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Devices without an intended medical purpose:

European |
Commission

- Similar to medical devices (functioning and risk

Regulation EU 2017/745 profile).
MDR - Annex XVI « Annex XVI - list of devices covered (6 groups)
05 Apr 2017 . Article 2(71) - Introduces ‘Common

Specifications’
« Compliance with Common Specifications (CS)

« If device has a medical and non-medical
purpose - fulfil the requirements of both!
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Requlation EU 2017/745 - Annex XVI

1.

2.

Contact lenses or other items intended to be
introduced into/onto the eye

Introduced into the body for the purpose of
modifying the anatomy or fixation of body parts

Substances intended to be used for dermal filling

Equipment intended to be used to reduce,
remove or destroy adipose tissue

Lasers and IPL equipment, for skin resurfacing,
tattoo or hair removal or other skin treatment

Equipment intended for brain stimulation

@

Coloured contact lenses

Cosmetic breast implants, chin, malar,
calf implants, etc.

Dermal Fillers

Laser /Cryogenic/ Ultrasound

Hair removal, aesthetic lasers /equipment

r

e
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Transcranial stimulation (non-invasive)



Common Specifications

BSI could not certify Annex XVI Devices until publication of CS

Implementing Regulations

1. (EU) 2022/2346 - December 2022:

- Common Specifications

2. (EU) 2022/2347 - December 2022:

- Reclassification of certain active products

3. (EU) 2023/1194 - June 2023:

- Transitional provisions for Annex XVI devices
4. Q&A on transitional provisions for products without an intended medical

purpose covered by Annex XVI of the MDR (September 2023)
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Common Specification Publications

11 v

Contact Liposuction
Lenses 131150 Official Journal of the Europran Union Equipment

L3170 =] Official Journal of the European Union

212201 Official Journal of the European Union I Lanre Official Journal of the Furopean Usion
III 2122022 Official Journal of the Europran Union

proe VI
e R i S kS anen [ Offical fournalofthe European Urion Im p lants il il i "

1. This Anaex applies to all the devices covered by Annexes 1 to VIl ANNEX IV A
s v Equipment
Scope.
Risk Management Scope
2 General requirements 1. This Annex applies to substances, combinations of substances, of itemss intended to be used for facial op

o mucous membraae fllng by subculancous,subicous or inadermmal ijection oc other infrodut

This Aanex apples 10 equipment inteaded for brain stimulation that apply electrical currens 0.

. i those for tattooing, listed in Section 3 of Annex XV1 tn Regulation (EC) 2017745, This Anex only clctromagoetic st pette the cranian t ol ncuroal acto n the b 5 d 0
21 Manufacturers shall establish and document resporsibilities, operative modalities and criteria for the execution of means for introduction into the body, for example syringes and dermarollers, where they are pr. Annex X1 1o Regulation (EU) 2017745, Such equipment inchides devices for transcrani xIIrm)l’IE VI
e following steps of the risk managenment process: substances, combinations of substances o other items listed in Section 3 of Annex XVI 10 R stimulation, transcranial dinect current «mmnm transcranial magnetic stimulation and transcranial ra
2007745 This Ancx docs not apply to ctive devices stimulation. This Annes docs ot apply tn invasive devices.
o} risk managemment planning: I
) idensiication of hazaeds and risk analyss: Rick management Risk management
() risk evaluation;
risk con evaluation of residual risks 2 When carryi e Aanes | to this Regulali it of the ar R 2. When carrying out the ml, gt procss y«vmird foe \mkx 1o this uhllm n moong risks assoctated
@ vidkcontrol andevabsation ofesihal ks L , mar hall consider the spevific risks lsted i 3 of this A F| I Ie rs with the device, o i ection 3 xand, where elevan)
{e) risk management review; ., adopt the specific ri rol lis tion 4 of this Annex. 10 the device, adopt the speci mk control measures Insizd in ng:m 4 of this Annex. B ra i n
f) production and post prodution activities o . .
3. Specific risks 3. Specific risks St| mu I at| on
22 shall e that ar bt and it compeent
prwmlkl is asigned for e ] mansgement shal define and do a policy for 51, Manuf the following 31 When arming out etk mansgcnrs procen, speilcareshll b e s o e placcnetofheclecrodes nd
eriteria for risk ao ey shal tak ko x\num the generally lc\nxwlh\lynl state of the strength, waveform,
shall i iphe that risks are 1a) physical and chemical characteristics of the device;
vinated of reduced as fa as possibk by means of control mcasures without adversely affcting the overal
residual isk. Top-level onacagenneat shall ensure that the isk managemynt process i cxecuted and shall eview ts b} the selection of ravw materials in view of biological sty, bocompasiblty and chenical and biological aditives 32, Manufcturers shall ke o sccount th followeng aspects and related risks:
elfectiveness and sitabily a planned mervals pants;
) biologiesl safety and biocompatibilty of the final product, incuding consideration of at lesst the aspests of 9 e Tl lcssien o dectiols i ol ey Y I Sl pocasic) ol gead s remn
23 The personael responsible for perfonning risk managemen tasks shall be appropriately qualified. They shall hase, ytotuiciy, sensitsation, ertaion, material suediad pyrogersciy, acule systentic foxidty, subacute fonsciy, ToRoeE
bt ht 1 o for e o of sk, g ol e optetg o s chprcyt I bchonic ki, chreic oy, poovcly, anogeiy implantation, sterlisation residucs and {b) brsin sisulation may have very different reural espeases and thus uninterded efects on different grouy
the particular deviee, equivalent deviees withaut an inteled medical parpose oc analogous devices with s medic extractable aad . Sonte griai-may be ity ,‘,\,mff( proksop e e
o 11 knowledge of the technologies iwvolved and risk mansgement techniues. Evidence of datrie paents, fogical o ing the
B ot vl b A e dution e, s nd xpeneoc, o be docurmeted. 8 resorption and lf-time i the body,indicating the half-Lf and the ead of he resorpion, including the possibility i irpihiened kg e sy s o ok e apon. Lo
of metabolisation (for example cnzymatic degradation o the il muterla such as hyaluoidase for hyaluronic ot pervpton i TR
An;m device with a medical purpose shall l;::njrmnu} as the same device “l‘:- a rﬂ:al perposc o ackd fillers):
medical device for which equivalence to the same device with a medial purpase bas stted b the A Zitn, g {6) the presence of acive implantable o bo mealic pasi
‘mamfacturer in aceordance with Section 3 of Annex XIV to Regulation (EU) 2017/745 of the European Parliament ] iy <l erties, bioburden, gl of the final device, residual hacterial metallic abjects present on or inside the body may ghve rise o (prrll\r risks an-ng from the spplication of
and of the Council ). endotorin and seriity eectrical energy and magnetic fickds,
" the e Salicuiol ot S iR W W et é) excessive, frequent and cumulative long-term wse may resul i unforcseen peural effects which in some cases
s firpntboiiocl o it s i -t i 5T e @ consuamer specific fm«s or compepresos nd et et (edecal and gl g s, mighi resuit in structural chimges n the brin,
the records shall provide traceability (0 the results of risk analysis, risk evaluation, risk control and evaluation of PO, ey
sesidualcks. 1) if spplicable.risks reated to the wse of local anaesthetic, cther as part of the product or stand-alone: 33, Manufacturers shall analyse, eliminate o reduce & far as possible isks related to the fellowing hazards or harms:
(i 3 i vice: sychological risks;
25, Based on the resubte of the sisk management process, manufacturers shall define the cstegorics of wsers and 9 fr e Hhe e W
consumers that are 10 be excluded from the use of the device or for which spevial conditions of use have 10 be i aspects associated with the use of the devier, including {b) peural and neurn-amiciy risks
applied. A consumer shall be understood as 2 natural person on whoe 3 product without an infended medical
purpase i inended tobe used. — inection technique: {6} short-term, medum-term and Jong-ferm cognitive sie-cfects, such as compersatory trade-offs for example the
— - decline or sub-serving of bran regiom which ane not simulsted;
£ Regubcn ) 2017745 of the Earcpear: Priament s of the Councl of 5 April 2017 oe: mcicaldevies, serding Divcive — means of injection ffor example rolers,catheter or necdles) .
AIEE g, 10 No 733007 123 g 5 No TES31003 318 g oot Do SSISAC location and d) transient auditory theeokl hift or tinmitus:
nd D32 (O) L 117 5.5.201 7.
QLT 202007511 16) long-terem ide-cfct chaages of the brin functioning:
— possble repested injectiars: "
" i
— forcerequird to adeministe the prod g
4 or di
product temperature: & "
. {h) atypics or other idiosynersic effcts
— tranfer of the product for example froen a vil o 2
i specific i

© 2024 BSI Group - Strictly Confidential « All Rights Reserved



Transitional Provisions -Common Specifications
(EU) 2022/2346

Article 2 Amendments:

(EU) 2023/1194 of 20 June 2023:

Amending Implementing Regulation (EU) 2022/2346 as regards the
transitional provisions for products listed in Annex XVI
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Transitional Provisions - Amendment (EU 2023/1194) - Reg. (EU)
2017/745 Article 2.1

Manufacturers conducting a Clinical Investigation can place on the market or put into service until 31
Dec 2029 if:

2023 2024 2025 2026 2027 2028 2029

22 jun 2023 22 Jun 2024 22 Dec 2024
) ) 31 Dec 2027 31 Dec 2029
4 4 ¢ t s
Products must have been lawfully marketed in the Union I | 1 |
before 22 June 2023 and contihue to comply with the 1 | 4 | 5 1
requirements that were applicabI‘e to it before 22 June 2023 I | I I Can no
I | CEm ey N 1 Canonly continue to place on market if have | longer be
There are no significant changes jn the design and intended | c?c?tsltr:;/e I I signed contract with Notified Body I placed on
urpose . . the
PEP I onthe | Can only continue to place on market if 1 I market
| | marketif 1 sponsor has started clinical investigation | I I
Manufacturer must complete ap{)lication to Member State p requirem | I Riess
confirming application for Clinical Investigation under scope of ents #1-3 compliant
EU 2017/345 I met | ' I to MDR
1 | 1 [ |
1 | | 1
1 | | |
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Transitional Provisions - Amendment (EU 2023/1194) - Reg.
(EU) 2017/745 Article 2.2

Manufacturer not conducting Clinical Investigations can continue to place on market or put into service
until 31 Dec 2028 if:

31 Dec 2026
22 Jun 2023 3 31 Dec 2028

+ ? ?

I |
Products must have been lawfully marketed I | ) ) ) |
in the Union before 22 June 2023 and | I Can only continue to pl_aﬁeNon.;_nzrléetc;f have signed : Can no
continue to comply with the requirements | I contract with Notified Body : longer be
that were applicable to it before 22 June 2023 | Can only continue to stay on the market if 15t& 2nd requirement met placed on
I : I the
I I market
: I unless
2 There are no significant changes in the design I | | compliant
and intended purpose | [ I
to MDR
| | |
2023 : 2024 2025 2026 I 2027 2028 I
1 [
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Transitional Provisions - Amendment (EU 2023/1194) - Reg.

(EU) 2017/745 Article 2.3

2 SCENARIOS:

1) 1) Certs from 25 May 2017 that were still valid on 26 May 2021 and have expired before 20 Mar 2023 remain valid until same dates on Para 3a of Art 120 based on risk

class only if one of the following conditions is met:

(@)

before the date of expiry, the Mfr. and a NB have signed a written agreement (contract) in respect of the device covered by the expired certificate or in respect of a device

intended to substitute that device;

(b)
a derogation is in place under Article 59(1) or Article 97(1)

2) Products covered by certs issued from 25 May 2017 that were still valid on 26 May 2021 and have not expired as of 20 Mar 2023 (and no Derogation or MDR Contract
with NB) based on risk class must follow (EU) 2023/607 transitional provisions for Medical Devices.

26 May 2024
Application for conf.
assessment must be in
place with NB (for device or
substitute)

20 Mar 2023 26 Sep 2024
Cert. expiry date must June 2023 4 Signed contract
be after to benefit from Date of entryinto I with NB.
extended timelines ¥ _ force for revised CS I
N 4 I 2 4
S ,
| | 11
| | I 1
2022 2023 : : 2024 : : 2025

31 December 2027
For all class III
devices, and for class
IIb implantable
devices except
sutures, staples,
dental fillings, dental

26 May 2026 braces, tooth

Class III custom Crowns, screws,

made implants wedges, plates,
A wires, pins, clips and
connectors

|
2026

2027 1 2028

31 December 2028
For class ITb devices
other than those
covered by point (a) of
this paragraph, for
class IIa devices, and
for class I devices
placed on the market
in sterile condition or
having a measuring

function
|
1 2029
|
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Guidance Documents Published

Guidance Documents

« MDCG 2023-5:

Qualification and Classification of Ann XVI Devices

« MDCG 2023-6:

Demonstration of Equivalence for Ann XVI Devices
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MDCG 2023-5: Guidance on qualification and classification of
Annex XVI products

Clarifications

Accessories: not defined in Dual Purpose Devices: Mul_tlple intended purpose

MDR Article 2 devices

> If only in combination with Annex . Mu'f't fuIﬁ! reqw'rements apph?able to > in principle, every product should fall
XVI product, it could be placed on devices with an intended medical purpose sl T e & e © mrn s ke o
the market together. and without an intended medical purpose. the Annex XVI to the MDR.

» If used either on its own or in > Risk control measures, should be

combination with other Annex XVI » If not, then CS of each group will apply.

products, it could be placed on the
market either onitsownasan > Measures taken for one intended purpose
Annex XVI product, or together with
the other compatible Annex XVI
products.
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considered in combination.

could generate effects on the use
according to the other intended purpose.



MDCG 2023-5: Guidance on qualification and classification of
Annex XVI products

Reclassification of Active Devices

(EU) 2022/2347 has re-classified certain Active devices without a medical purpose

» High intensity electromagnetic radiation emitting equipment for skin treatment - reclassified
as Class IIb,

» unless intended for hair removal only in which case - Class Ila
» Equipment to reduce, remove or destroy adipose tissue - reclassified as Class IIb

» Brain stimulation devices apply electric currents/magnetic or electromagnetic fields that
penetrate the cranium are reclassified as class III
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MDCG 2023-6: Guidance on demonstration of

equivalence for Annex XVI products

“in general it is not possible to demonstrate equivalence between a medical device and a product without an intended medical
purpose where all available results of clinical investigations relate to medical devices only. Therefore, clinical investigations should be

performed for products without an intended medical purpose..”

Without intended medical purpose Without an intended medical
vs without intended medical purpose purpose vs Analogous MD

» Equivalence per MDR criteria > Generally, not possible
» Used for same elinieal purpose > All clinical aspects not
comparable
> “in view of the expected
elinieat effect for a specific > ‘similar severity and stage of
intended purpose” disease’ does not apply

» similar population, anatomy,
age, physiology - applicable

@

Without an intended medical
purpose vs Dual-purpose device

» Demonstrated comparing the
characteristics related to the
non-medical purpose for both

» Only clinical data of the dual-
purpose device related to the
GSPRs applicable for the non-
medical purpose should be
used for the clinical evaluation
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Devices with No Medical Purpose

Additional Conformity Considerations - 1

Harmonised Standards

E.g. corrective contact lens
standard, breast implant
standard

CECP

Clinical Evaluation Consultation
Procedure - Class III
implantable devices

@

SSCP

Per Art. 32 for Class III or
Implantable Annex XVI
devices

elFU Reg. 2021/2226

Does not cover products listed
in Annex XVI of MDR

PSUR

Periodic Safety Update Report
per Article 86

Labelling / IFU

Requirements for Ann. XVI
Device groups- EU 2022/2346
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Devices with No Medical Purpose

Additional Conformity Considerations - 2

CA Consultations

Needed for devices with
medicinal substances or
animal tissue in design/mfr.

“Clinical benefit “ - None

A requirement to demonstrate
performance and safety of the
device

@

Medicinal Substances

Device with medicinal substance

¥ device without medicinal
substance

MD vs Ann. XVI Equivalence
If clinical data relates to MD only, in
this case clinical investigation
should be performed for non-
medical

Clinical Eval. & Clinical Invest.

Should follow MDR Chapter VI
and Annex XIV

Clinical Eval. Conclusion!

Is there sufficient clinical evidence
for claimed device indications ?

- Need Clinical Investigation

© 2024 BSI Group - Strictly Confidential « All Rights Reserved



BSI MDR Process

Application for Annex XVI Device:

BSI Quotation & Contract Review
Quality System Audit
Microbiology audit

TD review durations per Device
Classification

Ann XVI CS review

Micro/Biologic/Medicinal
Technical Reviews &

Biologic/Medicinal Consultations
if needed

CECP (Class III Implants)

@

Conformity Assessment Process:

» Successful completion of :
« QMS & Microbiology audits
« Technical Documentation Reviews

« Consultations (if needed)

« CECP (if needed)

Certification Process:

» BSI Scheme Manager submits recommendation to BSI

Panel for MDR certification
» Panel review and approval

> Certificate Issued
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Certification of MDR Annex XVI products

BSI Experience

» BSI has certified Dermal Fillers and Breast Implants with cosmetic indications.
» Annex XVI Implant devices sent to CECP panels.
» Panels — No Opinion offered (not novel or new health or clinical risks)

» Feedback to BSI on IFU recommendations/warnings, PMCF follow up durations and state of the
art comments.

» Ongoing reviews include other dermal fillers, breast implants and devices for lipoplasty, body-
sculpting, contact lenses, laser hair removal, dermal abrasion, facelift procedures.
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i1

BSI has internal SME/Clinical/QMS *
expertise and capacity to accept

Annex XVI Device Applications “ '

"1

-Request a quote today

For more information visit our website, here

@


https://www.bsigroup.com/en-GB/forms/request-a-quote-medical-devices/
https://www.bsigroup.com/en-GB/capabilities/medical-devices/medical-device-regulation-mdr/

@

Thank you!

BSI Group

389 Chiswick High Road
London, W4 4AL

+44 345 080 9000

bsigroup.com
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