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Submission of comments on Good Practice Guidance for Communication on Medicines’ Availability Issues
– EMA/632473/2018
Comments from:

	Name of organisation or individual

	EFPIA – Vaccines Europe – EBE


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)

	
	EFPIA – Vaccines Europe – EBE welcome the opportunity to provide comments on the HMA/EMA “Good Practice Guidance for Communication on Medicines’ Availability Issues”.
These comments supplement comments made by EFPIA – Vaccines Europe – EBE on the EMA/674304/2018 Draft Version “Guidance on detection and notification of shortages of medicinal products for Marketing Authorisation Holders (MAHs) in the Union (EEA)” and EMA/548142/2018 Draft Version “Proposed metrics of shortage” and submitted to the HMA/EMA TFAAM on 26 November 2018.

The draft guidance indicates that shortages are to be understood in the context of the “agreed definition” (page 2). However, and to our knowledge, such definition remains to be agreed upon. Thus, we would like to remind the HMA/EMA TFAAM of the key recommendation made by EFPIA – Vaccines Europe – EBE to include time span and criticality factors in the definition of shortages to be notified:

· The definition should specify the minimum duration of a shortage, and that will trigger a notification from a MAH. For that purpose, we propose that only shortages longer than 2 weeks are reported. This is critical to ensure reporting of meaningful information that will serve agencies and patients; furthermore, it will prevent from overloading agencies with non-informative notifications.

· The definition and subsequent notification should reflect on the criticality of the product also, i.e. medically significance of a product, alternative medications available… Different reporting categories and timelines should be considered to address those differences.
Appropriate public communication by authorities following a notification of shortage by an MAH is critical as misunderstanding of the shortage situation and causes may have a significant negative impact. In particular, industry would like to highlight three specific concerns: 

· Public communication by authorities could lead to a ‘stockpiling’ behaviour by supply chain partners that may worsen the shortage situation. Therefore, it is important that a plan for communication is agreed between the relevant competent authorities and MAHs before any public communication outside the privileged channel is initiated.

· Communication by competent authorities should not trigger undue concerns regarding the quality of medicinal products put on the market. For instance, a quality defect identified during QC checks (resulting in a shortage) should be labelled as a manufacturing disruption and not as a quality issue.

Any communication prepared by competent authorities should be shared with the MAH reporting the shortage before its publication so that MAH can be prepared to address any potential questions.

EFPIA – Vaccines Europe – EBE recommend that the HMA/EMA TFAAM standardise the information expected from MAHs with regards to the declaration of a shortage. National forms are very different and may be really difficult/ time-consuming to fill-in, for an added value which does not seem that big overall. 
A decision tree may provide added value to ensure that communication is triggered at the right time and with the right messages.


	 


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)

	1.1 Purpose of the document
	
	It is not clear who should implement what.


	

	1.2 Key recommendations for good practice on publication of information on availability issues 
	
	
	

	Criteria for national competent authorities to make information publicly available
	
	In relation to the criteria for NCAs to make information publicly available, the current text implies that all the information should be made publicly available, without taking into consideration when to report, or the collaboration with other NCAs (see comment below).
	

	Criteria for national competent authorities to make information publicly available
	
	Definition of ‘local’ shortages needed.
	

	Criteria for EMA to make information publicly available
	
	Clarification is needed if the proposal covers all products (ie. authorised via CP, MRP/DCP, NP) or only centrally approved products. Referring to the “Guidance on detection and notification of shortages of medicinal products for Marketing Authorisation Holders (MAHs) in the Union (EEA)” (section 6. Who should be notified?), it would make sense that EMA communicate shortages of centrally approved products in any EU/EEA country while the national competent authorities communicate shortages of any authorised medicinal product in their country. 
	

	Format and tools
	
	Definition of high impact needed
	

	Timing of publication
	
	Early communication may be sub-optimal as it may not include the starting date of shortage may not be available and recommendations may not be agreed. Given that in some countries shortages must be communicated very quickly there could be a situation where information is published in one MS and in other MS only when the shortage is confirmed and recommendations developed. 
	

	Timing of publication
	
	Suggested to update the wording in this section to insert a new bullet point after the first bullet point which ends “continuity of care”

Updates should be issued to reflect any potential change in the recommendations. For supply situations that have been resolved, this needs to be reflected as soon as notification is received that the shortage is resolved.
	

	Timing of publication
	
	The guidance should clarify what is meant by “confirmed” drug shortage.
	

	Collaboration with stakeholders
	
	The section should also include collaboration with the relevant MAHs.
	

	Information to be published in the catalogue – details on shortage
	
	“Reason for shortage”: caution with descriptions as these could be misinterpreted; for example describing a delay in testing as quality issue is inaccurate…it’s a supply timing issue. See above
	

	Key recommendations for other availability issues-Criteria for NCA/EMA to make information publicly available
	
	Separating out the supply issues from cessation / revocation is logical and welcome.

We suggest adding “permanent” for clarity: “kept separate to information on revocations and permanent cessations…”
	

	Key recommendations for other availability issues- Criteria for national competent authorities to make information publicly available
	
	If EMA need to communicate revocation or suspension of centrally and nationally authorized medicines, this could be a duplication of efforts as based on the previous paragraph, National Competent Authorities should also publish information for revocations and suspensions in within their territory. 

Suggest removing the nationally authorized medicines from the communication responsibilities of EMA.
	


Please add more rows if needed.
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