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 product name:
Active Substance:
Therapeutic Indication:
Applicant: 
Simultaneous National Scientific Advice 
Leading NCA (meeting organiser):
Participating NCA's: 

Observer NCA’s:

Procedure: SNSA/H/M/xxxx/NRx/(FUx)/date  nr. 

(to be completed by the lead NCA based on the SNSA database info)
Final Advice Report 
<Formal SNSA Meeting Date>
Applicant representatives:
NCA representatives*(#): 
NCA1 experts : 
External experts consulted by NCA1 : 

NCA2 experts : 
External experts consulted by NCA2 : 
NCA3 experts : 
External experts (NCA3) : 
CTCG representative (if applicable)* :
Ethic Committee representative (if applicable)* :
* Please mention any potential conflicts of interest
(#) Additional NCAs involved in the SNSA dossier can be added in the Advice report accordingly. 
Disclaimer1:
The scientific and/or regulatory opinions issued in this document by the involved NCA’s are to be considered as not legally binding for any future application of the concerned product(s)/topics. The issued opinions are not legally binding neither towards the involved NCA’s, nor to the applicant/applicant’s legal representative and they are based on the submitted questions and information provided in the briefing document by the Applicant and cannot account for any future changes and developments in scientific knowledge or regulatory requirements. 
Disclaimer2:
By participating in the SNSA pilot scheme, the Applicant hereby grants the NCA’s within the European Medicines Regulatory Network (EMRN) the right to share in a confidential manner the knowledge and experiences gained from completed SNSA procedures within the EMRN eg. through early discussion at the EU-IN and potentially relevant working groups and scientific committees of EMA/HMA to enhance preparedness for incoming innovation and reflect on regulatory challenges. The Applicant hereby also gives his consent to allow the NCA’s to store and share the SNSA dossier in a confidential manner (eg. by means of an IT datasharing platform used within the EMRN).
I. Background information

This section is intended to briefly summarize the basic info provided by the applicant in relation to his SNSA request and the rationale for seeking SNSA. This section of the advice report template is normally filled out by the lead NCA coordinating the SNSA procedure and can be drafted on the basis of the information provided in the briefing documentation from the applicant.  
I.1 Background information on the disease to be treated.
I.2 Background information on the medicinal product.

I.3 Regulatory status of the product
I.4 Rationale for seeking advice

II. Quality Questions from the ApplicaNT
II.1 Question 1 :
Applicant’s position

This section is intended to briefly summarize the Applicant’s position in relation to the CMC questions (incl. subquestions) for which formal advice is being requested. 
NCA’s positions
This section is intended to describe the NCA’s position statements in relation to the questions (incl. subquestions) for which formal advice is being requested. NCAs 2, 3, etc are only required to comment on NCA1’s position if needed, rather than always be required to document their own position on the question raised by the applicant. If the other NCA(s)’ position on a question differs from that of NCA1 they should state this and elaborate in the textboxes below. All NCAs participating in the SNSA pilots are strongly recommended to use this Advice Report Template to share their positions prior to the preparatory and formal SNSA meeting in writing with the NCA’s involved in any SNSA request. The completed template can also be used as a common basis for drafting the final SNSA advice report after the formal SNSA meeting and can be supplemented by any relevant opinions or clarifications summarized in the SNSA meeting minutes provided by the applicant.
Any informal opinions provided on behalf of observer NCAs will only be included in the internal preparatory SNSA report but not in the meeting minutes (drafted by the applicant) nor in the final SNSA advice report issued by the lead and participating NCA’s towards the applicant.
CTCG representatives should also ensure to the maximum extent possible that there is a clearly established and aligned CTCG position in relation to the question raised by the applicant. The same rules of procedure apply to the Ethic’s Committee representative involved as observer in an SNSA request.
	Answer NCA1 (lead NCA):
Is NCA1 in agreement with the Applicant’s position?                   



	Answer NCA2:
Is NCA2 in agreement with the positions from NCA1?                 



	Answer NCA3:
Is NCA3 in agreement with the positions from NCA1?                 



	Answer CTCG representative (if applicable):



II.2 Question 2 :
Applicant’s position

NCA’s positions
	Answer NCA1 (lead NCA):

Is NCA1 in agreement with the Applicant’s position?                   



	Answer NCA2:
Is NCA2 in agreement with the positions from NCA1?                 



	Answer NCA3:
Is NCA3 in agreement with the positions from NCA1?                 



	Answer CTCG representative (if applicable):



Abbreviations:

References:
III. Non-clinical questions from the applicant

III.1 Question 1 : 

Applicant’s position

This section is intended to briefly summarize the Applicant’s position in relation to the non-clinical questions (incl. subquestions) for which formal advice is being requested. 
NCA’s positions
	Answer NCA1 (lead NCA):

Is NCA1 in agreement with the Applicant’s position?                   



	Answer NCA2:

Is NCA2 in agreement with the positions from NCA1?                



	Answer NCA3:
Is NCA3 in agreement with the positions from NCA1?                



	Answer CTCG representative (if applicable):



III.2 Question 2 : 

Applicant’s position

NCA’s positions
	Answer NCA1 (lead NCA):

Is NCA1 in agreement with the Applicant’s position?                   



	Answer NCA2:

Is NCA2 in agreement with the positions from NCA1?                 



	Answer NCA3:
Is NCA3 in agreement with the positions from NCA1?                 



	Answer CTCG representative (if applicable):



Abbreviations:

References:

IV. clinical & CLInICAL study design questions from the applicant

IV.1 Question 1 : 

Applicant’s position

This section is intended to briefly summarize the Applicant’s position in relation to the clinical and clinical study design questions (incl. subquestions) for which formal advice is being requested. 
NCA’s positions
	Answer NCA1 (lead NCA):

Is NCA1 in agreement with the Applicant’s position?                   



	Answer NCA2:

Is NCA2 in agreement with the positions from NCA1?                 



	Answer NCA3:
Is NCA3 in agreement with the positions from NCA1?                 



	Answer CTCG representative (if applicable):



	Answer Ethic Committee representative (if applicable):



IV.2 Question 2 : 

Applicant’s position

NCA’s positions
	Answer NCA1 (lead NCA):

Is NCA1 in agreement with the Applicant’s position?                   



	Answer NCA2:

Is NCA2 in agreement with the positions from NCA1?                 



	Answer NCA3:
Is NCA3 in agreement with the positions from NCA1?                 



	Answer CTCG representative (if applicable):



	Answer Ethic Committee representative (if applicable):



Abbreviations:

References:
V. Regulatory & PROCEDURAL questions from the applicant
V.1 Question 1 : 

Applicant’s position

This section is intended to briefly summarize the Applicant’s position in relation to the regulatory / procedural questions (incl. subquestions) for which formal advice is being requested. 
NCA’s positions
	Answer NCA1 (lead NCA):

Is NCA1 in agreement with the Applicant’s position?                   



	Answer NCA2:

Is NCA2 in agreement with the positions from NCA1?                 



	Answer NCA3:
Is NCA3 in agreement with the positions from NCA1?                 



	Answer CTCG representative (if applicable):



	Answer Ethic Committee representative (if applicable):



V.2 Question 2 : 

Applicant’s position

NCA’s positions
	Answer NCA1 (lead NCA):

Is NCA1 in agreement with the Applicant’s position?                   



	Answer NCA2:

Is NCA2 in agreement with the positions from NCA1?                



	Answer NCA3:
Is NCA3 in agreement with the positions from NCA1?                



	Answer CTCG representative (if applicable):



	Answer Ethic Committee representative (if applicable):



Abbreviations:

References:
VI. Other comments from the NCA’s (not directly related to the APPLICANT’S questions)
This section is intended to summarize any comments or concerns issued in the context of the SNSA in addition to the NCA opinions related to the Applicant’s questions (cfr. section II – V): 

Eg. Critical issues identified based on the provided briefing package or meeting discussions that may be relevant to the applicant for further development of the product, recommendations for seeking follow-up guidance or formal scientific/regulatory advice either at European or national level, etc. 
In case new questions, criticalities or challenges were identified during the SNSA meeting with the Applicant, these can be summarized in section VI for as far as they have not been covered in sections II – V.
Comments from NCA1
Applicant’s reply on NCA1 comments:
Comments from NCA2
Applicant’s reply on NCA2 comments:
Comments from NCA3
Applicant’s reply on NCA3 comments:
Comments from CTCG representative (if applicable):
Applicant’s reply on CTCG comments:
Comments from Ethic’s Committee representative (if applicable):
Applicant’s reply on Ethic’s Committee comments:
VII. ANNEX
This section is intended to include any relevant additional, supportive information such as the Applicant’s final powerpoint presentation or specific literature references that were discussed during the formal SNSA meeting and which were not provided as part of the Applicant’s briefing package before the SNSA meeting (i.e. the latter one does not need to be included in this section).  
� All annexes mentioned under the Applicant’s position refer to the documentation submitted with the request.
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