Required documents for European procedure in which Poland 
is Concerned Member State (PL-CMS)
	Module 1:
	Data format

	1.0
	 FORMCHECKBOX 

	Cover Letter 
	original and copy

	1.1
	 FORMCHECKBOX 

	Comprehensive table of contents
	copy

	1.2
	 FORMCHECKBOX 

	Renewal Application Form
	original and copy

	
	 FORMCHECKBOX 

	A list of all authorized product presentations for which renewal is sought in tabular format.
	copy

	
	 FORMCHECKBOX 

	Details on contact persons:

• Qualified person in the EEA for Pharmacovigilance

• Contact person in the EEA with overall responsibility for product defects and recalls

• Contact person for scientific service in the EEA in charge of information about the medicinal product.
	copy

	
	 FORMCHECKBOX 

	List of EU Member States/Norway/Iceland where the product is on the market and indicating for each country which presentations are marketed and the launch date.
	copy

	
	 FORMCHECKBOX 

	Chronological list of all post-authorization submissions since grant of the Marketing authorization or last renewal: a list of all approved or pending variations, Extensions, Art 61 (3) Notifications, USR, giving the procedure number (where applicable), date of submission, date of approval (if approved) and brief description of the change.
	copy

	
	 FORMCHECKBOX 

	Chronological list of Follow-up measures submitted since grant of marketing authorization or last renewal indicating scope, status, date of submission and date when issue has been resolved (where applicable). If not – a short (originally signed) statement that there are no follow-up measures.
	copy

	
	 FORMCHECKBOX 

	Revised list of all remaining Follow-up measures

and 
	copy

	
	
	 FORMCHECKBOX 
 signed letter of commitment (where applicable)
	original and copy

	
	 FORMCHECKBOX 

	For all manufacturers listed in application form a statement, or when available, a certificate of GMP compliance, not more than three years old, for the manufacturer(s) of the medicinal product listed in the application issued by an EEA competent authority or MRA partner authority or a reference to the Community EudraGMP database will suffice, once this is available.
	copy

	
	 FORMCHECKBOX 

	For all manufacturing sites of the medicinal product not located in the EEA or in the territory of an MRA partner, a list of the most recent GMP inspections carried out by other authorities indicating the date, inspection team and outcome.
	copy

	
	 FORMCHECKBOX 

	A declaration by the Qualified Person (QP) of each of the manufacturing authorization holders (i.e. located in the EEA) listed in the application form where the active substance(s) is used as a starting material, that the active substance(s) is manufactured in accordance with the guidelines on good manufacturing practice for starting materials as adopted by the Community1.
	original and copy

	
	 FORMCHECKBOX 

	Where different, a declaration by the Qualified Person (QP) of the manufacturing authorization holder(s) listed in the application form as responsible for batch release, that the active substance(s) is manufactured in accordance with the guidelines on good manufacturing practice for starting materials as adopted by the Community1.

	original and copy

	1.3
	 FORMCHECKBOX 

	Current SPC in English
	copy

	
	 FORMCHECKBOX 

	Current Labelling in English 
	

	
	 FORMCHECKBOX 

	Current Package Leaflet in English.
	

	
	 FORMCHECKBOX 

	Proposed SPC in English – version clean and highlighted
	copy

	
	 FORMCHECKBOX 

	Proposed Package Leaflet in English – version clean and highlighted
	

	
	 FORMCHECKBOX 

	Proposed Labelling in English – version clean and highlighted. 
	

	
	 FORMCHECKBOX 

	If not – a short statement that there are no proposed versions SPC, Package Leaflet and Labeling.
	original and copy

	1.4
	 FORMCHECKBOX 

	Information about the expert 

• Quality (incl. Signature + CV)

• Non-clinical (incl. Signature + CV) – if applicable

• Clinical (incl. Signature + CV)
	copy

	1.8.2
	 FORMCHECKBOX 

	Risk Management Plan (if applicable). 

The updated RMP, if necessary. 
Where there are no new data justifying changes to the latest approved RMP, the MAH should provide such a declaration and confirm that the current approved RMP remains unchanged and applicable. 
If there is not an RMP for the product and this is not required, this should be stated in this section.
	copy


	Module 2
	Data format

	2.3
	 FORMCHECKBOX 

	Addendum to the Quality Overall Summary with a declaration of compliance with Directive 2001/83/EC which obliges the MAH “…to take account of technical and scientific progress and introduce any changes that may be required to enable the medicinal product to be manufactured and checked by means of generally accepted scientific methods” including:  
	copy

	
	 FORMCHECKBOX 

	Current authorized specification for the active substance.

Current authorized specification for the finished product.
	

	
	 FORMCHECKBOX 

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

	2.4
	 FORMCHECKBOX 

	Addendum to Non-clinical Overview  (where applicable)
	copy

	2.5
	 FORMCHECKBOX 

	Addendum to the Clinical Overview

A critical discussion should be provided within the Addendum to the Clinical Overview addressing the current benefit/risk for the product based on the PSUR data and safety/efficacy data accumulated since the granting of the MA (or the last renewal if applicable), referring to relevant new information in the public domain
	copy


	Additional documents
	Data format

	1. 
	 FORMCHECKBOX 

	Proof of payment
	copy

	2. 
	 FORMCHECKBOX 

	Letter of authorization for communication on behalf of the MAH for contact person signed by a person, whose name is available in proof of establishment of the MAH.
	original document (or copy authorized by notary) and copy

	3. 
	 FORMCHECKBOX 

	Proof of establishment of the MAH in the EEA (updated extract from the register of entrepreneurs - original document or copy authorized by notary – with all details about a company and the members of management). The name of a person who will sign the letter of attorney should be also placed in this document
	original document (or copy authorized by notary) and copy


Copy - all documents should be submitted in eCTD format in sequence, via CESP or on a CD. It is acceptable to submit the documentation on a CD (copy) as a PDF in national procedure
Documents as original and copy must contain the same signatures.

eCTD format: documentation submitted via CESP or on CD.
Submitting documentation via Eudralink is unacceptable.
Proof of payment for submission the renewal application should include in the description:
in national procedure: PL/DZL/ZLR: MA number
in European procedure: PL/DZL/ZLR: MA number, EU procedure number

Confirmation of stamp duty for granted power of attorney should include in the description: 

type of procedure (renewal), name of the medicinal product, MA number, EU procedure number
National procedure: renewal application should be submitted in Polish.

European procedure in which Poland is Reference Member State (PL-RMS): renewal application should be submitted in English.

Requirements concerning submitted documentation:
Paper version:
For all CTD /eCTD format: 1 original (according to guidelines).
Original documents should be authorized by MAH representative.
Electronic version (including all original documents): 
CTD/eCTD: CESP or 2 x CD
	Documents that will improve processing of the renewal application 

– not required documents

	1.
	 FORMCHECKBOX 

	Copy of Marketing authorization and all decisions concerning variations in marketing authorization granted in Poland.
	copy

	2.
	 FORMCHECKBOX 

	Copies of Manufacturing Licenses for all Manufacturers listed in application or reference to the Community EudraGMP database.
	copy

	3.
	 FORMCHECKBOX 

	Flow-chart.
	copy
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