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Combination Products and How they
are regulated - Graphical Summary
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CA = Competent Authority, OCP = Ofbce of Combination Products, NB = NotiPed Body
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Notified body opinion process n’

TUV SUD Article 117 Examination Process

Art. 117 Documentation Documentation
Application  Order submission submission
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1st assessment cycle 2nd assessment cycle (if needed)
= 40 working days = 20 working days

List of Questions
(if needed)
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Risk analysis
(clause 5 of EN ISO 14971)

Systematic use of available information to identify hazards and to estimate risk

Available information

-Standards
-Guidelines
e -Published literature
the intended use -IMDRF Coding
and reasonably -ECRI Coding
foreseeable misuse -Simulations
-Testing

Identification of
hazards and
hazardous situations

-Clinical evidence
-Expert evaluation
-Service records
hazardous -Post market data
situation -Investigations

Estimation of
risks for each

associated with
the medical device

Identification of
the characteristics
of the medical
device related
to SAFETY
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EU MDR Post-market Annex | s3-5,
s8 and Article 88
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Residual risks and
unanticipated side
I effects

Risk evaluation

MIR
Coding

Vigilance

Effectiveness
demonstrated

Diagnostic or
therapeutic benefit

Controls achieve a high
level of protection iaw
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effectiveness commensurate with
state of art
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DESIGN REVIEW
PROCESS
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Mliekarenska 9, 821 09
Bratislava, Slovak Republic
ID: 47 068 124

VAT no: SK2023741973
Office: +421 948 262 346

© 100% Secure payments
Your details are protected and safe with
us. Tax || ed at the checkout.
E". VIsA


https://www.symmetric.events/event/drug-device-combination-products-notified-body-opinion-process/
https://www.linkedin.com/company/symmetrictraining

SYMMETRIC

W T T

artner for Pharma, Blotech am\ﬁl
edical Device Training

ever 500 companies annually. Enter our
or eutical professmnals’

g
VIEW ALL TRAINING COURSES

JURE R TR Rpes====

”f"" m” lﬂ i

-
ozatl]
Il
IJHHﬂw”ﬂ“fﬂh o

iy .i' "a‘_ B '

(/4 K
,',f J'," ,f /,-‘f'"

e et

T
—— - =
— ¥

W}/’W ln”u'f/,;/é;f}

: d"ll- il

i - 'duﬂi!ﬂiﬂl'.MIrLJ{
gAnanaa0

.E}H

Mu



https://www.symmetric.events/training-courses/



