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	European Medicines Agency 

Evaluation of Medicines for Human Use



 April 2009

PRE-SUBMISSION MEETING REQUEST FORM

FOR ARTICLE 58 SCIENTIFIC OPINION

APPLICATION SUBMISSIONS

This pre‑submission meeting request form provides an overview of the most relevant topics that users of the Article 58 of Regulation (EC) No 726/2004 are advised to consider when preparing an application, and which can be discussed at a CHMP scientific opinion pre-submission meeting. For each topic, reference is included to the corresponding question in the document ‘Pre- and post- “Article 58 ” Scientific Opinions procedural advice for users’. This document is available on the EMEA website. The procedural advice document addresses a number of questions that users of Article 58 may have, together with hyperlinks to documents and guidelines with more detailed information. 

As the information in the procedural advice document answers the majority of queries the applicants may have and the EMEA keeps this document updated, there is no need to check or confirm the answers given in the document during a pre-submission meeting. Topic should therefore be proposed for discussion at a pre‑submission meeting if questions are not fully answered by the procedural advice document or other available documents, due to particularities of the application in question or the nature of the product. Applicants are advised to clearly describe the issues in the ‘comments’ box under the topic concerned, and to provide relevant background information. Other topics not listed in the form may also be added.

APPLICANT

· Name:

· Address:

· Phone + Fax No.:

· SME qualification (if applicable) Number + Date:

CONTACT PERSON

· Name:

· Function:

· Address:

· Phone + Fax No.:

· E-mail:

MEDICINAL PRODUCT

· (Invented) name: 

· Active substance(s)/INN:

· ATC code / therapeutic area description:

· Strength(s):

· Pharmaceutical form(s):

· Proposed indication(s)

PRE-SUBMISSION MEETING AT EMEA

· Proposed date(s):

· Names of participants
 and function:

SUBMISSION OF THE APPLICATION 

· Proposed submission date of application:

BACKGROUND INFORMATION 

· Annex 1: Overview of the product and its development programme (quality, non‑clinical and clinical)

· Annex 2: Draft Article 58 application form (without annexes)

· Annex 3: Draft SPC, labelling text and package leaflet (one relevant example)

· Annex 4: Draft table of contents of the application, listing the studies performed for each CTD heading (as appropriate)

· Annex 5: Copy of any scientific advice given by the CHMP related to the application (if applicable)

· Any other information in relation to the issues to be discussed with the EMEA (see form)

· Applicant’s presentation

EMEA CONTACT

Please send the completed form and a draft SPC at least six weeks in advance of the proposed meeting date, to:

Central Information Group (CIG)
EMEA 
7 Westferry Circus 
Canary Wharf
London E14 4HB 
UK 

Phone: (+44-20) 74 18 84 33 
Fax: (+44-20) 75 23 70 51 
E-mail: h-cig2@emea.europa.eu
Subsequently, all of the background information (including the applicant’s presentation) should be provided to the EMEA at the latest two weeks before the agreed meeting date. Late receipt of the background information may require re-scheduling of the meeting. 

All documents should be provided as four hard copies and one electronic copy.
A. QUALITY AND GMP

1. 
Quality development 
 
Topic to be addressed during the pre‑submission meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details as part of Annex to this form.

Summary/listing of issues to be discussed:



2. 
GMP, GMP inspections and OMCL

See questions 29, 30, 31, 32, of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide a flow-chart, as an annex, indicating the sequence and activities of the different manufacturing sites involved in the manufacture of the drug product and drug substance, if applicable, and specify whether the production steps are synthetic, semi-synthetic or using biotechnology.

Summary/listing of issues to be discussed:




3. 
Active substance master file (ASMF) and vaccine antigen master file (VAMF)


See question 33 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




4. 
Plasma master file (PMF)


See question 33 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




5. Genetically modified organisms (GMOs)

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




6. Material of animal or human origin (TSE)


See question 34 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide the relevant completed TSE table.

Summary/listing of issues to be discussed:




7. Medical devices

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




8. Process analytical technology (PAT) and design space

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide a brief description of the proposed PAT or Design Space.

Summary/listing of issues to be discussed:




9. Storage conditions

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




10. Distribution channels

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




B. NON-CLINICAL, CLINICAL, GLP + GCP

11. Non-clinical and clinical development 
 Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details as part of Annex to this form.

Summary/listing of issues to be discussed:



12. GLP + GCP inspections

See question 31 of the procedural advice document
Topic (GCP) to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

Topic (GLP) to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide 

· GCP: a listing of the pivotal clinical trials + countries involved and most important clinical trial sites, which GCP standard used, details of inspections by regulatory authorities (who, where, when, outcome).

· GLP: A listing of the toxico-kinetic study sites, details of inspections by regulatory authorities (who, where, when, outcome).

Summary/listing of issues to be discussed:




13. Paediatric development

See question 11 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide relevant information.

Summary/listing of issues to be discussed:




C. PHARMACOVIGILANCE

14. Pharmacovigilance system

See question 27 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details and indicate if you have already submitted a detailed description of the pharmacoviligance system in the EU.




15. Pharmacovigilance inspections
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




16. EudraVigilance 

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




17. Risk management plan

See question 27 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide the draft safety specification and any other parts of the risk management plan (if available).

Summary/listing of issues to be discussed:




D. REGULATORY AND PROCEDURAL ISSUES

18. Eligibility for evaluation under Article 58 of Regulation (EC) No 726/2004
See question 1, 2, 3, 4 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide a draft eligibility request. Summary/listing of issues to be discussed:



19. Legal Basis and type of application

See question 12 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide summary/listing of issues to be discussed:




20. (Invented) Name

See question 15 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




21. Conditional scientific opinions or scientific opinions under exceptional circumstances


See question 25 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide a draft justification for the conditional opinion or opinion under exceptional circumstances.

Summary/listing of issues to be discussed:




22. Accelerated evaluation

See question 24 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide a draft justification for the shortened evaluation request.

Summary/listing of issues to be discussed:


23. Multiple applications for the same medicinal product

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide a draft justification for the multiple applications.
Summary/listing of issues to be discussed:




E. PRODUCT INFORMATION AND TRANSPARENCY

24. Product information

See questions 16, 17 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide please provide details:




25. Consultation with target patient groups


See question 20 of the procedural advice document

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




26. Publication of applications and opinions


See question 36 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




F. ADMINISTRATIVE ISSUES

27. Application fees


See question 26 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




28. Application assessment timetable


See question 21 of the procedural advice document
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:




G. OTHER

If you would like guidance on any other topics, please include your question(s) in the relevant sections A-F above, including relevant background information.

*******************

Appendix
 

Additional topics to be addressed in case of special issues.

1. 
Generic applications composed of administrative information, complete quality data and at least a bioequivalence study with a reference medicinal product, instead of non-clinical and clinical data, unless justified otherwise
.
Is the active substance the same in terms of salt, esters, ethers, isomers, mixtures of isomers, complexes and derivatives as the reference medicinal product? 

 FORMCHECKBOX 

 FORMCHECKBOX 



	If not, please provide details:



- 
Does the product have the same qualitative composition in terms of excipients as the reference medicinal product?




 FORMCHECKBOX 

 FORMCHECKBOX 




	If not, please provide details:



· If the composition is different, are there any excipients included that require additional special safety warnings in the product information compared to the reference medicinal product?

 
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:



- 
Are there any impurities above the qualification threshold? 
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:



· Please provide an overview table, listing all studies/trials (including bioequivalence studies) indicating the product name, strength, pharmaceutical form , country of manufacturing of the finished product, country of batch release site, batch number, expiry date of the product used.

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:



2. 
Hybrid applications composed of administrative information, complete quality data, a clinical bioequivalence study with a reference medicinal product and with appropriate own applicant’s non-clinical and clinical data
:
· Difference(s) compared to the reference medicinal product: 

 FORMCHECKBOX 

Changes in the active substance(s)


 FORMCHECKBOX 

Change in therapeutic indications


 FORMCHECKBOX 

Change in strength (quantitative change to the active substance(s))


 FORMCHECKBOX 

Change in pharmaceutical form


 FORMCHECKBOX 

Change in route of administration


 FORMCHECKBOX 

Where bioequivalence cannot be demonstrated through bioavailability studies

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:



3. 
Applications composed of administrative information, complete quality data, appropriate non-clinical and clinical data for a similar biological medicinal product
 (if applicable) 
· Please provide an overview table of the chosen reference medicinal product used throughout the comparability programme for quality, safety and efficacy studies during the development of the similar biological medicinal product (using template below)
Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:



· Difference(s) compared to the reference medicinal product: 


 FORMCHECKBOX 

 FORMCHECKBOX 

If yes, please identify change

 FORMCHECKBOX 

change(s) in the raw material(s)

 FORMCHECKBOX 

change(s) in the manufacturing process(es)

 FORMCHECKBOX 

change in therapeutic indication(s)

 FORMCHECKBOX 

change in pharmaceutical form (s)

 FORMCHECKBOX 

change in strength (quantitative change to the active substance(s))

 FORMCHECKBOX 

change in route of administration (s)

 FORMCHECKBOX 

other

Topic to be addressed during the Pre-Submission Meeting?
 FORMCHECKBOX 

 FORMCHECKBOX 

	If yes, please provide details:



OVERVIEW OF THE CHOSEN REFERENCE PRODUCT FOR COMPARABILITY

	Applicant’s product details

	Product name, strength, pharmaceutical Form:

Name of applicant:


Overview of the chosen reference medicinal product used in the quality comparability exercise

	Reference product name 

strength, pharmaceutical form
	Marketing authorisation number (Specify country)


	Country of manufacture of the finished medicinal product
	Country of batch release site
	Comments

	
	
	
	
	

	
	
	
	
	


Overview of the chosen reference medicinal product used in the non-clinical comparability exercise

	Reference Product Name Strength, Pharmaceutical Form
	Marketing Authorization number (Specify country)


	Country of Manufacture of the finished medicinal product
	Country of Batch Release Site
	Study no. and nature of the study (e.g. PK, PD, toxicology.)
	Comments

	
	
	
	
	
	

	
	
	
	
	
	


Overview of the chosen reference medicinal product used in the clinical comparability exercise

	Reference Product Name Strength, Pharmaceutical Form
	Marketing Authorization number (Specify country)


	Country of Manufacture of the finished medicinal product
	Country of Batch Release Site
	Study No

(+ Short mention of the nature of the study, e.g. PK, PD, clinical efficacy, etc)
	Comment

	
	
	
	
	
	

	
	
	
	
	
	


� The names of the applicant’s participants at the pre�submission meeting should be confirmed with the EMEA one week prior to the agreed meeting date, in order to allow preparation of the necessary access passes.


� Appendix only to be included for pre-submission meetings for applications with special issues.


� As described in Article 10(1) of  Dir 2001/83/EC.	


�As described in Article 10(3) of  Dir 2001/83/EC.


� As described in Article 10(4) of  Dir 2001/83/EC
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