onetrust PP eaey”

EU AIA Conformity Assessment:
A step-by-step guide

Step 1

Am | obligated to perform a CA?

/ ‘ Material scope: Art 2 ’
o)

Do | fall under

the AIA? \
Isit an ‘Al system’ as per Art 3(1)?

l YES Al systems that are safety components of products
or are themselves products that fall under Annex I
Q2 NO -
Isita high-risk Higﬁ-el’?s-ll;aAbll‘:;S?;?nS:I::ZZSPhZfAlA Al'S hat bel h A M
Al system? ystems that belong to the use cases of Annex
+ (EC) the output of the system is not

l YES purely accessory & is likely to lead to significant
risks / (EP) significant risk of harm.

03 NO - u
Am | the provider? Artiole 3(e)

lYES

Step 2

When to perform a CA?

\ \

EXANTE EXPOST
Before placing the Al system IF
on the EU market or putting it into After placing the Al system on the EU market or putting it into service:
service (definitions in Art 3(9,11)) Substantial modification to the Al system
- NEW Al system

- NEW CA required 0

IF
reasons of public security or the protection of life and health of
persons, environmental protection, and the protection of key industrial
and infrastructural assets

high-risk Al system placed on the market without a prior CA. (Art 47)

Continued overleaf




Step 3

What body is conducting the CA?

INTERNAL

l

PROVIDER (or any other responsible actor)

ANNEXVI AIA

- Quality Management System (Art 17)

- Technical documentation (Art 11) and verification of
compliance with the Requirements of Title lll, Chapter 2

- Design & development process is Provider submits two applications to the NB
consistent with the technical documentation 1. Forthe OMS
2. Forthe TD
- Post-market monitoring (Art 61) is r
consistent with the technical documentation ]
NB:

Assesses the application
Communicates the results to the Provider:

The high-risk Al system is in conformity with

the Requirements NB issues an EU technical
documentation assessment certificate

v

The high-risk Al system is not in
conformity with the Requirements

Provider:
1. Draws up EU declaration of conformity (Annex V AlA)
2. Affixes the CE Marking

CA Approved - High-risk Al system is on the market/ in service (EX POST PHASE)
1. CA not a one-off exercise - Verification of compliance with the Requirements throughout the lifecycle of the high-risk Al system
2. Post-market monitoring system in place (Art 61)
3.1F: not in conformity anymore provider (a) inform relevant actors (b) proceed to corrective actions (Art 21)

Step 4

Assess conformity with all requirements for high-risk Al systems

Identification & Assessment of risks (known and reasonably foreseeable)

Evaluation of other possibly arising risks

Adoption of Risk Management measures (during the design and development phase of the Al system)
Testing of the high-risk Al system

A R N

Does the Al system that make use of techniques
involving the training of models with data?
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