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13/06/2022
Submission of comments on Public Consultation Concerning The Physical Attendance And The Location Of Personal Residency Of The Qualified Person – EMA/INS/169000/2022
Comments from:

	Name of organisation or individual

	EFPIA 


Please note that these comments and the identity of the sender will be published unless a specific justified objection is received.

When completed, this form should be sent to the European Medicines Agency electronically, in Word format (not PDF).

1.  General comments

	Stakeholder number

(To be completed by the Agency)
	General comment (if any)
	Outcome (if applicable)

(To be completed by the Agency)

	
	We fully support the development of this Q&A and do not have any major comment. We understand this is an excellent document which was agreed by the Inspectors Working Group. Therefore, we are asking to remove ‘if accepted by the national competent authority’.
As a general consideration, we would have expected to see clear indications and common approach across all Member States (e.g., remote certification can/cannot be adopted as routine; the certifying QP must/does not need to be present in the member state where the certification takes place). 
	

	
	For clarification we suggest adding the reference to EU ATMP Guideline No. C(2017)769 in addition to EUDRALEX Vol. 4 (EU-GMPs) Annex 16
	


2.  Specific comments on text

	Line number(s) of the relevant text

(e.g. Lines 20-23)
	Stakeholder number

(To be completed by the Agency)
	Comment and rationale; proposed changes

(If changes to the wording are suggested, they should be highlighted using 'track changes')
	Outcome

(To be completed by the Agency)

	12-17
	
	Comment:
We understand this document was agreed by the Inspectors Working Group. Therefore, we ask for consideration of revising this section.
Rationale: 
It is not clear how to proceed, in the case where the national competent authority does not provide guidance on remote certification. It is also not clear whether the EMA guidance may have to be formally adopted by the national competent authority for remote certification to take place in that specific member state.
Example: 
Currently in Ireland the HPRA require a variation to be submitted for approval by the HPRA to allow remote certification by the QP.
Proposed change:
Remote batch certification / batch confirmation could be performed on a routine basis, if not restricted by the national competent authority where the authorised site is located.
Member states should follow guidance on remote batch/certification provided by the EMA except in cases where specific guidance has been provided by the national competent authority with the intent of replacing EMA guidance.
	

	25-26
	
	Comment/Rationale: 
There might be cases whereby a Qualified Person (QP) is based in EU, but occasionally travels to an ex-EU country to audit/visit a site, etc... This rule would mean he wouldn't be able to QP certify. The sentence should be reworded stating that the QP residency should be in EU. This would allow QPs to still support essential release activities if needed. This would help smaller companies with one/few QPs.
Proposed change:

QP Certification/Confirmation should be performed by a QP with residency in the EU in all cases.
	

	30-31
	
	Comment/Rationale: 
It is difficult how to define the appropriate time.  A bit more specific wording would be helpful.
	

	30-32
	
	Comment/Rationale: 

We should also consider the possibility of QPs (EEA) releasing products imported from non-EEA countries. If the products are not manufactured in an EEA-facility or are manufactured in another EEA-country than the country where the QP is in the MIA, there would not be a need for the QP to spend time at the authorized site…. as long as the QP has access to all the information s(he)needs for batch disposition

Proposed change:

Therefore, the time spent by QPs at the authorised site should be commensurate with the risks related to the processes at the authorised site. This time can be different, if there is no manufacturing at this site e.g., in case of a MIA.
	

	33
	
	Comment/Rationale: 
How is routine basis defined? Is the QP regularly working remote e.g., every day / a day a week?
Proposed change:

Where remote QP certification is employed as a standard process on a routine basis, it must be described and controlled within the pharmaceutical quality system and relevant detailed site procedures should be in place. 
	

	55-56
	
	Comment/Rationale: 
Other staff may have access to the batch register (non-QP roles may view batch register content), however only QPs should be able to edit it. We suggest that this sentence is reworded to provide clarity.
Proposed change:
It is the responsibility of the MIA holder to guarantee that a) only the QP has the permissions to edit the batch register to perform access to the batch certification/confirmation function’.
	

	57-58
	
	Comment/Rationale:
‘c)’ is only applicable if electronic signatures are used. Wet signing of documents that are subsequently scanned is also allowed. 

Proposed change:
c) if electronic signatures are used, an appropriate system is in place.
	

	58-60
	
	Comment:
 A QP can actively monitor the QS whilst working remotely. It is not clear what is the expectation for evidence of this monitoring. We could challenge to what extent this would be expected and are questioning the practical aspects. Questions might include e.g.,
- How does the MIA holder demonstrate the time the QP is on site (and why would the QP need to be in the MIA-site if the QP is releasing products manufactured at another (non)-EEA site?)? is there the need for keeping a log of the number of times the QP is on site? What would be considered an appropriate amount of time for the QP to spend onsite? There would be a lot of variables here to determine what is considered sufficient and would more guidance be given to avoid interpretation. Ultimately, we believe this would come down to risk, but would a risk assessment have to be completed and shown to the inspector to get their agreement of the number of days a QP is required on site. 

Rationale :
This is not required as of Annex 16. If retained, further clarification of QP set-up is needed and there should be consistence between this Q&A and GMP Annex 16.
Proposed change: 
If this element cannot be deleted, this sentence should be replaced with providing a specific answer aligned with Annex 16 requirements,
 ‘The MIA holder should be able to demonstrate during inspection how often the QP is on site, and their active participation in monitoring the quality system. 

	

	63
	
	Comment/Rationale:
QP-topics are usually not part of the scope of self-inspections

Proposed change

To check the compliance with the above points could should be included as part of the Self Inspection process at the authorized manufacturing site where QP certification confirmation takes place. 
	

	67-70
	
	Comment/Rationale:
a) It should be made clear that the QP can reside in another Member State, at least in the case of importation (product imported physically in different Member States, while the QP certifying for EU/EEA is unique and based in another member state. All importation sites must have the relevant MIA as sites of physical importation, with a “locally employed” QP in charge of managing the batch status in the local system following the EU/EEA QP decision, but this last EU/EEA QP may reside in another country, at the site declared as manufacturing/release site in the dossier.
b) As this Q&A focus on remote working it should be made clear where a member state does not provide guidance on remote working that the EMA Q&A is adopted (see general comment).

Proposed change:
In general, QP can reside in another Member State e.g., in case of MIA.  Some Member States may have a specific national requirement. 
Where guidance on remote working is not provided by a Member State, this guidance is  adopted in lieu.
	


Please add more rows if needed.
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