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Comments from:

	Name of organisation or individual

	EFPIA – Tiia Metiäinen (tiia.metiainen@efpia.eu)


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)
	

	EFPIA
	We thank the EMA for the opportunity to provide comments, and we understand the concerns that lead to the proposal of a new Annex 21.

Our general comments to the concept development of this Annex are as follows (see items 1-3).
	

	EFPIA
	(1): Structure and formal aspects:
We believe that 'importation' is already covered in current legislation and GMPs. We recommend referencing such existing documents rather than developing new text.
Annex 21 can add value by clarifying and harmonizing regulatory expectations across national agencies in particular for the following aspects:

· Sampling,
· Mandatory re-testing upon importation from non-EU/non-MRA countries.

For sampling, reference can be made Annex 16; there is no need to further elaborate in Annex 21.

Retesting requirements are described in the EU Directive.

(See also the EFPIA position statement related to the recent Annex 16 revision draft, as discussed during stakeholder meetings with EMA.)
· Alignment with IFPMA Position Paper ("Appropriate Control Strategies Eliminate the Need for Redundant Testing of Pharmaceutical Products", 23.04.2012) on redundant testing.
	

	EFPIA
	(2): Definition of import, scope:

a. The definition of the term 'import into the EU' should consider the structures and separated responsibilities of quality assured global supply chains. This will be important in order to avoid unnecessary burden to supply chain actors.
b. Annex 21 should provide a comprehensive definition on all activities covered by the terms "importation" and "importer" under GMP and how those relate to registration requirements especially if activities are distributed amongst different importers.
Clarity should also be provided concerning concepts like 'import-for-export', 're-import', or forms of online trade.
c. Across EU handling and contents of issued importation licenses is not harmonized. Clarification of requirements for importers is required (e.g. regarding specificity - product by product, technology by technology, or site-related).
d. Make clear that physical movement of products from one to another country within the EU market is not in the definition of 'importation' in line with EU legislation
e. EMA is kindly requested to clarify the scope of Annex 21 regarding the IMPs and their specific requirements.
f. We would like to ask for clarification regarding the meaning of the sentence (p.3 of the Concept Paper): "... a common understanding of the term 'import'. This can be .. complex .. even when the physical location of medicinal products remains within the EU."
	

	EFPIA
	(3): Key concepts:

a. Make clear that only one testing on importation has to be done in EU and double testing is not required. For instance, if the importer and the releasing site belong to the same legal entity, or in case of two different legal entities where the QP of the importer and the QP of release site have agreed to that in a Quality Agreement between the QP’s.
b. Movement of products from sites outside the EU market to sites in the EU market within the same company quality system should not require redundant (or duplicate) sampling and testing.
c. Annex 21 should provide an interpretation as to which GMP/quality systems are expected to be in place to secure supply chain transactions as well as quality of shipped materials. Also, Annex 21 should interpret what are 'acceptable risk based approaches' for importation.
d. Repetitive (redundant) sampling / testing of individual deliveries should be avoided (cf. EFPIA comments re. recent Annex 16 revision draft).
Thus, Annex 21 should address the acceptable conditions under which representative samples may be taken before shipping of a product to the EU.

As a point of discussion, we recommend that acceptable exceptions to import testing are described.
For instance, similar to the case of an existing MRA, exceptions could be made for certain countries (incl. PIC/S member inspectorates, or at least the U.S.) Such a concept would be analogous to the 'written confirmation' for API and would be compatible with Article 51 (2) of Directive 2001/83/EC using Article 51 (1b) of Directive 2001/83/EC and address options of Art 52.
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