous PAM, please specify previous PAM number)
	     


	
	
	
	

	
	
	Brief description of the PAM including number (if known) and refence to the procedure, date and Committee the PAM was requested:

     

	
	
	EPITT Number (For SDA submissions only)
	     

	
	
	

	
	
	 FORMCHECKBOX 
 I confirm that the submission does not fall under any categories of the Classification guidance on variations  and that the data submitted do not influence the benefit-risk balance and therefore do not require taking further regulatory action on the marketing authorisation.

 FORMCHECKBOX 
 I confirm that the submission does not include a final study report (except P46 applications)

	13*
	For submissions of final study reports in the context of a variation
	 FORMDROPDOWN 


	14
	For P46 submissions
	 FORMCHECKBOX 
 [study title(s) and number(s)]  FORMDROPDOWN 
 stand alone study(ies).

 FORMCHECKBOX 
 [study title(s) and number(s)]  FORMDROPDOWN 
 part of a clinical development program. The  FORMDROPDOWN 
 application consisting of the full relevant data package (i.e. containing several studies) is expected to be submitted by MM/YY. A line listing of all the concerned studies is attached for your consideration.

	15*
	Submission in accordance to Art. 8 of Paediatric Regulation (EC) No 1901/2006 of 12/12/2006
	Is your product is protected by a Supplementary Protection Certificate (SPC) or a patent that qualifies for a SPC?

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

	16
	Confirmation that the clinical reports submitted for scientific evaluation are the same as those submitted for publication, in the Redaction Proposal and Final Redacted Versions, except for the redactions 
	Included         

 FORMCHECKBOX 
 Yes


* please see explanatory notes below

Technical instructions for the above table template can be found at the end of this document

Annex I 

Specific Information for PASS107 Submissions

	Product Name  (in authorisation country)
	MRP/DCP Authorisation number
	Authorisation Number of product in the member state
	MAH of product in the member state
	Member State where product is authorised
	Legal Basis

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Product Name - The medicinal product name should be provided as all the information stated before the strength or pharmaceutical form of the full medicinal product name (as in the SmPC) including any other designations that follow the invented name, the common name or the company name (for generic).
MRP/DCP Authorisation number - the MAH should include one line per Member State and product, entering the MAH in the particular Member State; presentation/strength should not be considered for this. In case a product has multiple national numbers, please mention all of them in one cell. 

Authorisation Number of product in the member state – should be entered as described above
MAH of product in the member state - MAH in the Member State where the medicinal product is authorised
Member State where product is authorised - country in which the medicinal product is authorised

Legal Basis - Please include the legal basis on the basis of which the medicinal product was authorised. Medicinal products authorised in accordance to Article 10(1) (generics), Article 10a (well-established use), Article 14 (homeopathics simplified registration) and Article 16a (traditional herbals) of Directive 2001/83/EC are waived by the legislation of the obligation to submit PSURs, unless otherwise specified in the EURD list. Please ignore this field if this submission relates to a PASS107 procedure.

Annex II 

Specific Information for joint PASS107 Submissions for future invoicing.
	SAP Number
	Company Name
	Total Number of MAH
	Customer Reference PO Number
	Contact Email

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


SAP Number (Customer Account Number) – Please quote your EMA designated customer account number (only for PASS107 procedures).  To request an EMA customer account number or for any other query on your account with EMA please email to accountsreceivable@ema.europa.eu. For PSUR Single Assessment procedures the Agency will send an invoice to the Marketing Authorisation Holder’s address registered in Art.57 database at the time start of the procedure. Different account numbers for PSURs single assessment procedure inserted here  will not be considered. For queries on different billing addresses please contact accountsreceivable@ema.europa.eu
Company name – company related directly from the SAP Number.
Total Number of MAH – total number of organisation codes as per Art 57 database, affiliated to the same SAP Number.
Customer Reference PO Number – Purchase order number, if applicable.
Explanatory notes
1)
MAH: Marketing Authorisation Holder

2)
This field is mandatory for Centrally Authorised Products, even if the submission does not concern a fee related application. Please quote your EMA designated customer account number. To request an EMA customer account number or for any other query on your account with EMA please contact accountsreceivable@ema.europa.eu.  For Worksharing (WS) and Type IA procedures concerning more than one medicinal product (IG)", please quote only one customer account number for invoicing purposes.  For PSUR Single Assessment and Pass107 joint submissions please refer to Annex I table.  For queries on different billing addresses please contact accountsreceivable@ema.europa.eu.
3)
This is a reference number provided by the applicant (i.e. PO – purchase order number).  It will be quoted on the invoice issued by the Agency. If not applicable, please state clearly ‘NOT APPLICABLE’.   For Pass107 joint submissions please refer to Annex I table. Applicants submitting PSUR Single Assessment procedures requiring a purchase order number or similar reference on the invoice should provide a yearly standing (blanket) purchase order covering all the fees levied by the Agency for a given financial year in advance of this submission. For queries on purchase order numbers or similar references please contact accountsreceivable@ema.europa.eu. 
4)
ATC code should be maintained only for PSUSA procedure type.
5.1)
Tick this box if your submission is related to Nationally Authorised Products (NAPs) 

6)
Insert the product number (Hxxxx) for the submission of Full Applications, this number is needed in order to identify and assign the correct submission to the correct product case number. Applicants can find this number in the letter confirming their Eligibility. Failure to mention the product number at this stage may result in delays or non-acknowledgment of submission. Contact EMA in advance if the number is unknown. This number should also be referenced for an ASMF submission.

In the Post Authorisation phase the procedure (or variation) number will be assigned to you only upon receipt of an eCTD application. Once this number has been assigned (e.g. EMEA/H/C/00xx/IB/xxxx), it must be quoted in all follow-up correspondence during and after the procedure (e.g. Responses to EMEA/H/C/00xx/IB/variation number).

For PSUR Single Assessment, please insert the pre-allocated number as published to the EURD ID list.


See EURD list: 

http://www.ema.europa.eu/docs/en_GB/document_library/Other/2012/10/WC500133159.xls 

For Non-EU-PSUSA procedures (i.e. active substances only authorised in a single member state and not included in the EURD list) applicants should tick the relevant box and national marketing authorisation number should be included.
7)
Choose from specified list. The submission unit type element of the envelope metadata set describes the content at a lower level (a “sub-activity”) which is submitted in relation to a defined regulatory activity such as the initial submission, the applicant response to validation issues or list of questions or any other additional information.

7.1)  In case of only variation procedure, please indicate if it is a single or grouped variation.

7.2)  Choose from specified list. The submission type describes the regulatory activity to which the content will be submitted.
7.3) Choose from specified list. Description provides further granularity and information about specific procedure phase.

8)
In case identical changes have been/are being applied for outside of a worksharing procedure for any other centrally authorised medicinal product, please provide the name(s) of the affected product(s).
9)    No RMP can be submitted as a part of a PSUSA procedure containing nationally authorised products.

10)
eCTD sequence number (electronic common technical document). Please note: duplication of sequences are not accepted and will not be processed. In case of NAPs submissions in the context of PSUR Single Assessment, NeeS are also accepted, please indicate related sequence number in the same box.
11)
A)
Contact person as specified in section 2.4.2 (for initial application) or 2.4.3 (for post-authorisation applications) in Part IA/Module 1 Application Form. If the contact name changes during the procedure, please inform us by submitting the related notification. 
12)
Applicable in case of post-authorisation measure (PAM) submission only. 


Please specify PAM type: ANX, SOB, MEA, LEG, REC, or SDA


PAM area: Quality, pharmacovigilance, non-clinical, clinical


PAM data: study protocol, intermediate study results, follow-up request from CHMP or PRAC (i.e primary assessment conducted by CHMP or PRAC)


Include a short summary describing the PAM number (if known) and refence to the procedure, date and Committee that requested the PAM data. 


For imposed non-interventional PASS, please leave section 12 blank and select PASS protocol (Art. 107n) or PASS results (Art. 107q) in section 7. 


Please also confirm that the submission does not fall under the scope of any category of the variations classification guideline. If this is the case a variation application should be submitted instead. Final study results cannot be assessed as PAMs, with the exception of the studies submitted in accordance with Article 46 of the Paediatric Regulation. Please refer to the EMA Postauthorisation Guidance.
13)
Applicable only for submissions of final study reports in the context of a variation. Choose from specified list the study type (Clinical efficacy/safety study, Nonclinical study, Clinical pharmacology study, Post-authorisation efficacy study (PAES), Post-authorisation safety study (PASS) interventional, Post-authorisation safety study (PASS) non-interventional, or other).

15)
If your product is protected by a Supplementary Protection Certificate (SPC) or a patent that qualifies for a SPC in accordance with Art.8 of Paediatric Regulation (EC) No 1901/2006 of 12/12/2006 please tick YES, otherwise tick NO even if not applicable.
Technical instructions

In order to make full use of the features of the form above, save the Word document in your local directory.

Word 2003:

Activate the Form toolbar and click on unprotect Form [image: image1.png]


; copy and paste the table in your desired document and reactivate the form protection by clicking on the padlock icon again. [image: image2.png]


.

Word 2010:
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Select Stop Protection. Copy and paste the table in your desired document and reactivate the form protection by selecting:
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Start enforcing protection (password is optional). Please do not modify any layout of the published table
	
	

	30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom

An agency of the European Union  
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Telephone

+44 (0)20 3660 6000
Facsimile

+44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact

	

	© European Medicines Agency, 2016 Reproduction is authorised provided the source is acknowledged.
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