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	AESGP
	1
	Answer
	A and D
	Gen/te
	Suggestion to add reference to the assignment rules of the issuing entities which need to be taken into account when it comes to the assignment of new UDI-DIs: As specified in Article 29 (1) and (2) of the MDR, the rules of the issuing entities must be adhered to as regards the assignment of UDI-DIs.


	Please add statement specifying that at the same time the rules of the issuing entities need to be followed when it comes to the attribution of new UDI-DIs. 

	

	AESGP
	
1
	Question and Answer
	D
	Ed/te
	We would suggest to split the response and to answer the impact of the two described changes separately as the idea of the question was to look at those changes on an individual basis. To clarify the separation between the two changes, we suggest amending the question slightly by replacing the bullet points into e.g. A and B. Hence, it is suggested to distinguish the response between the change described in A (first bullet) and B (second bullet). 

With regard to the second change (B), it should be distinguished in the response between claims that would have an effect on the technical documentation (e.g. additional medical purpose) and such claims that do not necessarily affect the technical documentation (e.g. marketing claims). 



	With regard to the question, please clarify that the two described changes should be treated on an individual basis by replacing the bullet points into e.g. A and B. Accordingly, the response should distinguish between the change described in A (currently first bullet) and B (currently second bullet). 

The response to the second change should differentiate between claims that would have an effect on the technical documentation (e.g. additional medical purpose) and such claims that do not necessarily affect the technical documentation (e.g. marketing claims).
	

	AESGP
	2
	Answer
	D., last sentence
	Ge/ed
	Rest of the sentence is missing.
	Please complete sentence.
	

	AESGP
	5
	Answer
	A
	Gen
	The sentence “Moreover, as referred to in Section 3.2, Part C, Annex VI MDR, shipping containers shall be exempted from the requirement in Section 3.1” is confusing as these packs in the most of the cases are Sales units / SKU’s or Retail point of sale packages and not “shipping Containers”.
	Please either clarify the difference between shipping containers and promotional “packs” in the form of retail point of sale packs or remove the sentence. 
	

	AESGP
	5
	Answer
	A
	te
	Based on the understanding that no separate UDI is required for these types of packs, it would be useful to get confirmation that no registration in Eudamed is necessary. 


	Please provide additional clarification that no EUDAMED registrations are required for these promotional packs.
	

	AESGP
	5
	Answer
	A
	Gen/te
	It would be useful to obtain confirmation that no UDI is required for a combination pack in the example where the original packaging is removed of the devices, but the devices are then packaged into another packaging (point of sale pack), i.e. repacked. It is for promotional purposes and without affecting the original condition of the devices. The new packaging for the combination will contain the exact required regulatory labelling of each of the individual devices that was stated on the original packaging, as well as the UDI from the original packaging, clearly identifying which UDI is relevant to which part of the combined products. 
This is a very routine method of Consumer / Retail Medical Device Promotion and it would, therefore, be very useful to obtain clarification. 

	Please integrate example of a promotional pack where the original packaging is removed of the devices, but the devices are then packaged into another packaging (point of sale pack), without affecting the original condition of the devices. Please confirm in this respect that for this new packaging no UDI is required taking into account that it will contain the exact required regulatory labelling of each of the individual devices that was stated on the original packaging, as well as the UDI from the original packaging, clearly identifying which UDI is relevant to which part of the combined products. 

	

	AESGP
	5
	Answer
	A
	Ge/te
	In an example where the original devices are not removed from their original packaging, but the UDI is obscured due to inclusion in an promotional box (retail point of sale pack), is it acceptable to apply the UDI of the devices on the outside of the promotional box and clearly indicating which UDI is relevant to which device.
	Please include an example where the original devices are not removed from their original packaging, but the UDI is obscured due to inclusion in an promotional box (retail point of sale pack), and clarify the acceptability to apply the UDI of the devices on the outside of the promotional box while clearly indicating which UDI is relevant to which device.
	

	AESGP
	5
	Answer
	B
	te
	The answer should also clarify the requirements for free samples provided to the public of consumer/self-care medical devices. 
An example would be free samples of such products that are given to the consumer to try out before purchasing. So such free samples would typically not be handed out at trade fairs or exhibitions, but at retailers for example.
	Request for clarification whether if in this case the UDI is required to be assigned to these free samples of devices provided free of charge or included in promotional packs with other consumer devices to consumers.
	

	AESGP
	5
	Answer
	E
	Gen/te
	Our comments concern the example in relation to the podiatrist:
If the Podiatrist buys a device and displays the devices in their consultation room for sale to consumers, this would be considered a retail setting, meaning the end user is not the professional, but the consumer who bought the device from the professional. This is the same rationale applying to pharmacies. The device would be used by the consumer at home.  
Therefore, UDI-PI in AIDC should NOT have to appear on these types of devices as they are all within the space of “Retail sales” in their retail point of sale packaging to the end consumer. The professional is in fact acting as a retail outlet (putting into service). 
	Please clarify the example as regards the podiatrists by distinguishing when the professional uses the device on a patient vis-a-vis the consumer buying the device from a professional (as they would in any retail situation) and use the device at home.
	

	AESGP


	5
	Answer
	E
	Gen/te
	[bookmark: _Hlk80698490]It would be useful to address in this response as well the situation, where a product is packed in primary and secondary packaging (unit of use has primary and secondary packaging, e.g. a single tube packed in a single carton). The secondary packaging is “the point-of-sale packaging”. Therefore, the “the point-of-sale packaging” (in this case: carton) for products exclusively intended for retail point of sale is not required to have UDI PI in AIDC. The same should apply by analogy to the primary packaging as there is no real benefit of having UDI DI+PI in AIDC on primary packaging for the end user.
Please confirm that in the above case, the primary packaging would be subject to that same level of UDI marking as secondary packaging (i.e. not required to have UDI-PI in AIDC) .
	Please provide confirmation that in the case of a product in primary and secondary packaging exclusively intended for retail point of sale the primary packaging would be subject to that same level of UDI marking as secondary packaging (i.e. not required to have UDI-PI in AIDC).
	

	AESGP
	5
	Answer
	E
	te
	Comment concerns the sentence: This exception doesn’t apply to the HRI UDI.

Typically issuing entity rules are that the AIDC and HRI must match in terms of their information. According to such rules, it would not be compliant to have DI in the AIDC and DI + PI in the accompanying HRI. 
It should therefore be clarified that this means that lot / expiry information (PI) does not need to appear in the numbers beneath the bar code (referred to as Human Readable Information or HRI). Rather, this will be placed elsewhere in a format consumers are familiar with in line with Chapter III 23.2 of Annex I to the MDR e.g. 



[image: ]


	Please add after the sentence “This exception doesn’t apply to the HRI UDI.” the following:

In particular, this means that lot / expiry information (PI) does not need to appear in the numbers beneath the bar code. Rather, this will be placed elsewhere in a format consumers are familiar with in line with Chapter III 23.2 of Annex I to the MDR e.g. 
[image: ]





	

	AESGP
	6
	Answer
	C
	te
	Comment concerns the phrase: […] would require only UDI-DI in the AIDC but a full HRI UDI. 
Typically issuing entity rules are that the AIDC and HRI must match in terms of their information. According to such rules, it would not be compliant to have DI in the AIDC and DI + PI in the accompanying HRI. 
It should therefore be clarified that this means that lot / expiry information (PI) does not need to appear in the numbers beneath the bar code (referred to as Human Readable Information or HRI).




	Please amend as follows (additions in bold)
[…] would require only UDI-DI in the AIDC but a and full HRI UDI-DI. This means that lot / expiry information (PI) does not need to appear in the numbers beneath the bar code. 





	



1	NCA = National Competent Authority
2	Type of comment:	ge = general	te  = technical	ed = editorial
3	Subgroup comment: 	i.e. ACCEPT / REJECT / PARTIALLY ACCEPT. Subgroup to provide rationale where possible
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