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	NCA / Stakeholder1
	Line number
	Clause/
Subclause
	Paragraph/
Figure/Table
	Type of comment2
	Comments
	Proposed change
	Subgroup comment3



	EuromContact
	63
	3.2 Accessories
	Accessories for Annex XVI products are not defined in Article 2 of the MDR.
	te
	Could a definition of accessories for Annex XVI products be added ?
	Probably it could be based on the definition of “accessory to a medical device”?
	REJECTED
A guidance document cannot amend the MDR or the CS.

	MTE
	63
	
	
	te
	As stated in line 63, accessories for Annex XVI products are not defined in Article 2 of the MDR. Indeed, in the Chapter I (Scope and definitions), Art. 1, paragraph 4 of 2017/745 Regulation, it makes a clear difference between medical devices, accessories for medical devices and products listed in Annex XVI Therefore, accessories are only considered for medical devices. 
According to line 63 the accessories will be covered by the MDR only if they fall within the descriptions listed in Annex XVI, this can be confusing as most accessories do not have any specific function alone. We suggest to clarify.
	Accessories for Annex XVI products are not defined in Article 2 of the MDR. Nevertheless, such items are covered by the MDR, if they can operate alone and fall within the descriptions listed in the Annex XVI of the MDR and fall under the scope of the CS.
	REJECTED
Section 3.2 considers also item that can be used in combination with an Annex XVI product.

	MTE
	65
	
	
	te
	The item may be used only in combination with an Annex XVI product but as a consumable item, therefore it must be placed in the market alone, not always with the device. 
	If the item can be used only in combination with an Annex XVI product, it should be placed on the market together with that product and considered as a piece of the product excluding those items which are consumable parts. 
	REJECTED
Article 22 of the MDR applies, therefore parts and components are already excluded.

	EuromContact

	66
	3.2 Accessories
	considered as a piece of the product
	ed
	“considered as a piece of the product” – the word “component” would be more fitted here.
	Replace with “considered as a component of the product”
	REJECTED
The term ‘component’ is already used in Article 22 to the MDR with a different meaning, therefore it cannot be used in this context.

	DEKRA (NB)
	66
	3.2
	2nd paragraph
	ge
	“piece” is not an appropriate technical term
	Change “a piece” to “a part”
	REJECTED
The term ‘part’ is already used in Article 22 to the MDR with a different meaning, therefore it cannot be used in this context.

	DEKRA (NB)
	67 -69
	2.3
	3rd paragraph
	ge
	Line 63-64 under Section 3.2 already states that Annex XVI accessories are only covered by the MDR if they fall within the descriptions listed in the Annex XVI of the MDR and fall under the scope of the CS. Furthermore Line 65 also identifies handling an accessory as part of the product. 
Thus the information in Line 67 - 69 is both repetition but also potentially confusing as it states “If the item can be used either on its own or in combination with other Annex XVI products, it could be placed on the market either on its own as an Annex XVI product”. It is not clear what “on its own” means (i.e. does it mean that it could be a medical device?). And it is already stated in Line 63- 64 it could be an Annex XVI product. Suggest to remove this as it does not add additional information but rather confusion. 
	Remove lines 67 – 69 

	REJECTED
The term ‘on its own’ is widely used in the MDR (see Article 22, paragraph 4, for example). It means individually and it is not linked to the intended purpose of the products. The additional sentence is aligned to the previous generic one and provides a bit more details.

	EuromContact

	68
	3.2 Accessories
	considered as a piece of the product
	ed
	“considered as a piece of the product” – the word “component” would be more fitted here.
	Replace with “considered as a component of the product”
	REJECTED
The term ‘component’ is already used in Article 22 to the MDR with a different meaning, therefore it cannot be used in this context.

	EuromContact

	67-68
	3.2 Accessories
	“it could be placed on the market either on its own as an Annex XVI product”
	te
	Does the section “it could be placed on the market either on its own as an Annex XVI product” imply that an accessory to an Annex XVI product that is not an Annex XVI product in its own right and is not a component of the Annex XVI product must comply with MDR + CS? Or are these products then out of scope?
	
	No, it does not.
An accessory to an Annex XVI product that is not an Annex XVI product in its own right and is not a component of the Annex XVI product is out of scope.

	EuromContact

	70
	3.3 Dual purpose devices
	
	te
	The term ‘dual purpose devices’ is not used in the MDR, and it is ambiguous.
	Include a definition / clarification of ‘dual purpose devices’ which excludes from its scope products with a medical purpose always used as medical devices (eg. coloured corrective contact lenses)
	PARTIALLY ACCEPTED
Added clarification for the term ‘dual-purpose device’.
It is not possible exclude coloured corrective contact lenses because there are no legal bases in the MDR to do so.

	EuromContact

	73-74
	“Certain requirements from the CS and the MDR, such as those for the acceptability of risks, may not be the same. In such cases, the most stringent requirements should be applied.”
	
	te
	Without a definition of dual purpose devices (see comment above) this clause in lines 73-74  refers is confusing.
	
	ACCEPTED
See comment above.

	MTE
	75-77
	3.3
	
	
	for breast implants (dual purpose device). the patient for reconstruction can decide having a augmentation (e.g. for symmetry
	If the dual purpose is not  able to be achieved simultaneously in one patient (e.g., the equipment can be used for the medical purpose or for the non-medical one, but not able to be achieved simultaneously for both), the MDR and the CS requirements could be applied separately.
	REJECTED
The proposed wording is more generic than the one suggested and leaves the possibility to decide to the manufacturer of the device. 

	DEKRA (NB)
	91-93
	3.4
	2nd paragraph, 2nd bullet point
	Te
	Most devices without a medical purpose which are marketed as using ‘RF energy’ operate based on high frequency electrical currents. Since these devices do not operate on electromagnetic radiation these devices do not qualify as group 5 devices.
These devices are typically not liposuction devices but lipolysis devices/lipoplasty devices.
Please make this clear in a note and/or replace ‘’ ‘radiofrequency assisted liposuction’ with ‘electro-magnetic radiation assisted lipolysis’. And replace ‘radiofrequency radiation’ with ‘electromagnetic radiation.
	Replace ‘’ ‘radiofrequency assisted liposuction’ with ‘electro-magnetic radiation assisted lipolysis’.
Replace  ‘radiofrequency radiation’ with ‘electromagnetic radiation’
	REJECTED
The radiofrequency assisted liposuction (RFAL) is a known cosmetic procedure (e.g., https://rfalipo.com/what-is-rfal.html). Changing the terminology would make the sentence more general and probably more difficult to be understood.

	EuromContact

	97
	“Group 1 
	
	te
	“Contact lenses that are coloured or printed to achieve a non-medical purpose and that are also indicated for the purpose of correcting a sight defect, should be considered a dual-purpose device that reaches simultaneously both the medical and the non-medical purpose. The product can be considered a medical device only (not having a non-medical purpose) if the colour or the print achieves a medical intended purpose.”
The primary intended purpose of coloured corrective contact lenses is sight correction. They cannot be worn by users that do not require sight correction. The colour is a nice-to-have addition, but can never be the primary reason to wear these contact lenses. Coloured corrective contact lenses were always fully considered as medical devices in their own right even under the MDD, and as such they fully comply with all requirements applicable to medical devices. The presence of colour is taken into account in the risk management. Therefore, we believe it is incorrect to consider these products as having a dual intended purpose.
	Delete text, or clarify that these products are not “dual purpose” products.
	REJECTED
Article 1(3) of the MDR does not distinguish a primary intended purpose. Therefore, if a non-medical purpose is present, related requirements must be applied and fulfilled.  

	Applia
	102
	3.6
	Examples of products that do not qualify as Annex XVI products
	ge
	Exclusion should also be clarified for items that may be used in combination with IPL devices but should not be considered as a piece of the device since it has not covered by Annex XVI in fact as well as EU CS. For example, in box equipment/articles such as razors, epilators, eyeglasses, pouches/bags and formulated products such as serums/creams/gels that may be used before/after the hair removal session with IPL devices. 
	To add into the table for Group 5:
	Group
	Product
	reasons for exclusion

	5
	Equipment/items of IPL devices such as razors, epilators, eyeglasses, pouches/bags 
	Not part of the device as it can be marketed on its own for general purposes.

	
	Formulated products such as serums, creams, gels to be used before and/or after IPL treatment for hair removal.
	Not covered by CS.



	PARTIALLY ACCEPTED
Some of the items listed in the first examples could be considered as an ‘accessory’ of the product. The manufacturer will decide how to qualify those products. For example, the eyeglasses could be placed on the market to be used only with that IPL device.
Second example is accepted. Added to the guidance documents without the reference to IPL, to make the sentence more generic. 

	DEKRA (NB)
	102-103
	3.6
	Table
	te
	Equipment emitting cold plasma reason for exclusion: the fact that cold plasma is not only electromagnetic radiation is not a reason for exclusion from group 5.
If the intended effect is not based on the emitted electromagnetic radiation this could be a valid reason for exclusion.
	Change reason for exclusion to: ‘the intended effect is not based on the emitted electromagnetic radiation’.
	ACCEPTED
Sentence changed in “The intended purpose is achieved by a ionized gas and not by a electromagnetic radiation”.

	DEKRA (NB)
	102-103
	3.6
	Table
	te
	As described above, the term radio frequency (RF) is confusing terminology, which can describe both group 5 devices as devices not covered by Annex VIII
	Add:
Product: equipment using high frequency (‘radio frequency’) alternating electrical currents for skin rejuvenation, skin tightening etc
Reason for exclusion: High  frequency alternating electric currents are not electromagnetic radiation
	REJECTED
Proposed example is confusing because the term ‘radio frequency’ is defined as high frequency alternating electrical current.
Footnote 21 clarifies what is intended with radiofrequency. 

	EuromContact
	121
	
	
	ed
	Non-corrective is given in two different notations, either as “non corrective “ or “non-corrective”.
	Consider aligning the spelling of ‘non-corrective’.
	ACCEPTED

	MTE
	129
	
	
	
	No class indicated for breast implants and surgical meshes
	Add class III in the Column titled ‘class’
	PARTIALLY ACCEPTED
Combined the cells to avoid the need to repeat the class reference.

	MTE
	153
	
	
	te
	LED therapy is less dangerous than HIFU. HIFU is not included in the CS. 
	
	REJECTED
The guidance document cannot amend Regulation (EU) 2022/2347 on reclassification.

	MTE
	153
	
	
	te
	Skin rejuvenation includes skin resurfacing. In the CS text is written the other way round. Please clarify the skin resurfacing/skin rejuvenation. All the devices that produce skin resurfacing, produce skin rejuvenation but not all the skin rejuvenation devices produce skin resurfacing.
	Make both documents coherent with each other.
	REJECTED
As in the CS scope section, the guidance document mentions first skin resurfacing and then skin rejuvenation. No need to align.

	MTE
	153-159 //
	
	
	te
	As an example, they mention light platforms whose operation is based on selective photothermolysis which heats or burns skin structures. 
This kind of devices has risk of burning the skin, damaging the eyes or causing hyper/hypopigmentation for example.
 
LED based devices use very low energy (miliwatts vs. Kilowatts if we compare them to diode lasers). They produce chemical photobiomodulation but in athermic conditions. The associated risks cannot be similar to those for laser or IPL platforms.
	Risks and classifications are excessive for the LED therapy.
	REJECTED
The guidance document cannot amend Regulation (EU) 2022/2347 on reclassification.

	MTE
	160
	
	
	te
	Are we giving the same classification to a diode laser that can cause a third degree burnt and to a LED based device that works in subthermal therapies? Are the risk comparable?
	Reconsider LED therapy classification.
	REJECTED
The guidance document cannot amend Regulation (EU) 2022/2347 on reclassification.

	MTE
	160
	
	
	te
	How should we classify a non-ablative radiofrequency? One that does not cause skin resurfacing but skin rejuvenation due to the stimulation of collagen content in an electric-dependent manner?
	Explain non-ablative radiofrequency-based diathermia classification.
Please clarify whether a non ablative fractional radiofrequency that produces a microburnt inside the dermis without affecting the epidermis has the same classification of a radiofrequency based diathermia working up to 40ºC performing volumetric heating.
	REJECTED
The guidance document provides examples of products for classification purposes. It cannot be exhaustive, but it could be revised after having gained sufficient experience.

	MTE
	167-169
	
	
	te
	If “having an effect on the target tissue” is the definition of high intensity energy, then the specific risk measures should be separated into categories. For those in which there is a real risk of burns, scattering, etc, and for those like the LED therapies in which there are no such risks, or there is no contact between the device and the skin. 
	
	REJECTED
The guidance document does not cover risk management and cannot amend Regulation (EU) 2022/2346.





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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