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	MTE
	General 
	
	
	
	General Comment: We believe the intent of this document is to demonstrate that equivalence cannot be demonstrated between
A) a device with purely non-medical purpose and, 
B) a device with purely medical purpose, where the only available results of clinical investigations relate to the non-medical purpose. [the bolded text is an important distinction as there may be clinical investigation data for a non-medical use of a medical device].
	
	The interpretation is not correct. In addition, it is really unlikely that a medical device has clinical investigations results on a non-medical purpose.

	Eurom
Contact
	general
	
	
	ge
	It should not be required to perform clinical investigations for all products without a medical purpose. For example, if a manufacturer develops a new, non-corrective contact lens (no medical purpose), the manufacturer should be able to demonstrate equivalence with an existing non-corrective contact lens OR with an existing corrective (medical purpose) contact lens. The wording that "Therefore clinical investigations should be performed for products without an intended medical purpose is a mis-characterization of 2022/2346.
	
	REJECTED
Article 61(4) to the MDR applies also to AXVI products. Therefore, to rely on clinical data from an analogous medical device, the equivalence must be demonstrated. Using clinical data from an analogous medical device not equivalent to the AXVI product to not carry out the clinical investigation for that product would be contrary to Article 61(4). 

	MTE
	37
	
	
	
	the proposed statements impose a conclusion that clinical investigations should always be performed for products without an intended medical purpose, whereas 2022/2346 does not include such an inflexible conclusion. Use of the "in general" phrase is an important distinction as there may be cases where it is possible to establish equivalence with a medical device whose clinical investigation data also addresses non-medical use.
	Add ‘As in general’.  
Regulation (EU) 2017/745 on medical devices[footnoteRef:1] (hereinafter referred to as CS): “As, in general [1:  Commission Implementing Regulation (EU) 2022/2346 laying down common specifications for the groups of products without an intended medical purpose listed in Annex XVI to Regulation (EU) 2017/745 of the European Parliament and of the Council on medical devices – http://data.europa.eu/eli/reg_impl/2022/2346/oj.] 

	ACCEPTED

	MTE
	42
	
	
	
	This reference to MDCG 2020-5 should include the specific statement within MDCG 2020-5 that "a manufacturer of a medical device shall not claim equivalence to a product without an intended medical purpose." This is not the same as the apparent intent of this guidance, which seems focused on clarifying that equivalence cannot be demonstrated between
A) a device with purely non-medical purpose and, 
B) a device with purely medical purpose, where the only available results of clinical investigations relate to the non-medical purpose. 
	Add specific statement in MDCG 2020-5 that "a manufacturer of a medical device shall not claim equivalence to a product without an intended medical purpose
	REJECTED
The proposed guidance document clarifies how to read MDCG 2023-5 (see footnote 12). 

	MTE
	47
	
	
	
	Clarify scope
	Scope should be clarified to address:
1) a purely non-medical purpose device is not able to demonstrate equivalence to a purely medical-purpose device
2) a purely medical purpose device is not able to demonstrate equivalence to a purely non-medical purpose device 
3) a purely non-medical device can demonstrate equivalence to a dual-purpose device as its clinical data is required to address both the medical use AND the non-medical use.
	REJECTED
The scope clarifies that the guidance document applies to Annex XVI products. The text provides details about equivalence between an Annex XVI product and other types of devices.

	MTE
	49-52
	
	
	
	
	It is not clear how only clinical data from the non-medical use of a dual-purpose device can be separated from clinical data for the medical use of a dual purpose device
	The clinical date should be referred to the intended purpose. Results for the medical purpose should be different from results for the non-medical purpose.

	MTE
	53
	General
	
	
	
	A fourth subsection, 3.4, should be added to address demonstration of equivalence between one dual-purpose device and another dual-purpose device. This subsection should provide guidance that equivalence should be demonstrated for both the medical and non-medical uses of the existing dual-purpose device. 
It should also allow the possibility to demonstrate equivalence of a new dual-purpose with a two products: 1) A device that has only a purely medical purpose, and 2) a product that has only a purely non-medical purpose. An example would be demonstrating equivalence of a new breast implant to be indicated for both a medical purpose (breast reconstruction), and a non-medical purpose (breast augmentation) with Breast Implant #1, which is only indicated for breast reconstruction AND Breast Implant #2, which is only indicated for breast augmentation.
	REJECTED
The guidance documents covers equivalence between an Annex XVI product and anther device.

	MTE
	68
	
	
	
	This premise is overly-restrictive and rules out demonstration of equivalence based on clinical criteria listed in the preceding table. 
It is recognized that a product without medical purpose cannot be demonstrated to address the same characteristic of similar severity and stage of disease to a medical device, it is still possible to demonstrate equivalence to other clinical criteria such as "same purpose, "same site in the body" etc.. Further, demonstration of equivalence to criteria such as "similar severity and stage of disease" is not required for products without a medical purpose due to their very nature.
	Please add 1.A comparison IS possible between a product without an intended medical purpose and an existing medical device when equivalence of the relevant clinical characteristics in the preceding table is demonstrated.  
2.   A comparison is not possible..

	REJECTED
Equivalence described in section 3.2 cannot be demonstrated because certain clinical characteristics of one device are not available for the other one. In such cases, the ‘not applicable’ option cannot be used because one device has a characteristic while the other does not.

	Eurom
Contact
	73-81
	
	
	te
	Two scenarios be addressed in Section 3.3.:
1) Establishing equivalence of a non-medical purpose device with a dual-purpose device. What would be the relevant factors where equivalence can be established (design, materials, dimensions, materials, Clinical Performance data)?
2) Establishing equivalence of a dual-purpose device to another dual-purpose device. 
Does it mean that only the factors of design, materials, dimensions, materials, Clinical Performance data from the medical purpose (e.g corrective contact lenses ) can be applied to equivalence of the new dual purpose device, AND that clinical investigation data is needed to gain approval and support claims for the non-medical purpose of the dual -purpose device (e.g., non-corrective contact lenses)?
	
	REJECTED
Scenario 2 is not covered by the guidance document, which remains focused on Annex XVI products.

	MTE
	75-77
	
	
	
	This statement is contrary to the statement in Section 4(f) of MDCG 2020-5, which states that "In case of products without an intended medical purpose … clinical investigations shall be performed for those products unless reliance on existing clinical data from an analogous medical device is duly justified.
While it's understood that MDCG 2020-5 was issued prior to Implementing Regulation (EU) 2022/2346, the proposed conclusion in this draft guidance imposes a more onerous restriction regarding demonstration of equivalence to medical devices.
	Alignment with MDCG 2020-5 
	REJECTED
See footnote 12.

	Eurom
Contact
	79-81
	
	
	ed
	This paragraph could be more clear. 
	Equivalence between a product purely without an intended medical purpose and a device with both a medical and a non-medical purpose (dual-purpose device) can be demonstrated comparing the characteristics related to the non-medical purpose of the dual purpose device.
	REJECTED
The comparison always involves two devices, therefore the proposed end of the sentence is not acceptable.

	MTE
	79-81
	
	
	
	his verbiage could be made more clear. Also, suggest that two scenarios be addressed in Section 3.3.:
1) Establishing equivalence of a non-medical purpose device with a dual-purpose device. What would be the relevant factors where equivalence can be established (design, materials, dimensions, materials, Clinical Performance data)?
2) Establishing equivalence of a dual-purpose device to another dual-purpose device. Are they saying that only the factors of design, materials, dimensions, materials, Clinical Performance data from the medical purpose (e.g. breast reconstruction, corrective contact lenses ) can be applied to equivalence of the new dual purpose device, AND that clinical investigation data is needed to gain approval and support claims for the non-medical purpose of the dual -purpose device (e.g., breast augmentation, or non-corrective contact lenses)?
	Proposed change: Equivalence between a product purely without an intended medical purpose and a device with both a medical and a non-medical purpose (dual-purpose device) can be demonstrated comparing the characteristics related to the non-medical purpose of the dual purpose device.
	REJECTED
Addition of ‘purely’ does not bring added value for the clarity of the sentence. In addition, it the term is added here, it should be added everywhere in the document.
The comparison involves two products, therefore the proposed wording for the end of the sentence cannot be accepted.

Scenario 2 is not covered by the guidance document, which remains focused on Annex XVI products.

	MTE
	82-83

	
	
	
	We believe this paragraph intends to address a scenario for demonstrating equivalence of a non-medical purpose product with a dual purpose device. It should allow for comparison of the non-medical product with all relevant/applicable criteria of the dual purpose device, not just those characteristics related only to the non-medical use of the dual purpose device. As such, the first and second sentences in the proposed paragraph seem to conflict with each other
	
	REJECTED
The sentence allows the use of all relevant data related to the non-medical purpose. It is unlikely that data related to the medical purpose would be relevant for the non-medical purpose.

	MTE
	84-86
	
	
	
	This paragraph conflicts with the previous paragraph which states that only the characteristics related to the non-medical purpose should be considered. However, the GSPRs are strictly related to the medical purpose of medical devices. 
	Suggest removal of this paragraph
	REJECTED
GSPR refer to devices. Most of them are applicable to Annex XVI products (e.g., Sections 10.1, 10.4, 11).
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