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[bookmark: Head]Pre-Submission Interaction form for Marketing Authorisation Application


Aim and structure of the PSI form
The aim of the EMA pre-submission interaction (PSI) form is to discuss the essential information on the medicinal product and intended Marketing Authorisation Application (MAA), enabling the EMA to facilitate an effective validation guidance and evaluation of the application.
The PSI form is divided into three sections: 
· Section A details the required documentation to support the conduct of the PSI.
· Section B requires necessary procedural and regulatory information about the medicinal product. This section must be fully completed. 
· Section C summarises the most relevant topics that an applicant is advised to consider when preparing their upcoming MAA and serves as the section for applicants to raise questions for EMA response. These topics can be discussed with the EMA product team. For each topic, a cross-reference is provided to the relevant question and answer (Q&A) in the Pre-authorisation guidance | European Medicines Agency (EMA), rather than a direct link to a specific Q&A.

Instructions and important information for Applicants
Please send the completed PSI form together with the relevant background documents via IRIS portal at least 5 months prior to the intended MAA submission date.
Applicants are requested to consult the EMA’s pre-authorisation guidance before completing the PSI form. The guidance addresses key questions and provides links to relevant legislation and procedural guidance, including a regulatory and administrative content validation checklist (Pre-authorisation guidance | European Medicines Agency (EMA)). 
EMA will provide responses in writing to the questions raised within 3 weeks from the date of receipt of the complete PSI package. 
Please note that PSI are not intended to provide a pre-assessment of the documents submitted.
Fee related questions should be addressed by consulting Section 2 of Annex I and Section 3 of Annex IV (Questions & Answers) of  Regulation 2024/568 available on the follow link: Fees payable to the European Medicines Agency. If your question is not addressed therein, please submit it via the “EMA fees query form”, available on the same page on the section Contacting EMA about fees.
A. Required supportive documents 
Please expand the collapsed Annex headings below to view detailed requirements and guidance when applicable.  
· Briefing document providing an overview of the product and its development programme encompassing quality, non-clinical and clinical aspects: 
· Quality aspects - Highlight key pharmaceutical aspects in relation to the product such as for example: active substance master file (ASMF), active substance (AS) synthetic scheme with starting materials labelled, synthetic peptide developed with reference to an innovator recombinant product, cell line development and cell banking strategy, novel/non-standard processes (e.g. 3D printing), novel expression system, novel/non-standard testing methodology/purification methods, viral removal steps, bioassay, novel/innovative formulation or technology (e.g. digital/devices), drug-device combinations, enhanced development (e.g. QbD elements/Design Space, Real Time Release Testing), innovative/novel processes/methods (e.g. continuous manufacture, digital technology, continuous manufacturing (CM)) submissions with elements from ICH Q14 (e.g. MODR, platform analytical methods etc), submissions with elements from ICH Q12 (e.g. ECs, PACMPs), nanotechnology, modelling (CM, in-silico models (e.g. PBBM), clinically relevant specifications, biowaivers- Regulatory freedom), incomplete CMC data package at time of submission, bridging data (different manufacturing sites, formulations, etc.), comparability data, statistical methods for the comparison of quality attributes, PMF aspects, deviation from guidelines, rationale for New Active substance (NAS) claim if applicable, nitrosamines assessment
· Non-clinical aspects - Briefly summarise the non-clinical development strategy and any critical toxicological findings (e.g. conclusions from reproductive toxicity studies, genotoxicity, carcinogenicity), with focus on human relevance or how these have been or are to be followed up in patients. The applicant can also present the strategy for the environmental risk assessment (ERA) (e.g. specify if the submitted ERA will include studies or a justification for nor performing these, and related scientific basis)
· Clinical aspects - Present a general overview of the clinical development programme (PK/PD and pivotal studies and/or literature data supporting the application). Any deviations from applicable guidelines or previous scientific advice should be clearly stated. Present the proposed indication in relation to the study population (based on inclusion and exclusion criteria) and the primary endpoint(s), as well as any planned justification for extrapolation. Highlight challenges during the clinical development programme, statistical analysis and its appropriateness with relevant clinical guidelines. Describe any data intended to be generated or collected post-authorisation, considering the type of marketing authorisation (e.g. specific obligations for conditional marketing authorisation or marketing authorisation under exceptional circumstances and/or post-authorisation safety study (PASS), post-authorisation efficacy study (PAES) 
· Annex 2: Draft application form of the MAA 
· with all available sections completed to the fullest extent possible, including any relevant administrative, quality, non-clinical, clinical, pharmacovigilance, manufacturing, and regulatory information currently available.
· The applicant is reminded that information concerning manufacturers contained in eAF, QP declaration (Annex 5.22), Mod. 3.2.P.3.1 and 3.2.S.2.1 should be consistent in terms of names, addresses and activities.
· Annex 3: Draft Table of Content of the MAA, listing studies performed for each CTD heading
· Annex 4: Draft SmPC, annex II, labelling and package leaflet 
· Annex 5: Draft risk management plan (RMP), if available
· with a particular focus on safety specifications, pharmacovigilance plan and risk minimisation measures, if available. Include expected data sources for post-authorisation monitoring e.g. clinical trial(s), ‘real world’ data, patient/disease registries, health/pharmacy claims, electronic medical records, prescription event monitoring, other
· Annex 6: GMP inspection information
· Completed template “Information required for early identification of a need for pre-authorisation GMP inspections”  . All manufacturers of the active substance and finished product (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, immediate and outer packaging, as well as the sites responsible for importation or batch release in the EU) should be provided, including the previous and planned GMP inspections. Level of details provided, and terminology used should be consistent with the information to be included in the application form for marketing authorisation application.
· The above form should also include the list of site(s) in the EEA or in countries where an MRA or other European Union arrangements apply, where batch control testing takes place as required by Art 51 of Directive 2001/83/EC
· Flow chart of the manufacturing supply chain (annex 5.8 of the application form), indicating the sequence and activities of the different manufacturing sites involved in the manufacture of the drug product and drug substance, including batch release testing sites.
· Annex 7: GLP/GCP inspection information
· 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 and outcome (Information required for identification of a need for pre-authorisation GCP inspections).
· GLP: a listing of the pivotal non-clinical study sites, details of inspections by regulatory authorities (who, where, when and outcome) GLP compliance: Non-clinical studies GLP compliance (annex to the cover letter).
· [bookmark: _Ref231816399]Annex 8: Draft justification for new active substance request, if applicable
· [bookmark: _Ref231816377]Annex 9: Draft justification of accelerated assessment request, if applicable 
· i.e. draft briefing note,  information required for early identification of a need for pre-authorisation GCP and GMP inspections – Please refer to EMA accelerated-assessment
· [bookmark: _Ref231816442]Annex 10: Draft justification related to specific requirements for the types of application e.g. bibliographical/well-established use, abridged (generic, hybrid or biosimilar applications), exceptional circumstances or conditional marketing authorisation, as applicable
· Annex 11: Copies of relevant CHMP and NCA scientific advice, ATMP certification and classification, where applicable
· Annex 12: Copies of any other early EMA interactions or communications such as SME input, RA advice, ITF meeting minutes, orphan designation advice, or paediatric advice
· Annex 13: Draft justification for requesting an additional year of marketing protection (so called "+1 year”) for a new indication or for a legal status switch, if applicable


B. Procedural and regulatory information about the product 
This section must be fully completed.
	Information about the medicinal product

	Proposed invented name
	

	INN or common name of the active substance
	

	EMA product number assigned at eligibility
	EMA/H/C/xxxx

	Proposed indication(s)
	

	Strength(s)
	

	Pharmaceutical form(s)
	

	Route of administration(s)
	

	Advanced Therapy Medicinal Product (ATMP)
	☐ Yes  ☐ No

	Radiopharmaceutical
	☐ Yes  ☐ No

	Nanotechnology-based product
	☐ Yes  ☐ No

	Does the product contain or consist of Genetically Modified Organisms (GMOs) within the meaning of Directive 2001/83/EC
	☐ Yes  ☐ No
If yes, please note the application will be subject to a consultation process with GMO competent authorities during the evaluation

	The product includes the use of a medical device(s) (integral, co-packaged or supplied separately) or (“companion”) in-vitro diagnostic device
	☐ Yes  ☐ No 
If yes, complete below. For multiple devices, repeat the information for each device
· Name of medical device: 
· Device description: 
· CE Marked: ☐ Yes  ☐ No
· Notified Body opinion: ☐ Yes ☐ No (only for integral devices)
· Name of the notified body
· If no CE certificate or Notified Body opinion, please describe plan

	The product includes the use of (“companion”) in-vitro diagnostic device
	☐ Yes  ☐ No 
If yes, complete below. For multiple devices, repeat the information for each device
· Name of medical device: 
· Device description: 
· CE Marked: ☐ Yes  ☐ No
· Name of the notified body
If no CE certificate, please describe plan

	Application for ancillary medicinal substance in medical devices
	☐ Yes  ☐ No 


	Information on eligibility, legal basis, type of marketing authorisation, accelerated assessment, orphan status and paediatric status 

	Eligibility for the centralised procedure 
	Choose an item. 

	What is the proposed basis of the application according to Directive 2001/83/EC
	Choose an item.

	What is the intended type of marketing authorisation that will be applied for?
	Choose an item.
Please provide Annex 10, as relevant 

	For generic, hybrid or similar biological applications
	Please remove the section if not applicable.
Please complete appendix 1 and 2. 
Please provide Annex 10, as relevant. 

	· When does the reference medicinal product's data exclusivity period expire?
	<insert date>

Full details on the EEA/EU reference product(s) should be provided under section 1.4.2/1.4.3/ 1.4.4 of the Module 1.2 Application Form

	For well-established use applications under Article 10(a) 
	Please remove the section if not applicable

Please attach a draft WEU justification (Annex 10) summarising the grounds and evidence used for demonstrating that the constituent(s) of the medicinal product have a well-established use within the Union for at least 10 years, with an acceptable level of safety and efficacy, as outlined in Part II.1 of Annex I to Directive 2001/83/EC.
Please ensure that only published scientific literature available in the public domain will be provided in your application
In certain cases, studies may be provided only to support the relevance of the literature (used to demonstrate safety and efficacy of the active substance(s)), to the product intended for marketing. These are considered on a case-by-case basis by the competent authorities.

	· What is the first date of authorisation of the active substance in EU 
	<insert date>



	· Does it target a new indication not authorised in EU and/or a new pharmaceutical form, route of administration?
	

	For fixed combination application under Article 10b 
	Please remove this section if not applicable
Full details on the authorised product should be provided under section 1.4.7 of the Module 1.2 Application Form.

	For informed consent application under Article 10c
	Please remove this section if not applicable
Full details on the authorisation status of the individual components should be provided.
Details on the clinical evidence to be submitted to support the fixed combination application.

	For multiple/duplicate marketing application 
· Has a duplicate request been requested to the European Commission?
	Please remove the section if not applicable

☐ Yes ☐ No
Please note that the applicant will always need to include the Commission response as Annex 5.16 to the application form as it is a pre-requisite for validation. 

	Do you intend to request accelerated assessment? 
	☐ Yes  ☐ No
If yes, provide Annex 9

	Is a request for New Active Substance status planned?
	☐ Yes ☐ No
If yes, provide Annex 8

	Is a request for an additional year of marketing protection planned?
	☐ Yes ☐ No
If yes, provide Annex 13

	Has an orphan designation been granted?


	☐ Yes  ☐ No 
· If yes, provide the community register number. If more than one, list all numbers: 
· If yes was significant benefit criteria applicable at the time of the orphan designation:  ☐ Yes  ☐ No 
The Sponsor of the orphan designation and the Applicant must be the same legal entity. If a transfer of the orphan designation is required, the Commission Implementing Decision approving the transfer must be final at the time of submission of the MAA application.
Please note that when an application for orphan designation, or the transfer of orphan designation to the Applicant, is still pending on the day of the submission of the application for marketing authorisation, the orphan fee reduction will not be applicable.

	Has any other designated orphan medicinal product(s) been granted a marketing authorisation in the Union[footnoteRef:2] for a condition relating to the proposed therapeutic indication? [2:  Check on Union Register of medicinal products - Public health - European Commission] 

	☐ Yes  ☐ No 
If yes, and a period of market exclusivity is in force, you will have to provide in Module 1.7.1 a similarity report addressing the possible similarity between your medicinal product and the orphan medicinal product(s) which have received a marketing authorisation.

	Do the paediatric requirements of Paediatric Regulation 1901/2006 apply to your application?
	☐ Yes  ☐ No 
If yes, provide the relevant decision number1:
· PIP decision number: 
· Product Specific Waiver decision number: 
· Class Waiver decision number:
These requirements apply to Article 7 of Regulation (EC) No 1901/2006 for initial marketing authorisation applications for all new medicinal products, and to Article 8 for variations or extensions to authorised products still protected by a patent or supplementary protection certificate, where the change concerns a new indication, pharmaceutical form, or route of administration.

	Does the Applicant intent to submit a Paediatric Use Marketing Application (PUMA)? 
	☐ Yes  ☐ No 
If yes, provide the relevant decision number1:
· PIP decision number:

	Is this application subject to a PIP compliance check
	Choose an item.
If yes, a positive compliance check by the PDCO must be available at the time of submission. The compliance check must cover all those measures for which initiation and/or completion have not been deferred, and also those measures which are deferred, but whose date of completion occurs before the date of submission.
Also, please note that if a deferred measure is in fact completed and results are being submitted in the application, compliance check will have to be done on that measure, even if the measure is not due yet.
Applicants are strongly encouraged to apply for compliance check at least three months prior to MAA submission to avoid delays in the start of the evaluation.
 


1 Please, note that an EMA decision on a PIP, product-specific waiver, or class waiver must be included in your MAA for it to be considered valid. In the absence of such a decision, the MAA cannot be validated, and the procedure will not start.

	What is the intended timing for the joint Pre-Submission Meeting?  
	Click or tap to enter a date.

	Has this dossier been assessed or is under assessment by other regulatory authority?  
	☐ Yes  ☐ No 
If yes, please provide the status of this(es) application(s).



	What is the intended submission date of the application?

	Click or tap to enter a date. 
If this date differs from the one declared in IRIS, a notification of change should be submitted. The date of reference is the one declared in IRIS.
If duplicate submissions are expected, please clarify the planned submission timelines for each.




C. Applicant questions and EMA responses
This section serves as the basis for applicants to raise questions, to which the EMA will provide responses. Only complete the sections below where you have specific questions to raise. Delete any sections (e.g. 1.1, 1.2) that are not applicable. 
1. Quality and GMP aspects
Quality Development 
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	
GMP Inspections + Batch release in the EEA	
See Q&A When can I expect a pre-authorisation GMP inspection and how are they conducted? and What batch release arrangements in the EEA are required for my medicinal product? Regarding Mutual Recognition Agreements (MRA) with the EU, please see information published on the EMA website. 
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Active Substance Master File (ASMF) + Vaccine Antigen Master File (VAMF)	
See Q&As How should I submit an active substance master file (ASMF)? and What is the Union Vaccine Antigen Master File (VAMF) certification system?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Plasma Master File (PMF)	
See Q&A What is the Community Plasma Master File certification system?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	
Genetically Modified Organisms (GMO)	
See Q&A What should I submit if my medicinal product contains or consists of genetically modified organisms (GMOs)?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Materials of animal and/or human origin (TSE)	
See Q&A What information should I provide if my medicinal product contains materials of animal and/or human origin or uses them in the manufacturing process? 
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Medical Devices	
See Q&A on Medical devices 
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Enhanced development and innovative/ novel processes/ methods (e.g. Process Analytical Technology (PAT) + Design Space continuous manufacture, ICH Q12, ICH Q14) 
See Q&A Can I apply for design space or process analytical technology (PAT) in my application? and Questions & Answers for applicants, marketing authorisation holders of medicinal products and notified bodies with respect to the implementation of the Medical Devices and In Vitro Diagnostic Medical Devices Regulations ((EU) 2017/745 and (EU) 2017/746). Please also refer to section 2.2.4 of the user guide of the eAF.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	
Specific type of products (e.g. ATMPs, radiopharmaceuticals, ancillary)
Please add here ATMP-specific questions e.g. exemption of batch retesting upon importation to the EU. When applicable, please provide copy of the ATMP classification and ATMP certification (Annex 11).
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	
	
Combination pack request 

See Q&A 1.11 In which exceptional cases would combination packs be acceptable in the centralised procedure, and where can I submit my request for consideration? 

· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Non-Clinical, Clinical, GLP and GCP
Non-clinical development 
Please provide relevant background information to your questions as part of Annex 1: briefing document.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Environmental risk assessment
See Q&A When do I have to submit an environmental risk assessment (ERA)? 
Please provide relevant background information to your questions as part of Annex 1: briefing document.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Clinical development 
Please provide relevant background information to your questions as part of Annex 1: briefing document.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

GLP and GCP Inspections	
See Q&As Which information do I need to provide in my marketing authorisation application regarding GCP inspections and GLP compliance? and When can I expect a pre-approval GCP inspection and how are they conducted? of the pre-authorisation guidance document
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	
Risk Management Plan 
Risk Management Plan	
See Q&As Risk management plan (RMP)
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	


Procedural and Regulatory aspects
Application assessment timetable 
See Q&A How long does it take for my application to be evaluated?
As stated in the CHMP guideline EMEA/75401/2006 Rev. 2: “Applicants are reminded that, in general, no substantial data derived from new studies should be introduced as part of the responses to the List of Questions (LoQs) or List of Outstanding issues (LoOIs) that were not specifically requested by the CHMP. However, new analysis might be included, such as follow-up data from previously submitted studies. This is particularly important at day 180 where assessment time is limited.” Hence, clock-stops granted by the CHMP have a fixed standard duration. No substantial data derived from new or ongoing studies are to be introduced unless explicitly requested. https://www.ema.europa.eu/en/time-allowed-applicants-respond-questions-issues-raised-during-assessment-new-marketing-authorisation-applications-centralised-procedure.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Legal Basis of the application
See Q&A What will be the legal basis for my application? and the European Commission Notice to Applicants, Volume 2A, Chapter 1 https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/vol2a_chap1_en.pdf 
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Paediatric requirements 
See Q&As Do I need to address any paediatric requirements in my application? and Paediatric requirements for marketing-authorisation applications | European Medicines Agency (EMA) and What is an application for a paediatric use marketing authorisation (PUMA)?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Orphan medicinal product information
See Q&As 
· What aspects should I consider if my medicinal product has been designated as an orphan medicinal product at the time of submission of my application?
· What aspects should I consider if the designation for my orphan medicinal product is still pending at the time of submission of my application for marketing authorisation? 
· What aspects should I consider if there are other orphan medicinal products for a condition related to my proposed therapeutic indication?
· What aspects should I consider if my medicinal product is considered similar to an orphan medicinal product?
· Guideline on aspects of the application of Article 8(1) and (3) of Regulation (EC) No 141/2000
Orphan designated substances
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Information relating to orphan market exclusivity
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Legal Status	
See Q&A What legal status can I obtain for my medicinal product?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Accelerated assessment
See Q&A Is my product eligible for an accelerated assessment?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Multiple applications for the same medicinal product
See Q&A What should I do if I want to submit multiple applications for the same medicinal product?  
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

[bookmark: _Hlk78890281]Parallel application for an opinion under EU-M4all for a medicine to be used outside the EU and an EU marketing authorisation under the centralised procedure.
In addition to the EU-M4all procedure for third-country markets, the EMA offers the possibility to evaluate centralised and EU-M4all applications in parallel, enabling an EU-M4all Scientific Opinion and a Centralised Marketing Authorisation to be obtained at around the same time. This initiative offers opportunities to reduce duplication of effort and streamline workloads, as most elements of the CHMP scientific advice and assessment for the centralised procedure and EU-M4all are aligned.
For applications evaluated under this initiative, WHO experts and experts/observers nominated by WHO from target countries act as scientific expert reviewers to the rapporteurs’ assessment reports and provide specific expertise and input, as for a standalone EU-M4all procedure.
See Parallel application for EU-M4all (Article 58) opinion and Centralised Marketing Authorisation procedure and EMA procedural advice for medicinal products intended exclusively for markets outside the European Union in the context of co-operation with the World Health Organisation (WHO)
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Conditional MA or MA under Exceptional Circumstances
For a conditional marketing authorisation (CMA), the applicant must address the following elements in Module 1.5.5 of the dossier:
1. The applicant must demonstrate that the medicinal product falls within the scope of the CMA, as defined in Article 2 of Commission Regulation (EC) No 507/2006. This requires showing that the product meets at least one of the following criteria:  is intended to treat a seriously debilitating or life-threatening disease and/or is intended to be used in emergency situation and/or is an orphan medicinal product.
2. The applicant must justify that all four of the following conditions are met, in line with Article 4 of Regulation (EC) No 507/2006::
a. the risk–benefit balance of the medicinal product, as defined in Article 1(28a) of Directive 2001/83/EC, is positive
b. it is likely that the applicant will be in position to provide comprehensive clinical data 
c. unmet medical needs will be fulfilled; and 
d. the benefit to public health of the immediate availability on the market of the medicinal product outweighs the risk inherent in the fact that additional data are still required.
For the purposes of paragraph (c), 'unmet medical needs' means a condition for which there exists no satisfactory method of diagnosis, prevention or treatment authorised in the Community or, even if such a method exists, in relation to which the medicinal product concerned will be of major therapeutic advantage to those affected.
The applicant should also discuss the specific obligation(s) that will apply to the MA, such as the completion of ongoing studies and/or the conduct of new studies to confirm that the risk–benefit balance remains favourable. In addition, the proposed specific obligation(s), including the expected timelines for fulfilment, should be reflected in Annex II of the submitted product information. For full references and requirements please see Q&As Could my application qualify for a conditional marketing authorisation?
For a marketing authorisation under exceptional circumstances (MAUEC), the applicant must include a justification in Module 1.5.4 of the dossier covering the following aspects:
· A claim that the applicant can show that he is unable to provide comprehensive non-clinical or clinical data on the efficacy and safety under normal conditions of use 
· A listing of the non-clinical or clinical efficacy or safety data that cannot be comprehensively provided
· Justifications on the grounds for approval under exceptional circumstances 
· Proposals for detailed information on the specific procedures/obligations to be conducted (Safety procedures, programme of studies, prescription or administration conditions, product information)
For full references and requirements please see Q&A Is my medicinal product eligible for approval under exceptional circumstances?

· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	


Data Exclusivity/Market protection (and requests for extension of these periods)
See Q&A on Data exclusivity, marketing protection and market exclusivity 
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Small and Medium-Sized Enterprises
See Q&A What special support is available for micro, small and medium-sized enterprises (SMEs)?, Financial advantages of SME status | European Medicines Agency (EMA), Fees payable to the European Medicines Agency: Guidance for all applicants | European Medicines Agency (EMA): section 1.4.
· SMEs have access to dedicated fee incentives, including fee deferral for marketing authorisation application and fee reduction and deferral for pre-authorisation inspections.
· SMEs have access to translation of Product Information in all EU languages, free of charge, at the time of granting the Marketing Authorisation. 
· SME fee reductions do not apply where an SME acts as applicant or marketing authorisation holder by virtue of a contractual arrangements with a non-SME legal entity, where said non-SME legal entity would benefit from the SME incentives. Applicants must declare such agreements in advance to the SME Office at sme@ema.europa.eu, including agreements for regulatory consultancy services between a non-SME legal entity and a SME regulatory consultancy, and out-licencing agreements by which an SME grants licencing rights for a medicinal product to a non-SME.
· If a registered SME is merged with or acquired by another company and no longer meets SME criteria, SME incentives and fee deferrals cease from the date of ownership change, and the EMA SME Office must be informed immediately.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Product Information
SmPC guideline + QRD Templates
[bookmark: _Hlt332113617][bookmark: _Hlt272243997][bookmark: _Hlt272243996][bookmark: _Hlk71616770]See SmPC guideline , annotated QRD template, and further detailed guidance provided on the Agency webpage on Product information requirements
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Expression of strength
See QRD recommendations on the expression of strength
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Labelling exemptions
See Exemptions to labelling and package-leaflet obligations
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Mock-ups and Specimens
See Q&A ‘When should I submit mock-ups and/or specimens?’ 
Please provide details and include a draft mock-up (if relevant for the discussion and if available). 
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Consultation with target patient groups
See Q&A When and how should I submit information on user consultation?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Linguistic review
See Q&A What is the QRD review of the product information? and  The linguistic review process of product information in the centralised procedure - human
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

ATC + INN
See Q&A How are ATC codes and international non-proprietary names (INN) applied within the centralised procedure?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Braille on outer packaging
See Q&A Do I need to include Braille on the packaging of my medicinal product?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Invented Name
See Q&A How will I know if the proposed (invented) name of my medicinal product is acceptable from a public health point of view? and the Guideline on the acceptability of names for human medicinal products processed through the centralised procedure
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Digital technologies in the product information
See Mobile scanning and other technologies in the labelling and package leaflet of centrally authorised medicinal products
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	
Transparency
See related information on the EMA website.
Publication of information on the application and procedure outcome
See Guide to information on human medicines evaluated by EMA available on the EMA website
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Publication of clinical data – Policy 0070
See related information on the EMA website including guidance to industry
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Dossier submission requirements and format
Dossier submission requirements
See Q&As When should I submit my marketing authorisation application? and How and to whom should I submit my dossier?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Dossier format (incl. electronic submission)
See Q&As How and to whom should I submit my dossier? and How are initial marketing authorisation applications validated at EMA?
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	


Other
In case you have additional questions not pertaining to the previous sections please raise it below with relevant background information in the appropriate annex.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	


Appendix 1: additional topics to be addressed in case of generic, hybrid or bio-similar applications

Special issues for generic applications under Article 10 (1) 
Is the active substance the same in terms of salt, esters, ethers, isomers, mixtures of isomers, complexes or derivatives than the reference medicinal product? 
· If yes, please provide details
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

If excipients are different from the reference medicinal product, are there any excipients included that require special safety warnings in the product information compared to the reference medicinal product?
· If yes, please provide details
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Are there any impurities above the qualification threshold?
· If yes, please provide details
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Please provide an overview table, listing all studies/trials (incl. BE studies) indicating the product name, strength, pharmaceutical form, MA number, country of manufacturing of the finished product, country of batch release site, batch number, expiry date of the product used.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	



Special issues for hybrid applications under Article 10(3)  
Difference(s) compared to the reference medicinal product: 
	☐	Changes in the active substance(s)
	☐	Change in therapeutic indication(s)
	☐	Change in strength (quantitative change to the active substance(s))
	☐	Change in pharmaceutical form
	☐	Change in route of administration
	☐	Where BE cannot be demonstrated through BA studies
Please indicate which of the above applies and provide background information/details (including pre-clinical tests and clinical data that will be submitted in line with the requirements of article 10(3)) in the relevant Annexes.
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Special issues for bio-similar applications under Article 10(4) 
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)
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.	

Are there any difference(s) compared to the reference medicinal product? If yes, please identify change
☐	change(s) in the raw material(s)
☐	change(s) in the manufacturing process(es)
☐	change in therapeutic indication(s)
☐	change in pharmaceutical form(s)
☐	change in strength (quantitative change to the active substance(s))
☐	change in route of administration(s)
☐	other
· Applicant questions
Click or tap here to enter text.	
· EMA response
Click or tap here to enter text.


Appendix 2: Overview of the chosen reference product for comparability in case of generic, hybrid or bio-similar applications

Applicant’s product details
	Name of applicant:
	

	Product Name, Strength, Pharmaceutical Form:
	



Overview of the chosen EU reference medicinal product used in the quality comparability exercise
	Reference Product Name Strength, 
Pharmaceutical Form
	Marketing Authorisation number in EU (Specify country)
	Country of Manufacture of the finished medicinal product
	Country of Batch Release Site in EEA
	Comment

	
	
	
	
	

	
	
	
	
	



Overview of the chosen reference medicinal product used in the non-clinical comparability exercise
	Reference Product Name Strength, 
Pharmaceutical Form
	Marketing Authorisation number in EU (Specify country)
	Country of Manufacture of the finished medicinal product
	Country of Batch Release Site in EEA
	Study No[footnoteRef:3] [3:  Short mention of the nature of the study, e.g. PK, PD, toxicology] 

	Comment

	
	
	
	
	
	

	
	
	
	
	
	



Overview of the chosen reference medicinal product used in the clinical comparability exercise
	Reference Product Name Strength, 
Pharmaceutical Form
	Marketing Authorisation number in EU (Specify country)
	Country of Manufacture of the finished medicinal product
	Country of Batch Release Site in EEA
	Study No[footnoteRef:4] [4:  Short mention of the nature of the study, e.g. PK, PD, toxicology] 

	Comment
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		Telephone
	+31 (0)88 781 6000
	
	

	Send a question via our website www.ema.europa.eu/contact
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