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Medicinal Products Conformity Assessment - Directive 2001/83/EC 2
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Medical Device Conformity Assessment - New Legislative Framework 3
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Key Concepts of the New Approach Legislation
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Regulations

Directives

< Directives sets the requirements
that all EU countries must
follow

< The individual member states

then transpose these into their % MDR - (EU) 2017/745

» Regulation is a binding legislative
act. It must be applied in its
entirety across the EU.
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https://ec.europa.eu/growth/tools-

databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir id=34



https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745

Medical device definition in Regulation EU 2017/745

‘Medical device’ means any instrument, apparatus, appliance, software,
implant, reagent, material or other article intended by the manufacturer to
be used, alone or in combination, for human beings for one or more of the

Devices incorporatin% tissues or cells of
specific medical purposes of:

Human origin (non-viable)

« diagnosis, prevention, monitoring, prediction, prognosis,

treatment or alleviation of disease, Article 117 Drug/Device combinations

« diagnosis, monitoring, treatment, alleviation of or compensation
for injury or disability,

« investigation, replacement or modification of the anatomy or of a ‘ l ,

. . : Custom-made Class III implants
physiological or pathological process or state,

«  providing information by means of in vitro examination of

specimens derived from the human body, including organ blood ‘. Devices without a medical purpose - Annex
and tissue donations u XVI

and which does not achieve its principal intended action by
pharmacological, immunological or metabolic means, in or on the human

body, but which may be assisted in its function by such means. j Class I re-usable surgical instruments

The following products shall also be deemed to be medical devices:

o :.;z: Software that was Class I under MDD and now
Ry up-classified

1 "
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« devices for the control or support of conception;
« products specifically intended for the cleaning, disinfection or

sterilisation of devices

bS[. https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745
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Health technologies - wide knowledge and resilience to changes ’
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Shared objectives and possible collaboration on novel methodologies 6
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BSI available resources

Manufacturer
applies to BSI

bS'.. ..making excellence a habit”

Clinical evaluation

MDR Documentation
Submissions

Best Practices Guidelines

under EU MDR

CE marking with BSI:

The certification process for the Medical Devices Regulation and IVD Regulation

Author - Dr. Amie Smirthw Global VP for Clini

bsi.

This quide to our certificetion process will take you from your application to BSI through toa CE mark
certificate being issued to your company.

Following n initial discussion with our local commercial team, you will nesd to submita Campany
Infarmation Form; this gives B! the information we need 2hout your company and procucts in order 1o
provice an accurate propesal Your application should include the information detailed in the appropriate
Annex of the Medical Devices Reguiation (MDR) or IVD Reguiztion (IVDR), based on your chasen conformity
assessment route: = Annex I section 21 = Annex X section 2 (MDR) » Anniex Xl section £ (MDR) or
Annex X1 saction 11 (VDR)

1 the Company Information Form. Once
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tarager to oversee certification acthities,
+will renain your point of cortact for 2l
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nplementation of your QMS and its
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se zssigned to conduct your Product
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letaness znd contant of your
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reigentified. Your productls) may be
tion with a Competent Authority or the

1ce 1o the applicable requirements,

ndertaken and, if satisfied that the
1. They will then submit the infarmatian

onsisting of 2 Technical ane Reguiatary
is 2llows verification of, 2nd
are conducted by BS| s with the

r orgenization

king excellence a habit”

MDR Conformity
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Person responsible for regulatory
compliance (PRRC) - MDR/IVDR Article 15

With the MDR and IVDR, European regulators aim to ensure companies have a
regulatory expert — a Person Responsible for Regulatory Compliance (PRRC) — at
their disposal, to ensure that the company is meeting certain specific EU
requirements.

Software as a medical device - A comparison
of the EU’s approach with the US's approach

The International Medical Device Regulators Forum (IMDRF) aims to accelerate
international medical device regulatory convergence. Through the IMDRF,
regulators reached consensus on what software is considered a medical device.
Requlators call it ‘software as a medical device’ (SaMD). This paper provides a
comparison of how SaMD is regulated in the US and in the EU.

Machine learning Al in medical devices

How is Al different from traditional medical devices and medical software and
what are the implications of those differences? What controls are necessary to
ensure Al in healthcare is safe and effective?

Medical device clinical investigations —
What's new under the MDR?

The conduct of a clinical investigation is one of the most time consuming and
resource intensive activities that a medical device manufacturer can face. This
paper discusses important new requirements for pre-market and post-market
clinical investigations under the European MDR

https://www.bsigroup.com/en-GB/medical-devices/resources/whitepapers/
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