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Frequently asked questions

CWAEIES

Q Will my MDD/AIMDD certificates be renewed or the dates specified on the certificates changed to extend the validity
of the certificates?

F£89 MDD/AIMDD BB ESEH, WP LHNERHRE ST EIEK?

A TheDirectivesare nowvoid, and hence no changesare allowed to be madeto the Directive certificates. The new Regulation allows
the MDD/AIMDD certificates to be recognised as valid even beyond the dates indicated on the certificate if certain conditions set
out in the Regulation are met, including lodging an MDR application and signing a formal written agreement by certain dates.

MDD/AIMDD 5<% B, Ak, RS MDD/AIMDD EP#TEERIEFEHN, BERFSEFRTIMNSES 4 (B2 MDR BiEH
EFIEE BERSEERNEEINYE) , SEEBMAHIAAE Y.

Q Will all the devices covered by my MDD/AIMDD certificates benefit from the longer transition timelines?
MDD/AIMDD i 5 Z FIFR 23R I & A KA R a1 R ?
The additional time made available by the new Regulation is aimed at devices transitioning to the
MDR. The MDD/AIMDD certificates will be considered valid (for the longer period) only for devices
for which there is a signed application and written agreement under MDR with a Notified Body.
FOEMR RSN MY EEEHITIEEERIE MDR F2IERY28#. MDD/AIMDD IEF#F (TE A IFIEK BB IEIA) R AMABE R, EXUEATE
ZEAENMREI MDR BEBRBEHFSEEZBENINAIZE M.

Q My MDD/AIMDD certificates have already expired. Will devices covered by these expired certificates benefit from
the longer transition timelines? Can I apply to BSI now under MDR to benefit from the longer transition timelines?

FEH MDD/AIMDD i B #, X Leid HAE 155F = A SR i R B TS A A3 S BT (a1 R 2N R IR ITE M BSI 3232 MDR Hig, BE A&
PR B ER?

A Devices covered by expired MDD/AIMDD certificates (as of the date of publication of the new Regulation) will
benefit from the longer transition timelines only if the manufacturer had submitted a signed MDR application
and concluded a written agreement with a Notified Body by the expiry date of those certificates, or if the
manufacturer has received a derogation/exemption from the Competent Authorities according to Article 59 or
Article 97 of MDR. Evidence of derogation/exemption approval maybe requested by the Notified Body in such cases.

i3 HARY MDD/AIMDD I (B ZE #4762 B) Frf SRS M I BEHIER 2R MDR Bif, HERIEBEIAZ RIEL 5 ASVMET
BEMIN, HEFEEEARYE MDR Article 59 or Article 97 RRIFEE HR/BURR/FARIER T, 7 GBS AE KNI ER B R FEX LB
T, RENA AT ERIZ AR e/ 28 e AU R,
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Q what will the Notified Bodies provide as evidence of the receipt of an MDR application?
DENM SR A, RIEEAEUIE] MDRERIE?

Notified Bodies are working together to develop a template for a confirmation document that will be issued to
manufacturers confirming the receipt of an application and signed written agreement under the MDR. The details
and the content of the confirmation document are being developed as a collaboration between Notified Bodies.

ANEVMEESIHEBHIAX A IRIR, RGBSR HRIZX M, BIAEKE MDR BRiFMEZBE NN A HHEIEXATI AR
BRBEABTTHEHEIRTE.

Q My MDD/AIMDD certificates have already expired, and we have an ongoing MDR application.
When can BSI issue the confirmatory document ascertaining the receipt of our MDR application?

F89 MDD/AIMDD iEHBidHH, mEA 15— E1Ei#1THI MDR Hi&, BSI {83 7T LAH ELEIAE ST, LARRIAUREI 7 # (189 MDR HiE?

A BSI understands the urgency of this matter and we will provide the confirmatory document as soon as the
template is finalised, and the steps required to be completed for issuing the document have been completed.

BSURRME R EEE, — BRABERIR, HEMELXXAFRHNHIITS R, Hl R L EMR HIIAES .

Q My MDD/AIMDD certificates have already expired or are about to expire. We have submitted our MDR application and
the conformity assessments are ongoing. Does the new Regulation mean that these expired Directive certificates will
have to be maintained and appropriate surveillance carried out or re-started for the expired Directive certificates?

F%89 MDD/AIMDD iEF B i3 EAsE BNIG S HR, F 1B £483 MDR HiE, & HHTE EE# TR ARIBHEM, XL S HIESIEBESMN
EPMEFFHAIL?

A For the devices transitioning to MDR, the Notified Body is required to continue its appropriate surveillance activities under
the Directives until the MDR transition is complete. If such activities had stopped at the point of certificate expiry, these will
have to be re-initiated. Changes to the terms and conditions of contract may be required to support appropriate surveillance
of devices covered by expired certificates. BSI will provide additional information once the process for this has been finalised.

X FIETEFIE MDR HIERI2EHE, ASHUREZIRIEIE S HEHITIEE 1%, EE 5T MDR HiE NRIE B EIRHE 1L A, M2
BB M T EHEBPTA SR BN S S %, TR BN S RFRMF TR RAHERXMIES, BSI FRERESE

258,

Q Our Directive certificates are issued by another Notified Body and the MDR application is with BSI. Do we have to
continue receiving audits from the Directive Notified Body under appropriate surveillance or can we transfer this to BSI?

BNEHESIEBBRS—2ENMIER, T MDR [ BSI Hif 5 SIE B EHEEBERASVHRTT, R AIHSH BSI #17?

A The new Regulation allows the MDR Notified Body to take over the appropriate surveillance of devices certified under
the Directives from the Notified Body that issued the Directive certificates under a tri-partite agreement. Several open
questions remain about these provisions in the new Regulation and BSI is working with other Notified Bodies and
EU Authorities to resolve these questions and in developing the framework that allows the transfer of appropriate
surveillance from the Directive Notified Body to the MDR Notified Body. BSI will allow such transfer of appropriate
surveillance from another Notified Body, once these questions are addressed, and a process has been established.

RIEFAM, MNEIT =5, MDR AENAE] UMERIEIEBH A STAMEE H1TEE B 1% B XIEAMBILILE, 78 JL1ME
ARMARRBSI  IETESHMAENGFIREE T E LB & (FRRX LR, H 5 EHELR, BRI B HS M AENIGEE, — BiXLE]
S EIRRR, A2 EIHRIL, BSIATLUZE R E ASMMELMIE B EE R,

Is an MDR application the only condition for benefitting from the longer transition timelines?
23 MDR HiEEE AT Y B R — R 5?2

The MDR application is just one of the conditions specified in the new Regulation to benefit from the longer transition
timelines. The other conditions are summarised below. Please refer to the Regulation for full details on all the conditions
to be met for benefitting from the longer transition timelines. Devices transitioning to MDR may be placed on the market
or put into service until the end of 2027 or 2028, based on their classification, only if the following conditions are met:

RAEFAMEIAE, MDR HRIFRBERTEKTERERNFGZ—, AR T AR FA T BEREK TR B REFAERE, 55
BEM. RSB R U T 5, IEFRIE MDR $IERIS3 A BE7E 2027 5% 2028 FJRH], IRIEE 2 ERMHIHHIRNER !

. those devices continue to comply with Directive 90/385/EEC or Directive 93/42/EEC, as applicable
YrEERTE 90/385/EEC BY 93/42/EEC 15T HIZS L, A&
. there are no significant changes in the design or intended purpose

BRI HFHRRREEARLE
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. the devices do not present an unacceptable risk to the health or safety of patients, users or other persons, or to other aspects
of the protection of public health

BMA S EE EAENMANRRRR2MRATEZNNE, B RSN AR DERFNEE A ERRAR T EZRXE

. no later than 26 May 2024, the manufacturer has put in place a quality management system in accordance with Article 10(9)
2024 & 5 A 26 Bal, FIEREERIE Article 10(9) BIIREEEREFR

. nolater than 26 May 2024, the manufacturer or the Authorised Representative has lodged a formal application with a Notified
Body in accordance with Section 4.3, first subparagraph, of Annex VII for conformity assessment in respect of a legacy device

or in respect of a device intended to substitute that legacy device, and, no later than 26 September 2024, the Notified Body
and the manufacturer have signed a written agreement in accordance with Section 4.3, second subparagraph, of Annex VII

2024 £ 5 B 26 B, FIEBHERARERIERR VI 55 437FRE—I, AASHUTREIEXRE, 2RWIEBSIMINER1ZR
BRI TRS TR, FEASYIEFIHEIERE F20245F9 B 26 BAIMREMR VI # 43 £FE_MSTEREIMY

Q Are manufacturer allowed to make changes to their devices under the Directives for a longer period under the new
Regulation?

REFERL, FIEFRETIRIEIS S H S L T T, LIEERBRUA?

A 1tis important to remember that the longer transition timelines apply only to devices that are transitioning to MDR. The new
Regulation does still allow manufacturers to make changes to devices under Directives if such changes do not constitute
a significant change in design or intended purpose. While it is possible to make some changes to devices under the MDD/
AIMDD, BSI strongly recommends that manufacturers make progress in transitioning their devices to MDR rather than consider
making changes under the Directives. Approval of changes under MDD/AIMDD will be strictly limited to those changes that
are demonstrated to be essential without which there could be challenges with market availability of safe devices to patients.

B, EKELLENEIRMERTEAEHTT MDR HIERSEM. RBASHMMIRITHTEIRBHNEATE, FrEARE A IFHIERR
fEIE X B MM B, BIRFTLURYE MDD/AIMDD X428t {7258, B BSI 5222 I GSREHE# MDR 3%, MARRIEESHMLE
55,MDD/AIMDD #t/ R Z R ERT L ENEE, BINRF IR TS, WEER L[ MHZHN AT RESEIRH .

Q BSI had previously issued guidance that submissions must be received by either 1st Oct 2022 or 1st Jan 2023 to be
assured of meeting the May 2024 deadline. We submitted our files according to these deadlines. What happens to these
submissions? Canwe nowmake other submissionsinthe contextofthe newRegulation extending the transitiontimelines?

BSI It HI'S & fiER, BRMITE 2022 £ 10 A 1 HEE 2023 & 1 A 1 BZailkESFEME, LERERE_E 2024 & 5 BA9E IEEAR 3]
PRI LEE F A HRIR AT T X 1o XL B BB I E A MK 7 i BT E R, 1R T iR ST HI(4?

A BSI operates on a first-in-first-out basis. Any submissions already received will be placed in the current queue
and conformity assessments completed as and when resources (with the appropriate competencies) become
available. We strongly recommend that manufacturers do not request to postpone these reviews to ensure
timely completion of assessments. Changes to existing submissions could result in delays in scheduling. Any
new submissions received after the 1st January 2023 will continue to be added to the end of the current queue.

BSI XAt SR N, P BRiE MRS W EHE R H At a0 e 5 IR P, HE R RA BN TER AT ST BRI EER T
SHERIAXITE, RN e T EHE YA R AR M EE AT SR AR HNTEE MNRZE 2023 F£1 A 1 BZERRH
RIS, MG EHTHRA

Q Wwe already have an MDR application with BSI. Is it possible to change my contract from Dedicated service to Standard
service for Technical Documentation reviews?

1242 M BSI #2832 7 MDR i i AXHFEIZEET T UM EERSS (Dedicated service) EE AR EIRSS (Standard service) ?

A ttis possibletochangefromaDedicatedservicetoStandardservicefor Techncial Documentationreviews. However, BSIwilltreatthese
changedservicelevelreviewsas“new”andissuean‘AmendmentAgreementtoContract'withaStandardservicefortheimpacteddevices
only. Such devices moving to the Standard service will be added to the end of the current queue of work already in place by that date.

AL AT M T BIRSS L E AT ERSS. AT, BSI SR EBEIFEMA FER", T W mthil . EE R ARSI
WIS EFHIAF T,

Q Will BSI issue new deadlines for submission of Technical Documentation based on the new transition timelines of end
of 2027 or 2028?

BSI 2B S1RIE 2027 5 2028 FIRMFHTEIIER, RAIRTHAXGAEFE LB HA?

A BSIdoesnotintendtoissuenewdeadlinesforthesubmissionoftheTechnical Documentationbasedonthenewtransitiontimelines. It
willbethemanufacturer’ sresponsibilitytoensurethattheysubmitthe documentationinatimelymannerconsideringthe new MDR
transition timelines that will apply to their devices and the typical time required to complete the conformity assessment processes
for those types of devices under MDR. Please consider the need for any external consultation processes for your devices such as
medicinal consultations, animal tissue consultations etc. which could prolong the conformity assessment processes significantly.
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BSI AT EARIERT BT R Bl R R e SRR SAS BT ELLE B . RiSR A SR 1T## MDR HIE, (kiER#HT MDR LERSEIRMITH
INIERIFRE A E], R BHR IR A X M. SR ER SR MEEH ITAY S WA R EEF, BERZIINDE AR EEEKINERE .

Q Does BSI anticipate improved capacity as a result of this change?
EMX—EE, BSI EERIRE6E?

Since MDR and IVDR were published, BSI has grown 18% CAGR every year. BSI continues to adapt its resource plan based
on the changes being experienced in the medical device legislations. The new Regulation certainly provides additional
relief to Notified Bodies in terms of the longer transition timelines. BSI is also constantly working on streamlining
its processes and introducing new IT systems to be more efficient and release additional capacity. BSI will consider
new requests in areas where it has capacity available. Please contact the Sales Teams for any enquiries in this matter.

B MDR #1 IVDR & # LA3K, BSI FNE S FIEKEF 18%, BSI FASARIEE T 28 M EMAYE (AR ZRIT R MK B BT B2
=, MEAMAEA R ETWERR T BSHESBSLNTER BRI, HEINNITRS, SEREME, BINE S 88 N~ niF, BSI
R UGB ERIE AR X A IR, B S HERPAEX R,

Q Our MDR certificates are already issued and we are ready to make changes to the devices already MDR certified. Will our
change reviews be deprioritized so that BSI can focus on initial applications only?

FA1SLEEUF MDR IEH, Bit XM EEBSI EE 2 FIRITFRNNESR, UMEETTHERIE?

A All MDR work will be given equal priority. BSI is operating business as usual with any MDR conformity assessment type,
including changes, being scheduled as first-in-first-out.

Ffi§ MDR BREEIGEHERFMM LR TR T EXEEHELER MDR BiE, BSIHIRREBT#H T HRERM#HIT,

SRR NP EFRR Z BT, B AR SRS F9 o
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