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1. What is the intent of the MDR UDI requirements with regard to retail devices? 
a) Who would use these data and how – notified bodies or operators within the system? 
b) What is the new system bringing in addition to today`s practice/tools and systems for retail products which already have barcodes today taking into account feedback from retail supply chains that they do not have the tools to scan the new codes?

2. What is understood by `point of sale packaging` for products exclusively intended for retail point of sale?
Background: It is understood that products exclusively intended for retail point of sale are not required to include in their UDI, the PI elements on their ‘point of sale packaging’. `Point of sale packaging` could be interpreted in two ways: 1) as the package that is on shelf in retail for a consumer to purchase (and any levels below) e.g. a carton containing a bottle; or 2) as the level at which the product is ordered by the retailer itself e.g. box containing 24 cartons, each containing a bottle. Taking into account that the retail sector would not, or is unable to scan a UDI barcode e.g.GS1-128, but would use EAN barcodes at level 1) and ITF-14 at level 2), it would be helpful for industry to understand whether the definition of ‘point of sale packaging’ to be understood as per point 2) above and consequently all levels of packaging below the shipper or logistics unit would carry UDI-DI only in the form of and EAN or ITF-14 code for products intended exclusively for retail.

3. What is understood by the “unit of use” in relation to products exclusively intended for retail point of sale?
Background: Retail chains and issuing entities consider the level of packaging presented to the consumer in retail e.g. carton containing a bottle, to be the unit of use based on the fact that this is the level that is taken to the home for use. Do the EC and regulators agree with this definition for retail products such that in this example UDI would not be required for the bottle?

4. Is there an intention to withdraw the exemption within the EU MDR Annex VI Part C – 4.4. at a date in future in line with developments in the technological capability of retailer systems?
Background: The US FDA has granted an alternative (UDI-A160001) for products intended exclusively for retail which allows the existing UPC code to be used for traceability of these devices. This is the equivalent to the European EAN code, and is “based on the fact that the alternative will provide for more accurate and rapid device identification until the technological capability of retailer systems evolves, because the alternative can be read and interpreted at the retail transaction level immediately.” 

5. It is understood that EAN-13 as is currently used by the retail sector, meets the requirements of UDI for products exclusively intended for retail point of sale, whereby only UDI-DI needs to be represented. 
a. Can the EC/regulators confirm this point?
b. Will this 13-digit code be accepted by EUDAMED, or will the system require to include a “filler 0” to form the 14 digit codes to be compatible for upload to EUDAMED?

6. On page 4 of the EC Guidance “Management of Legacy Devices in Eudamed” it is stated that “If the Regulation Device is exactly the same as the Legacy Device (except that it is MDR or IVDR compliant), the Regulation Device may have the same UDI-DI as the Legacy Device”. What is meant by the wording “exactly the same”?

a) What determines a change that would request a UDI -DI change when a legacy device become a regulation device?
Background: It is understood that where a legacy device has been assigned a EUDAMED-ID upon entry into EUDAMED, at the point that this product becomes an MDR compliant device, it will require assignment of a UDI-DI by the manufacturer and a new record to be created within EUDAMED. On this basis, where a legacy device is entered into EUDAMED along with a manufacturer assigned UDI-DI, at the point that this product becomes an MDR compliant device, it will not require a change to the UDI-DI.

7. Due to the fact that Eudamed is not fully functional before the date of application of the MDR, the legacy device – provided the equivalent device is not made compliant and registered as a MDR or IVDR device – is to be registered in Eudamed within the 24 months after the date of publication of the notice referred to in Article 34(3) MDR. In this understanding correct?

8. Do the following described changes to substance-based medical devices require the attribution of a new UDI-DI?

a) Formula quantity changes (e.g. from 100 to 120ml) but nothing else changes. 
b) Additional claim following the change in the quantity but the product remains the same otherwise and looks exactly the same.


9. For promotional packs exclusively intended for retail sale where devices are solely combined for price discount and not as a system or procedure pack, and where the original device packaging is not obscured, can the EC/regulators confirm that the bundled devices would not require its own UDI-DI and UDI-PI? The original devices will have still have their own UDI-PI and UDI-DI codes available on their original packaging.


10. Questions pertaining kits that are exclusively intended for retail sale: 
Kits are defined as several different products, which could be medical devices alone, or a mixture of medical devices and other product classifications, but are packaged together to achieve a specific medical purpose. It is acknowledged that individual components of a kit do not require UDI application or labelling unless they are commercially available on their own, or as part of other kits. As per Annex VI Part C 4.4. it is understood that devices exclusively intended for retail require only the UDI-DI to be applied.
Application of UDI to a kit component
a) Where a medical device is contained in multiple different kits, but never marketed alone, the distribution of this component is restricted to a closed supply chain whereby the product is transported in bulk to a manufacturer/distributor and combined into a kit before entering the retail supply chain. In this way, the identification and traceability of the component is done through means other than UDI, and as such application of UDI to the component gives no benefit to the supply chain. Once the kit then reaches a consumer, the kit UDI will be applied to the kit level and it is not expected that the component would be used outside the context of the kit, therefore labelling at this level should be acceptable. Can the commission confirm this?

Application of the component UDI to the outside of the kit
b) It is acknowledged that “Where applicable and practicable, the UDI of the medical device contents of kits should be readable and scannable from the outside of the kit. In this context, it should be noted that there are situations where the presence of multiple bar code could lead to confusion scanning and the ability to read and scan the UDI of the contents of the kit from the outside of the kit does not provide any value or benefit to users.” (IMDRF/UDI WG/N48 FINAL: 2019). Where this is a kit exclusively intended for retail, the products would require only UDI-DI and the information to be gained by a consumer from the UDI-DI is extremely limited. On this basis, printing of the component UDI-DIs on the outside of the kit is not believed to offer any value or benefit to the user. The identification and traceability of the specific batches of product would be managed through the no-HRI information presented on the pack i.e. LOT XXXXX, Expiry date etc. in the same way that it is managed currently. In this case the conclusion would be that printing of component UDI-DIs on the outside of the kit is not required, can the commission confirm this?





