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e p
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p
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b
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d
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d
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 m
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p
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e m
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u
sers o

f A
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stem
s lo

cated
 w

ith
in

 th
e U

n
io

n
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(c)
p
ro

v
id

ers an
d
 u

sers o
f A

I sy
stem
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cated

 in
 a th

ird
 co

u
n
try

, w
h
ere th
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u
tp

u
t p
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u

ced
 

b
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stem

 is u
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 in
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n
io
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2
.

F
o
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h

-risk
 A
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stem
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n
en

ts o
f p
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d
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stem
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stem
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ith
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p
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0
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;

(c)
R

eg
u
latio

n
 (E

U
) N

o
 1

6
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;
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(e)
D
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0
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;
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R
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0
1
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5
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;
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1
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;

(h
)

R
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p
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r m
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1
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0
/3

1
/E

C
 o

f th
e E

u
ro

p
ean
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t an

d
 o
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o
u

n
cil o

f 8
 Ju

n
e 2

0
0

0
 o

n
 certain

 leg
al asp

ects o
f in

fo
rm

atio
n
 so

c
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 p
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r o
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 o
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e p

ro
v
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F
o
r th

e p
u
rp

o
se o

f th
is R

eg
u
latio

n
, th

e fo
llo

w
in

g
 

d
efin

itio
n
s ap

p
ly
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(1
)

µDUWLILFLDO�LQWHOOLJHQFH�V\VWHP
¶��$

,�V\VWHP
�

m
ean

s so
ftw

are th
at is d

ev
elo

p
ed

 w
ith

 o
n
e o

r m
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p
ro

ach
es listed

 in
 A

n
n
ex

 I 

an
d
 can

, fo
r a g

iv
en

 set o
f h

u
m

an
-d

efin
ed

 o
b
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d
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n
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r d
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n
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en

cin
g
 th

e 

en
v
iro

n
m

en
ts th

e
y
 in

teract w
ith

; 

'
(
/
(
7
(
'

IE
: 

(C
o
m

m
en
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W
e are concerned that the broad definition of AI used in the proposal 

could capture ordinary autom
ated processes that do not actually 
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2
C

o
m

m
issio

n
 R

eco
m

m
e
n
d

atio
n
 o

f 6
 M

a
y
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0
0

3
 co

n
cern

in
g
 th

e d
efin

itio
n
 o

f m
icro

, sm
all a

n
d

 m
ed

iu
m

-sized
 en

terp
rises (O

J L
 1

2
4

, 2
0

.5
.2

0
0
3

, p
. 3

6
). 

involve AI as this m
ay im

pose a disproportionate regulatory burden and 

ham
per innovation. W

e w
ould w

elcom
e a carefully thought approach 

to the definition w
hich considers aspects of task-oriented know

ledge 

and trained m
odels as fundam

ental to AI as w
ell as regard AI as a 

specific capability of a generic system
. 

(1
)
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r th
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I sy

stem
 d
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iew
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n
 th

e m
ark
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u
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to

 serv
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r p
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en
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r free o
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0
0
3
/3

6
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C
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(4
)
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ean
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y
 n

atu
ral o

r leg
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o
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r o
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o
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y
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(5
)
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, p
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 p
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u
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n
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(6
)

µLP
SRUWHU¶�P
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n
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 in

 th
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n
io
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 th
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n
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n
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(7
)

µGLVWULEXWRU¶�P
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 th
e su
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ly
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ain

, o
th

er th
an

 th
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ro
v
id
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ailab

le o
n
 

th
e U

n
io

n
 m

ark
et w

ith
o
u

t affectin
g
 its p

ro
p
erties; 

(8
)

µRSHUDWRU¶�P
HDQV�WKH�SURYLGHU��WKH�XVHU��WKH

au
th

o
rised

 rep
resen

tativ
e, th

e im
p
o
rter an

d
 th

e 

d
istrib

u
to

r; 

(9
)

µSODFLQJ�RQ�WKH�P
DUNHW¶�P

HDQV�WKH�ILUVW

m
ak

in
g
 av

ailab
le o

f an
 A

I sy
stem

 o
n
 th

e U
n
io

n
 

m
ark

et; 

(1
0
)

µP
DNLQJ�DYDLODEOH�RQ�WKH�P

DUNHW¶�P
HDQV�DQ\

su
p
p
ly

 o
f an

 A
I sy

stem
 fo

r d
istrib

u
tio

n
 o

r u
se o

n
 th

e 

U
n
io

n
 m

ark
et in

 th
e co

u
rse o

f a co
m

m
ercial activ

ity
, 

w
h
eth

er in
 retu

rn
 fo

r p
a
y
m

en
t o

r free o
f ch

arg
e; 
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(1
1
)

µSXWWLQJ�LQWR�VHUYLFH¶�P
HDQV�WKH�VXSSO\�RI�DQ

A
I sy

stem
 fo

r first u
se d

irectly
 to

 th
e u

ser o
r fo

r o
w

n
 

u
se o

n
 th

e U
n
io

n
 m

ark
et fo

r its in
ten

d
ed

 p
u
rp

o
se; 

(1
2
)

µLQWHQGHG�SXUSRVH¶�P
HDQV�WKH�XVH�IRU�Z

KLFK

an
 A

I sy
stem

 is in
ten

d
ed

 b
y
 th

e p
ro

v
id

er, in
clu

d
in

g
 

th
e sp

ecific co
n
tex

t an
d
 co

n
d
itio

n
s o

f u
se, as 

sp
ecified

 in
 th

e in
fo

rm
atio

n
 su

p
p
lied

 b
y
 th

e p
ro

v
id

er 

in
 th

e in
stru

ctio
n
s fo

r u
se, p

ro
m

o
tio

n
al o

r sales 

m
aterials an

d
 statem

en
ts, as w

ell as in
 th

e tech
n
ical 

d
o
cu

m
en

tatio
n
; 

(1
3
)

µUHDVRQDEO\�IRUHVHHDEOH�P
LVXVH¶�P

HDQV�WKH

u
se o

f an
 A

I sy
stem

 in
 a w

a
y
 th

at is n
o
t in

 

acco
rd

an
ce w

ith
 its in

ten
d
ed

 p
u
rp

o
se, b

u
t w

h
ich

 m
ay

 

resu
lt fro

m
 reaso

n
ab

ly
 fo

reseeab
le h

u
m

an
 b

eh
av

io
u

r 

o
r in

teractio
n
 w

ith
 o

th
er sy

stem
s; 
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d
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(1
4
)

µVDIHW\�FRP
SRQHQW�RI�D�SURGXFW�RU�V\VWHP

¶

m
ean

s a co
m

p
o
n
en

t o
f a p

ro
d
u
ct o

r o
f a sy

stem
 

w
h
ich

 fu
lfils a safety

 fu
n

ctio
n
 fo

r th
at p

ro
d
u
ct o

r 

sy
stem

 o
r th

e failu
re o

r m
alfu

n
ctio

n
in

g
 o

f w
h
ich

 

en
d
an

g
ers th

e h
ealth

 an
d
 safety

 o
f p

erso
n
s o

r 

p
ro

p
erty

; 

(1
5
)

µLQVWUXFWLRQV�IRU�XVH¶�P
HDQV�WKH�LQIRUP

DWLRQ

p
ro

v
id

ed
 b

y
 th

e p
ro

v
id

er to
 in

fo
rm

 th
e u

ser o
f in

 

SDUWLFXODU�DQ�$
,�V\VWHP

¶V�LQWHQGHG�SXUSRVH�DQG�

p
ro

p
er u

se, in
clu

siv
e o

f th
e sp

ecific g
eo

g
rap

h
ical, 

b
eh

av
io

u
ral o

r fu
n
ctio

n
al settin

g
 w

ith
in

 w
h
ich

 th
e 

h
ig

h
-risk

 A
I sy

stem
 is in

ten
d
ed

 to
 b

e u
sed

; 

(1
6
)

µUHFDOO�RI�DQ�$
,�V\VWHP

¶�P
HDQV�DQ\�P

HDVXUH

aim
ed

 at ach
iev

in
g
 th

e retu
rn

 to
 th

e p
ro

v
id

er o
f an

 A
I 

sy
stem

 m
ad

e av
ailab

le to
 u

sers; 
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(1
7
)

µZ
LWKGUDZ

DO�RI�DQ�$
,�V\VWHP

¶�P
HDQV�DQ\

m
easu

re aim
ed

 at p
rev

en
tin

g
 th

e d
istrib

u
tio

n
, d

isp
lay

 

an
d
 o

ffer o
f an

 A
I sy

stem
; 

(1
8
)

µSHUIRUP
DQFH�RI�DQ�$

,�V\VWHP
¶�P

HDQV�WKH

ab
ility

 o
f an

 A
I sy

stem
 to

 ach
iev

e its in
ten

d
ed

 

p
u
rp

o
se; 

(1
9
)

µQRWLI\LQJ�DXWKRULW\¶�P
HDQV�WKH�QDWLRQDO

au
th

o
rity

 resp
o
n
sib

le fo
r settin

g
 u

p
 an

d
 carry

in
g
 o

u
t 

th
e n

ecessary
 p

ro
ced

u
res fo

r th
e assessm

en
t, 

d
esig

n
atio

n
 an

d
 n

o
tificatio

n
 o

f co
n
fo

rm
ity

 

assessm
en

t b
o
d
ies an

d
 fo

r th
eir m

o
n
ito

rin
g
; 

(2
0
)

µFRQIRUP
LW\�DVVHVVP

HQW¶�P
HDQV�WKH�SURFHVV

o
f v

erify
in

g
 w

h
eth

er th
e req

u
irem

en
ts set o

u
t in

 T
itle 

III, C
h
ap

ter 2
 o

f th
is R

eg
u
latio

n
 relatin

g
 to

 an
 A

I 

sy
stem

 h
av

e b
een

 fu
lfilled

; 
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(2
1
)

µFRQIRUP
LW\�DVVHVVP

HQW�ERG\¶�P
HDQV�D�ERG\

th
at p

erfo
rm

s th
ird

-p
arty

 co
n
fo

rm
ity

 assessm
en

t 

activ
ities, in

clu
d
in

g
 testin

g
, certificatio

n
 an

d
 

in
sp

ectio
n
; 

(2
2
)

µQRWLILHG�ERG\¶�P
HDQV�D�FRQIRUP

LW\

assessm
en

t b
o
d

y
 d

esig
n
ated

 in
 acco

rd
an

ce w
ith

 th
is 

R
eg

u
latio

n
 an

d
 o

th
er relev

an
t U

n
io

n
 h

arm
o
n
isatio

n
 

leg
islatio

n
; 

(2
3
)

µVXEVWDQWLDO�P
RGLILFDWLRQ¶�P

HDQV�D�FKDQJH�WR

th
e A

I sy
stem

 fo
llo

w
in

g
 its p

lacin
g
 o

n
 th

e m
ark

et o
r 

p
u
ttin

g
 in

to
 serv

ice w
h
ich

 affects th
e co

m
p
lian

ce o
f 

th
e A

I sy
stem

 w
ith

 th
e req

u
irem

en
ts set o

u
t in

 T
itle 

III, C
h
ap

ter 2
 o

f th
is R

eg
u
latio

n
 o

r resu
lts in

 a 

m
o
d
ificatio

n
 to

 th
e in

ten
d
ed

 p
u
rp

o
se fo

r w
h
ich

 th
e 

A
I sy

stem
 h

as b
een

 assessed
; 
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(2
4
)

µ&
(�P

DUNLQJ�RI�FRQIRUP
LW\¶��&

(�P
DUNLQJ�

m
ean

s a m
ark

in
g
 b

y
 w

h
ich

 a p
ro

v
id

er in
d
icates th

at 

an
 A

I sy
stem

 is in
 co

n
fo

rm
ity

 w
ith

 th
e req

u
irem

en
ts 

set o
u
t in

 T
itle III, C

h
ap

ter 2
 o

f th
is R

eg
u
latio

n
 an

d
 

o
th

er ap
p
licab

le U
n
io

n
 leg

islatio
n
 h

arm
o
n
isin

g
 th

e 

FRQGLWLRQV�IRU�WKH�P
DUNHWLQJ�RI�SURGXFWV��µ8

QLRQ�

KDUP
RQLVDWLRQ�OHJLVODWLRQ¶��SURYLGLQJ�IRU�LWV�DIIL[LQJ� 

(2
5
)

µSRVW-P
DUNHW�P

RQLWRULQJ¶�P
HDQV�DOO�DFWLYLWLHV

carried
 o

u
t b

y
 p

ro
v
id

ers o
f A

I sy
stem

s to
 p

ro
activ

ely
 

co
llect an

d
 rev

iew
 ex

p
erien

ce g
ain

ed
 fro

m
 th

e u
se o

f 

A
I sy

stem
s th

ey
 p

lace o
n

 th
e m

ark
et o

r p
u
t in

to
 

serv
ice fo

r th
e p

u
rp

o
se o

f id
en

tify
in

g
 an

y
 n

eed
 to

 

im
m

ed
iately

 ap
p
ly

 an
y
 n

ecessary
 co

rrectiv
e o

r 

p
rev

en
tiv

e actio
n
s; 

(2
6
)

µP
DUNHW�VXUYHLOODQFH�DXWKRULW\¶�P

HDQV�WK
e

n
atio

n
al au

th
o
rity

 carry
in

g
 o

u
t th

e activ
ities an

d
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tak
in

g
 th

e m
easu

res p
u

rsu
an

t to
 R

eg
u
latio

n
 (E

U
) 

2
0
1
9
/1

0
2
0
; 

(2
7
)

µKDUP
RQLVHG�VWDQGDUG¶�P

HDQV�D�(XURSHDQ

stan
d
ard

 as d
efin

ed
 in

 A
rticle 2

(1
)(c) o

f R
eg

u
latio

n
 

(E
U

) N
o
 1

0
2
5
/2

0
1
2
; 

(2
8
)

µFRP
P
RQ�VSHFLILFDWLRQV¶�P

HDQV�D�GRFXP
HQW�

o
th

er th
an

 a stan
d

ard
, co

n
tain

in
g
 tech

n
ical so

lu
tio

n
s 

p
ro

v
id

in
g
 a m

ean
s to

, co
m

p
ly

 w
ith

 certain
 

req
u
irem

en
ts an

d
 o

b
lig

atio
n
s estab

lish
ed

 u
n
d
er th

is 

R
eg

u
latio

n
; 

(2
9
)

µWUDLQLQJ�GDWD¶�P
HDQV�GDWD�XVHG�IRU�WUDLQLQJ

an
 A

I sy
stem

 th
ro

u
g
h
 fittin

g
 its learn

ab
le p

aram
eters, 

in
clu

d
in

g
 th

e w
eig

h
ts o

f a n
eu

ral n
etw

o
rk

; 

(3
0
)

µYDOLGDWLRQ�GDWD¶�P
HDQV�GDWD�XVHG�IRU
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p
ro

v
id

in
g
 an

 ev
alu

atio
n
 o

f th
e train

ed
 A

I sy
stem

 an
d
 

fo
r tu

n
in

g
 its n

o
n

-learn
ab

le p
aram

eters an
d
 its 

learn
in

g
 p

ro
cess, am

o
n

g
 o

th
er th

in
g
s, in

 o
rd

er to
 

p
rev

en
t o

v
erfittin

g
; w

h
ereas th

e v
alid

atio
n
 d

ataset 

can
 b

e a sep
arate d

ataset o
r p

art o
f th

e train
in

g
 

d
ataset, eith

er as a fix
ed

 o
r v

ariab
le sp

lit; 

(3
1
)

µWHVWLQJ�GDWD¶�P
HDQV�GDWD�XVHG�IRU�SURYLGLQJ

an
 in

d
ep

en
d
en

t ev
alu

atio
n
 o

f th
e train

ed
 an

d
 

v
alid

ated
 A

I sy
stem

 in
 o

rd
er to

 co
n
firm

 th
e ex

p
ected

 

p
erfo

rm
an

ce o
f th

at sy
stem

 b
efo

re its p
lacin

g
 o

n
 th

e 

m
ark

et o
r p

u
ttin

g
 in

to
 serv

ice;  

(3
2
)

µLQSXW�GDWD¶�m
ean

s d
ata p

ro
v
id

ed
 to

 o
r

d
irectly

 acq
u
ired

 b
y
 an

 A
I sy

stem
 o

n
 th

e b
asis o

f 

w
h
ich

 th
e sy

stem
 p

ro
d
u
ces an

 o
u
tp

u
t; 

(3
3
)

µELRP
HWULF�GDWD¶�P

HDQV�SHUVRQDO�GDWD

resu
ltin

g
 fro

m
 sp

ecific tech
n
ical p

ro
cessin

g
 relatin

g
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to
 th

e p
h

y
sical, p

h
y
sio

lo
g
ical o

r b
eh

av
io

u
ral 

ch
aracteristics o

f a n
atu

ral p
erso

n
, w

h
ich

 allo
w

 o
r 

co
n
firm

 th
e u

n
iq

u
e id

en
tificatio

n
 o

f th
at n

atu
ral 

p
erso

n
, su

ch
 as facial im

ag
es o

r d
acty

lo
sco

p
ic d

ata; 

 
 

(3
4
) 

µHP
RWLRQ�UHFRJQLWLRQ�V\VWHP

¶�P
HDQV�DQ�$

,�

sy
stem

 fo
r th

e p
u
rp

o
se o

f id
en

tify
in

g
 o

r in
ferrin

g
 

em
o
tio

n
s o

r in
ten

tio
n
s o

f n
atu

ral p
erso

n
s o

n
 th

e b
asis 

o
f th

eir b
io

m
etric d

ata; 

 

 
 

(3
5
) 

µELRP
HWULF�FDWHJRULVDWLRQ�V\VWHP

¶�P
HDQV�DQ�

A
I sy

stem
 fo

r th
e p

u
rp

o
se o

f assig
n
in

g
 n

atu
ral 

p
erso

n
s to

 sp
ecific categ

o
ries, su

ch
 as sex

, ag
e, h

air 

co
lo

u
r, e

y
e co

lo
u
r, tatto

o
s, eth

n
ic o

rig
in

 o
r sex

u
al o

r 

p
o
litical o

rien
tatio

n
, o

n
 th

e b
asis o

f th
eir b

io
m

etric 

d
ata; 

 

 
 

(3
6
) 

µUHP
RWH�ELRP

HWULF�LGHQWLILFDWLRQ�V\VWHP
¶�

m
ean

s an
 A

I sy
stem

 fo
r th

e p
u
rp

o
se o

f id
en

tify
in

g
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n
atu

ral p
erso

n
s at a d

istan
ce th

ro
u

g
h
 th

e co
m

p
ariso

n
 

RI�D�SHUVRQ¶V�ELRP
HWULF�GDWD�Z

LWK�WKH�ELRP
HWULF�GDWD�

co
n
tain

ed
 in

 a referen
ce d

atab
ase, an

d
 w

ith
o
u
t p

rio
r 

k
n
o
w

led
g
e o

f th
e u

ser o
f th

e A
I sy

stem
 w

h
eth

er th
e 

p
erso

n
 w

ill b
e p

resen
t an

d
 can

 b
e id

en
tified

 ; 

(3
7
)

µµUHDO-WLP
H¶�UHP

RWH�ELRP
HWULF�LGHQWLILFatio

n

V\VWHP
¶�P

HDQV�D�UHP
RWH�ELRP

HWULF�LGHQWLILFDWLRQ�

sy
stem

 w
h
ereb

y
 th

e cap
tu

rin
g
 o

f b
io

m
etric d

ata, th
e 

co
m

p
ariso

n
 an

d
 th

e id
en

tificatio
n
 all o

ccu
r w

ith
o
u
t a 

sig
n
ifican

t d
ela

y
. T

h
is co

m
p
rises n

o
t o

n
ly

 in
stan

t 

id
en

tificatio
n
, b

u
t also

 lim
ited

 sh
o
rt d

elay
s in

 o
rd

er 

to
 av

o
id

 circu
m

v
en

tio
n
. 

(3
8
)

µµSRVW¶�UHP
RWH�ELRP

HWULF�LGHQWLILFDWLRQ

V\VWHP
¶�P

HDQV�D�UHP
RWH�ELRP

HWULF�LGHQWLILFDWLRQ�

V\VWHP
�RWKHU�WKDQ�D�µUHDO-WLP

H¶�UHP
RWH�ELRP

HWULF�

id
en

tificatio
n
 sy

stem
; 
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o
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m
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d
d
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n
a
l) 

U
p
d
a
ted
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8
/1

1
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0
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0
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2
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(3
9
)

µSXEOLFO\�DFFHVVLEOH�VSDFH¶�P
HDQV�DQ\

p
h

y
sical p

lace accessib
le to

 th
e p

u
b
lic, reg

ard
less o

f 

w
h
eth

er certain
 co

n
d
itio

n
s fo

r access m
a
y
 ap

p
ly

; 

(4
0
)

µODZ
�HQIRUFHP

HQW�DXWKRULW\¶�P
HDQV�

IE
: 

(C
o
m

m
en

ts): 

dŚĞ�ĚĞĨŝŶŝƚŝŽŶ�ŽĨ�͚ůĂǁ
�ĞŶĨŽƌĐĞŵ

ĞŶƚ͛�ƵŶĚĞƌ�ĂƌƚŝĐůĞ�ϯ;ϰϬͿ�ŵ
ƵƐƚ�ƚĂŬĞ�

account of the fact that law
 enforcem

ent applications of AI go beyond 
traditional police and security forces, and into the w

ider public sector 
and parts of the private sector. 

(a)
an

y
 p

u
b
lic au

th
o
rity

 co
m

p
eten

t fo
r th

e

p
rev

en
tio

n
, in

v
estig

atio
n
, d

etectio
n
 o

r p
ro

secu
tio

n
 o

f 

crim
in

al o
ffen

ces o
r th

e ex
ecu

tio
n
 o

f crim
in

al 

p
en

alties, in
clu

d
in

g
 th

e safeg
u
ard

in
g
 ag

ain
st an

d
 th

e 

p
rev

en
tio

n
 o

f th
reats to

 p
u
b
lic secu

rity
; o

r 
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(b
)

an
y
 o

th
er b

o
d

y
 o

r en
tity

 en
tru

sted
 b

y

M
em

b
er S

tate law
 to

 ex
ercise p

u
b
lic au

th
o
rity

 an
d

 

p
u
b
lic p

o
w

ers fo
r th

e p
u
rp

o
ses o

f th
e p

rev
en

tio
n
, 

in
v
estig

atio
n
, d

etectio
n
 o

r p
ro

secu
tio

n
 o

f crim
in

al 

o
ffen

ces o
r th

e ex
ecu

tio
n
 o

f crim
in

al p
en

alties, 

in
clu

d
in

g
 th

e safeg
u
ard

in
g
 ag

ain
st an

d
 th

e 

p
rev

en
tio

n
 o

f th
reats to

 p
u
b
lic secu

rity
; 

(4
1
)

µODZ
�HQIRUFHP

HQW¶�P
Han

s activ
ities carried

o
u
t b

y
 law

 en
fo

rcem
en

t au
th

o
rities fo

r th
e 

p
rev

en
tio

n
, in

v
estig

atio
n
, d

etectio
n
 o

r p
ro

secu
tio

n
 o

f 

crim
in

al o
ffen

ces o
r th

e ex
ecu

tio
n
 o

f crim
in

al 

p
en

alties, in
clu

d
in

g
 th

e safeg
u
ard

in
g
 ag

ain
st an

d
 th

e 

p
rev

en
tio

n
 o

f th
reats to

 p
u
b
lic secu

rity
; 

(4
2
)

µQDWLRQDO�VXSHUYLVRU\�DXWKRULW\¶�P
HDQV�WKH

au
th

o
rity

 to
 w

h
ich

 a M
em

b
er S

tate assig
n
s th

e 

resp
o
n
sib

ility
 fo

r th
e im

p
lem

en
tatio

n
 an

d
 ap

p
licatio

n
 

o
f th

is R
eg

u
latio

n
, fo

r co
o
rd

in
atin

g
 th

e activ
ities 
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en
tru

sted
 to

 th
at M

em
b
er S

tate, fo
r actin

g
 as th

e 

sin
g
le co

n
tact p

o
in

t fo
r th

e C
o
m

m
issio

n
, an

d
 fo

r 

rep
resen

tin
g
 th

e M
em

b
er S

tate at th
e E

u
ro

p
ean

 

A
rtificial In

tellig
en

ce B
o

ard
;  

(4
3
)

µQDWLRQDO�FRP
SHWHQW�DXWKRULW\¶�P

HDQV�WKH

n
atio

n
al su

p
erv

iso
ry

 au
th

o
rity

, th
e n

o
tify

in
g
 

au
th

o
rity

 an
d
 th

e m
ark

et su
rv

eillan
ce au

th
o
rity

; 

(4
4
)

µVHULRXV�LQFLGHQW¶�P
HDQV�DQ\�LQFLGHQW�WKDW

d
irectly

 o
r in

d
irectly

 lead
s, m

ig
h
t h

av
e led

 o
r m

ig
h

t 

lead
 to

 an
y
 o

f th
e fo

llo
w

in
g
: 

(a)
th

e d
eath

 o
f a p

erso
n
 o

r serio
u
s d

am
ag

e to
 a

SHUVRQ¶V�KHDOWK���WR�SURSHUW\�RU�WKH�HQYLURQP
HQW� 

(b
)

a serio
u
s an

d
 irrev

ersib
le d

isru
p
tio

n
 o

f th
e

m
an

ag
em

en
t an

d
 o

p
eratio

n
 o

f critical in
frastru

ctu
re. 
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A
rticle 4

 

A
m

en
d
m

en
ts to

 A
n
n
ex

 I 

 

 
 

T
h
e C

o
m

m
issio

n
 is em

p
o
w

ered
 to

 ad
o

p
t d

eleg
ated

 

acts in
 acco

rd
an

ce w
ith

 A
rticle 7

3
 to

 am
en

d
 th

e list 

o
f tech

n
iq

u
es an

d
 ap

p
ro

ach
es listed

 in
 A

n
n
ex

 I, in
 

o
rd

er to
 u

p
d
ate th

at list to
 m

ark
et an

d
 tech

n
o
lo

g
ical 

d
ev

elo
p
m

en
ts o

n
 th

e b
asis o

f ch
aracteristics th

at are 

sim
ilar to

 th
e tech

n
iq

u
es an

d
 ap

p
ro

ach
es listed

 

th
erein

.  

 

 
 

T
IT

L
E

 II 
 

 
 

P
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R

T
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L
 IN

T
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L
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N
C
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P
R

A
C

T
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E
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A
rticle 5

 

1
.

T
h
e fo

llo
w

in
g
 artificial in

tellig
en

ce p
ractices

sh
all b

e p
ro

h
ib

ited
: 

(a)
th

e p
lacin

g
 o

n
 th

e m
ark

et, p
u
ttin

g
 in

to
 serv

ice

o
r u

se o
f an

 A
I sy

stem
 th

at d
ep

lo
y
s su

b
lim

in
al 

WHFKQLTXHV�EH\RQG�D�SHUVRQ¶V�FRQVFLRXVQHVV�LQ�RUGHU�

WR�P
DWHULDOO\�GLVWRUW�D�SHUVRQ¶V�EHKDYLRXU�LQ�D�

m
an

n
er th

at cau
ses o

r is lik
ely

 to
 cau

se th
at p

erso
n
 o

r 

an
o
th

er p
erso

n
 p

h
y
sical o

r p
sy

ch
o
lo

g
ical h

arm
; 

IE
: 

(C
o
m

m
en

ts): 

͚ĚŝƐƚŽƌƚŝŶŐ�
Ă�

ƉĞƌƐŽŶ͛Ɛ�
behaviour 

should 
be 

further 
qualified 

to 

distinguish 
it 

from
 

prevalent 
and 

persuasive 
w

eb 
suggestions 

/ 

advertising in its current form
 w

hich does im
pact consum

er behaviour 

in favour of advertiser. 

(b
)

th
e p

lacin
g
 o

n
 th

e m
ark

et, p
u
ttin

g
 in

to
 serv

ice

o
r u

se o
f an

 A
I sy

stem
 th

at ex
p
lo

its an
y
 o

f th
e 

v
u
ln

erab
ilities o

f a sp
ecific g

ro
u
p
 o

f p
erso

n
s d

u
e to

 

th
eir ag

e, p
h

y
sical o

r m
en

tal d
isab

ility
, in

 o
rd

er to
 

m
aterially

 d
isto

rt th
e b

eh
av

io
u
r o

f a p
erso

n
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p
ertain

in
g
 to

 th
at g

ro
u
p
 in

 a m
an

n
er th

at cau
ses o

r is 

lik
ely

 to
 cau

se th
at p

erso
n
 o

r an
o
th

er p
erso

n
 p

h
y
sical 

o
r p

sy
ch

o
lo

g
ical h

arm
; 

(c)
th

e p
lacin

g
 o

n
 th

e m
ark

et, p
u
ttin

g
 in

to
 serv

ice

o
r u

se o
f A

I sy
stem

s b
y
 p

u
b
lic au

th
o
rities o

r o
n
 th

eir 

b
eh

alf fo
r th

e ev
alu

atio
n
 o

r classificatio
n
 o

f th
e 

tru
stw

o
rth

in
ess o

f n
atu

ral p
erso

n
s o

v
er a certain

 

p
erio

d
 o

f tim
e b

ased
 o

n
 th

eir so
cial b

eh
av

io
u
r o

r 

k
n
o
w

n
 o

r p
red

icted
 p

erso
n
al o

r p
erso

n
ality

 

ch
aracteristics, w

ith
 th

e so
cial sco

re lead
in

g
 to

 eith
er 

o
r b

o
th

 o
f th

e fo
llo

w
in

g
: 

(i)
d
etrim

en
tal o

r u
n
fav

o
u

rab
le treatm

en
t o

f

certain
 n

atu
ral p

erso
n
s o

r w
h
o
le g

ro
u
p
s th

ereo
f in

 

so
cial co

n
tex

ts w
h
ich

 are u
n
related

 to
 th

e co
n
tex

ts in
 

w
h
ich

 th
e d

ata w
as o

rig
in

ally
 g

en
erated

 o
r co

llected
; 
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(ii)
d
etrim

en
tal o

r u
n
fav

o
u

rab
le treatm

en
t o

f

certain
 n

atu
ral p

erso
n
s o

r w
h
o
le g

ro
u
p
s th

ereo
f th

at 

is u
n
ju

stified
 o

r d
isp

ro
p
o
rtio

n
ate to

 th
eir so

cial 

b
eh

av
io

u
r o

r its g
rav

ity
; 

(d
)

th
e u

se o
f µUHDO-WLP

H¶�UHP
RWH�ELRP

HWULF

id
en

tificatio
n
 sy

stem
s in

 p
u
b
licly

 accessib
le sp

aces 

fo
r th

e p
u
rp

o
se o

f law
 en

fo
rcem

en
t, u

n
less an

d
 in

 as 

far as su
ch

 u
se is strictly

 n
ecessary

 fo
r o

n
e o

f th
e 

fo
llo

w
in

g
 o

b
jectiv

es: 

(i)
th

e targ
eted

 search
 fo

r sp
ecific p

o
ten

tial

v
ictim

s o
f crim

e, in
clu

d
in

g
 m

issin
g
 ch

ild
ren

; 

(ii)
th

e p
rev

en
tio

n
 o

f a sp
ecific, su

b
stan

tial an
d

im
m

in
en

t th
reat to

 th
e life o

r p
h

y
sical safety

 o
f 

n
atu

ral p
erso

n
s o

r o
f a terro

rist attack
;  

'
(
/
(
7
(
'
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7KH�XVH�RI�µUHDO-WLP
H¶�UHP

RWH�ELRP
HWULF

id
en

tificatio
n
 sy

stem
s in

 p
u
b
licly

 accessib
le sp

aces 

fo
r th

e p
u
rp

o
se o

f law
 en

fo
rcem

en
t fo

r an
y
 o

f th
e 

o
b
jectiv

es referred
 to

 in
 p

arag
rap

h
 1

 p
o
in

t d
) sh

all 

tak
e in

to
 acco

u
n
t th

e fo
llo

w
in

g
 elem

en
ts: 

(a)
th

e n
atu

re o
f th

e situ
atio

n
 g

iv
in

g
 rise to

 th
e

p
o
ssib

le u
se, in

 p
articu

lar th
e serio

u
sn

ess, p
ro

b
ab

ility
 

an
d
 scale o

f th
e h

arm
 cau

sed
 in

 th
e ab

sen
ce o

f th
e 

u
se o

f th
e sy

stem
;  

(b
)

th
e co

n
seq

u
en

ces o
f th

e u
se o

f th
e sy

stem
 fo

r

th
e rig

h
ts an

d
 freed

o
m

s o
f all p

erso
n
s co

n
cern

ed
, in

 

p
articu

lar th
e serio

u
sn

ess, p
ro

b
ab

ility
 an

d
 scale o

f 

th
o
se co

n
seq

u
en

ces. 

,Q�DGGLWLRQ��WKH�XVH�RI�µUHDO-WLP
H¶�UHP

RWH�ELRP
HWULF�
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id
en

tificatio
n
 sy

stem
s in

 p
u
b
licly

 accessib
le sp

aces 

fo
r th

e p
u
rp

o
se o

f law
 en

fo
rcem

en
t fo

r an
y
 o

f th
e 

o
b
jectiv

es referred
 to

 in
 p

arag
rap

h
 1

 p
o
in

t d
) sh

all 

co
m

p
ly

 w
ith

 n
ecessary

 an
d
 p

ro
p
o
rtio

n
ate safeg

u
ard

s 

an
d
 co

n
d
itio

n
s in

 relatio
n
 to

 th
e u

se, in
 p

articu
lar as 

reg
ard

s th
e tem

p
o
ral, g

eo
g
rap

h
ic an

d
 p

erso
n
al 

lim
itatio

n
s. 

3
.

A
s reg

ard
s p

arag
rap

h
s 1

, p
o
in

t (d
) an

d
 2

,

each
 in

d
iv

id
u
al u

se fo
r th

e p
u
rp

o
se o

f law
 

en
fo

rcem
en

t o
f a µUeal-WLP

H¶�UHP
RWH�ELRP

HWULF�

id
en

tificatio
n
 sy

stem
 in

 p
u
b
licly

 accessib
le sp

aces 

sh
all b

e su
b
ject to

 a p
rio

r au
th

o
risatio

n
 g

ran
ted

 b
y
 a 

ju
d
icial au

th
o
rity

 o
r b

y
 an

 in
d
ep

en
d
en

t 

ad
m

in
istrativ

e au
th

o
rity

 o
f th

e M
em

b
er S

tate in
 

w
h
ich

 th
e u

se is to
 tak

e p
lace, issu

ed
 u

p
o
n
 a 

reaso
n
ed

 req
u
est an

d
 in

 acco
rd

an
ce w

ith
 th

e d
etailed

 

ru
les o

f n
atio

n
al law

 referred
 to

 in
 p

arag
rap

h
 4

. 

H
o
w

ev
er, in

 a d
u
ly

 ju
stified

 situ
atio

n
 o

f u
rg

en
c
y
, th

e 

IE
: 

(C
o
m

m
en

ts): 
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u
se o

f th
e sy

stem
 m

a
y
 b

e co
m

m
en

ced
 w

ith
o
u
t an

 

au
th

o
risatio

n
 an

d
 th

e au
th

o
risatio

n
 m

ay
 b

e req
u

ested
 

o
n
ly

 d
u
rin

g
 o

r after th
e u

se.   

T
h
e co

m
p
eten

t ju
d
icial o

r ad
m

in
istrativ

e au
th

o
rity

 

sh
all o

n
ly

 g
ran

t th
e au

th
o

risatio
n
 w

h
ere it is 

satisfied
, b

ased
 o

n
 o

b
jectiv

e ev
id

en
ce o

r clear 

in
d
icatio

n
s p

resen
ted

 to
 it, th

at th
e u

se RI�WKH�µUHDO-

WLP
H¶�UHP

RWH�ELRP
HWULF�LGHQWLILFDWLRQ�V\VWHP

�DW�LVVXH�

is n
ecessary

 fo
r an

d
 p

ro
p

o
rtio

n
ate to

 ach
iev

in
g
 o

n
e 

o
f th

e o
b
jectiv

es sp
ecified

 in
 p

arag
rap

h
 1

, p
o
in

t (d
), 

as id
en

tified
 in

 th
e req

u
est. In

 d
ecid

in
g
 o

n
 th

e 

req
u
est, th

e co
m

p
eten

t ju
d
icial o

r ad
m

in
istrativ

e 

au
th

o
rity

 sh
all tak

e in
to

 acco
u
n
t th

e elem
en

ts 

referred
 to

 in
 p

arag
rap

h
 2

.  

4
.

A
 M

em
b
er S

tate m
a
y
 d

ecid
e to

 p
ro

v
id

e fo
r

th
e p

o
ssib

ility
 to

 fu
lly

 o
r p

artially
 au

th
o
rise th

e u
se 

RI�µUHDO-WLP
H¶�UHP

RWH�ELRP
HWULF�LGHQWLILFDWLRQ�
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sy
stem

s in
 p

u
b
licly

 accessib
le sp

aces fo
r th

e p
u
rp

o
se 

o
f law

 en
fo

rcem
en

t w
ith

in
 th

e lim
its an

d
 u

n
d
er th

e 

co
n
d
itio

n
s listed

 in
 p

arag
rap

h
s 1

, p
o
in

t (d
), 2

 an
d
 3

. 

T
h
at M

em
b
er S

tate sh
all lay

 d
o
w

n
 in

 its n
atio

n
al law

 

th
e n

ecessary
 d

etailed
 ru

les fo
r th

e req
u
est, issu

an
ce 

an
d
 ex

ercise o
f, as w

ell as su
p
erv

isio
n
 relatin

g
 to

, th
e 

au
th

o
risatio

n
s referred

 to
 in

 p
arag

rap
h
 3

. T
h
o
se ru

les 

sh
all also

 sp
ecify

 in
 resp

ect o
f w

h
ich

 o
f th

e 

o
b
jectiv

es listed
 in

 p
arag

rap
h
 1

, p
o
in

t (d
), in

clu
d
in

g
 

w
h
ich

 o
f th

e crim
in

al o
ffen

ces referred
 to

 in
 p

o
in

t 

(iii)
th

ereo
f, th

e co
m

p
eten

t au
th

o
rities m

ay
 b

e

au
th

o
rised

 to
 u

se th
o
se sy

stem
s fo

r th
e p

u
rp

o
se o

f 

law
 en

fo
rcem

en
t. 

T
IT

L
E

 III 

H
IG

H
-R

IS
K

 A
I S

Y
S

T
E

M
S
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C
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ter 1
 

C
L

A
S

S
IF

IC
A

T
IO

N
 O

F
 A

I S
Y

S
T

E
M

S
 A

S
 H

IG
H

-

R
IS

K
 

A
rticle 6

 

C
lassificatio

n
 ru

les fo
r h

ig
h

-risk
 A

I sy
stem

s 

1
.

Irresp
ectiv

e o
f w

h
eth

er an
 A

I sy
stem

 is

p
laced

 o
n
 th

e m
ark

et o
r p

u
t in

to
 serv

ice 

in
d
ep

en
d
en

tly
 fro

m
 th

e p
ro

d
u
cts referred

 to
 in

 p
o
in

ts 

(a)
an

d
 (b

), th
at A

I sy
stem

 sh
all b

e co
n
sid

ered
 h

ig
h

-

risk
 w

h
ere b

o
th

 o
f th

e fo
llo

w
in

g
 co

n
d
itio

n
s are 

fu
lfilled

: 

(a)
th

e A
I sy

stem
 is in

ten
d
ed

 to
 b

e u
sed

 as a

safety
 co

m
p
o
n
en

t o
f a p

ro
d
u
ct, o

r is itself a p
ro

d
u

ct, 

co
v
ered

 b
y
 th

e U
n
io

n
 h

arm
o
n
isatio

n
 leg

islatio
n
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listed
 in

 A
n
n
ex

 II; 

(b
)

th
e p

ro
d
u
ct w

h
o
se safety

 co
m

p
o
n
en

t is th
e A

I

sy
stem

, o
r th

e A
I sy

stem
 itself as a p

ro
d
u
ct, is 

req
u
ired

 to
 u

n
d
erg

o
 a th

ird
-p

arty
 co

n
fo

rm
ity

 

assessm
en

t w
ith

 a v
iew

 to
 th

e p
lacin

g
 o

n
 th

e m
ark

et 

o
r p

u
ttin

g
 in

to
 serv

ice o
f th

at p
ro

d
u
ct p

u
rsu

an
t to

 th
e 

U
n
io

n
 h

arm
o
n
isatio

n
 leg

islatio
n
 listed

 in
 A

n
n
ex

 II. 

2
.

In
 ad

d
itio

n
 to

 th
e h

ig
h

-risk
 A

I sy
stem

s

referred
 to

 in
 p

arag
rap

h
 1

, A
I sy

stem
s referred

 to
 in

 

A
n
n
ex

 III sh
all also

 b
e co

n
sid

ered
 h

ig
h

-risk
. 

IE
: 

(C
o
m

m
en

ts): 

There is a potential risk of using too broad a system
 of defining risk 

according to sector,  w
hich m

ay capture products or services w
ithin 

that sector that actually contain no or low
 risks  . 

The regulation should, therefore, provide a robust m
echanism

 to help 
producers and im

plem
entors of AI classify their product or service, for 

risk potential, either by: 

a)
An exhaustive list of possible AI use cases and their respective risk

class.
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b)A flow
chart styled decision questionnaire to self-determ

ine risk class.

This 
w

ill 
help 

ensure 
innovation 

and 
com

pliance 
w

ithout 
disproportionate overheads.  

A
rticle 7

 

A
m

en
d
m

en
ts to

 A
n
n
ex

 III 

1
.

T
h
e C

o
m

m
issio

n
 is em

p
o
w

ered
 to

 ad
o

p
t

d
eleg

ated
 acts in

 acco
rd

an
ce w

ith
 A

rticle 7
3
 to

 

u
p
d
ate th

e list in
 A

n
n
ex

 III b
y
 ad

d
in

g
 h

ig
h

-risk
 A

I 

sy
stem

s w
h
ere b

o
th

 o
f th

e fo
llo

w
in

g
 co

n
d
itio

n
s are 

fu
lfilled

: 

(a)
th

e A
I sy

stem
s are in

ten
d
ed

 to
 b

e u
sed

 in
 an

y

o
f th

e areas listed
 in

 p
o
in

ts 1
 to

 8
 o

f A
n
n
ex

 III; 
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(b
)

th
e A

I sy
stem

s p
o
se a risk

 o
f h

arm
 to

 th
e

h
ealth

 an
d
 safety

, o
r a risk

 o
f ad

v
erse im

p
act o

n
 

fu
n
d
am

en
tal rig

h
ts, th

at is, in
 resp

ect o
f its sev

erity
 

an
d
 p

ro
b
ab

ility
 o

f o
ccu

rren
ce, eq

u
iv

alen
t to

 o
r 

g
reater th

an
 th

e risk
 o

f h
arm

 o
r o

f ad
v

erse im
p
act 

p
o
sed

 b
y
 th

e h
ig

h
-risk

 A
I sy

stem
s alread

y
 referred

 to
 

in
 A

n
n
ex

 III. 

2
.

W
h
en

 assessin
g
 fo

r th
e p

u
rp

o
ses o

f p
arag

rap
h

1
 w

h
eth

er an
 A

I sy
stem

 p
o
ses a risk

 o
f h

arm
 to

 th
e 

h
ealth

 an
d
 safety

 o
r a risk

 o
f ad

v
erse im

p
act o

n
 

fu
n
d
am

en
tal rig

h
ts th

at is eq
u
iv

alen
t to

 o
r g

reater 

th
an

 th
e risk

 o
f h

arm
 p

o
sed

 b
y
 th

e h
ig

h
-risk

 A
I 

sy
stem

s alread
y
 referred

 to
 in

 A
n
n
ex

 III, th
e 

C
o
m

m
issio

n
 sh

all tak
e in

to
 acco

u
n
t th

e fo
llo

w
in

g
 

criteria: 

(a)
th

e in
ten

d
ed

 p
u
rp

o
se o

f th
e A

I sy
stem

;
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(b
)

th
e ex

ten
t to

 w
h
ich

 an
 A

I sy
stem

 h
as b

een

u
sed

 o
r is lik

ely
 to

 b
e u

sed
; 

(c)
th

e ex
ten

t to
 w

h
ich

 th
e u

se o
f an

 A
I sy

stem

h
as alread

y
 cau

sed
 h

arm
 to

 th
e h

ealth
 an

d
 safety

 o
r 

ad
v
erse im

p
act o

n
 th

e fu
n
d
am

en
tal rig

h
ts o

r h
as 

g
iv

en
 rise to

 sig
n
ifican

t co
n
cern

s in
 relatio

n
 to

 th
e 

m
aterialisatio

n
 o

f su
ch

 h
arm

 o
r ad

v
erse im

p
act, as 

d
em

o
n
strated

 b
y
 rep

o
rts o

r d
o
cu

m
en

ted
 alleg

atio
n
s 

su
b
m

itted
 to

 n
atio

n
al co

m
p
eten

t au
th

o
rities; 

(d
)

th
e p

o
ten

tial ex
ten

t o
f su

ch
 h

arm
 o

r su
ch

ad
v
erse im

p
act, in

 p
articu

lar in
 term

s o
f its in

ten
sity

 

an
d
 its ab

ility
 to

 affect a p
lu

rality
 o

f p
erso

n
s; 

(e)
th

e ex
ten

t to
 w

h
ich

 p
o
ten

tially
 h

arm
ed

 o
r

ad
v
ersely

 im
p
acted

 p
erso

n
s are d

ep
en

d
en

t o
n
 th

e 
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o
u
tco

m
e p

ro
d
u
ced

 w
ith

 an
 A

I sy
stem

, in
 p

articu
lar 

b
ecau

se fo
r p

ractical o
r leg

al reaso
n
s it is n

o
t 

reaso
n
ab

ly
 p

o
ssib

le to
 o

p
t-o

u
t fro

m
 th

at o
u
tco

m
e; 

(f)
th

e ex
ten

t to
 w

h
ich

 p
o
ten

tially
 h

arm
ed

 o
r

ad
v
ersely

 im
p
acted

 p
erso

n
s are in

 a v
u
ln

erab
le 

p
o
sitio

n
 in

 relatio
n
 to

 th
e u

ser o
f an

 A
I sy

stem
, in

 

p
articu

lar d
u

e to
 an

 im
b
alan

ce o
f p

o
w

er, k
n
o
w

led
g
e, 

eco
n
o
m

ic o
r so

cial circu
m

stan
ces, o

r ag
e; 

(g
)

th
e ex

ten
t to

 w
h
ich

 th
e o

u
tco

m
e p

ro
d
u
ced

w
ith

 an
 A

I sy
stem

 is easily
 rev

ersib
le, w

h
ereb

y
 

o
u
tco

m
es h

av
in

g
 an

 im
p
act o

n
 th

e h
ealth

 o
r safety

 o
f 

p
erso

n
s sh

all n
o
t b

e co
n
sid

ered
 as easily

 rev
ersib

le; 

(h
)

th
e ex

ten
t to

 w
h
ich

 ex
istin

g
 U

n
io

n
 leg

islatio
n

p
ro

v
id

es fo
r: 
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(i)
effectiv

e m
easu

res o
f red

ress in
 relatio

n
 to

th
e risk

s p
o
sed

 b
y
 an

 A
I sy

stem
, w

ith
 th

e ex
clu

sio
n
 

o
f claim

s fo
r d

am
ag

es; 

(ii)
effectiv

e m
easu

res to
 p

rev
en

t o
r su

b
stan

tially

m
in

im
ise th

o
se risk

s. 

C
h
ap

ter 2
 

R
E

Q
U

IR
E

M
E

N
T

S
 F

O
R

 H
IG

H
-R

IS
K

 A
I S

Y
S

T
E

M
S

 

A
rticle 8

 

C
o
m

p
lian

ce w
ith

 th
e req

u
irem

en
ts 

1
.

H
ig

h
-risk

 A
I sy

stem
s sh

all co
m

p
ly

 w
ith

 th
e

req
u
irem

en
ts estab

lish
ed

 in
 th

is C
h
ap

ter. 
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2
.

T
h
e in

ten
d
ed

 p
u
rp

o
se o

f th
e h

ig
h

-risk
 A

I

sy
stem

 an
d
 th

e risk
 m

an
ag

em
en

t sy
stem

 referred
 to

 

in
 A

rticle 9
 sh

all b
e tak

en
 in

to
 acco

u
n
t w

h
en

 

en
su

rin
g
 co

m
p
lian

ce w
ith

 th
o
se req

u
irem

en
ts. 

A
rticle 9

 

R
isk

 m
an

ag
em

en
t sy

stem
 

1
.

A
 risk

 m
an

ag
em

en
t sy

stem
 sh

all b
e

estab
lish

ed
, im

p
lem

en
ted

, d
o
cu

m
en

ted
 an

d
 

m
ain

tain
ed

 in
 relatio

n
 to

 h
ig

h
-risk

 A
I sy

stem
s. 

2
.

T
h
e risk

 m
an

ag
em

en
t sy

stem
 sh

all co
n
sist o

f

a co
n
tin

u
o
u
s iterativ

e p
ro

cess ru
n
 th

ro
u

g
h
o
u
t th

e 

en
tire lifec

y
cle o

f a h
ig

h
-risk

 A
I sy

stem
, req

u
irin

g
 

reg
u
lar sy

stem
atic u

p
d

atin
g
. It sh

all co
m

p
rise th

e 

fo
llo

w
in

g
 step

s: 
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(a)
id

en
tificatio

n
 an

d
 an

aly
sis o

f th
e k

n
o
w

n
 an

d

fo
reseeab

le risk
s asso

ciated
 w

ith
 each

 h
ig

h
-risk

 A
I 

sy
stem

; 

(b
)

estim
atio

n
 an

d
 ev

alu
atio

n
 o

f th
e risk

s th
at

m
ay

 em
erg

e w
h
en

 th
e h

ig
h

-risk
 A

I sy
stem

 is u
sed

 in
 

acco
rd

an
ce w

ith
 its in

ten
d
ed

 p
u
rp

o
se an

d
 u

n
d

er 

co
n
d
itio

n
s o

f reaso
n
ab

ly
 fo

reseeab
le m

isu
se;  

(c)
ev

alu
atio

n
 o

f o
th

er p
o
ssib

ly
 arisin

g
 risk

s

b
ased

 o
n
 th

e an
aly

sis o
f d

ata g
ath

ered
 fro

m
 th

e p
o
st-

m
ark

et m
o
n
ito

rin
g
 sy

stem
 referred

 to
 in

 A
rticle 6

1
; 

(d
)

ad
o
p
tio

n
 o

f su
itab

le risk
 m

an
ag

em
en

t

m
easu

res in
 acco

rd
an

ce w
ith

 th
e p

ro
v
isio

n
s o

f th
e 

fo
llo

w
in

g
 p

arag
rap

h
s. 

3
.

T
h
e risk

 m
an

ag
em

en
t m

easu
res referred

 to
 in
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p
arag

rap
h
 2

, p
o
in

t (d
) sh

all g
iv

e d
u

e co
n
sid

eratio
n
 to

 

th
e effects an

d
 p

o
ssib

le in
teractio

n
s resu

ltin
g
 fro

m
 

th
e co

m
b
in

ed
 ap

p
licatio

n
 o

f th
e req

u
irem

en
ts set o

u
t 

in
 th

is C
h
ap

ter 2
. T

h
ey

 sh
all tak

e in
to

 acco
u
n
t th

e 

g
en

erally
 ack

n
o
w

led
g
ed

 state o
f th

e art, in
clu

d
in

g
 as 

reflected
 in

 relev
an

t h
arm

o
n
ised

 stan
d
ard

s o
r 

co
m

m
o
n
 sp

ecificatio
n
s. 

4
.

T
h
e risk

 m
an

ag
em

en
t m

easu
res referred

 to
 in

p
arag

rap
h
 2

, p
o
in

t (d
) sh

all b
e su

ch
 th

at an
y
 resid

u
al 

risk
 asso

ciated
 w

ith
 each

 h
azard

 as w
ell as th

e 

o
v
erall resid

u
al risk

 o
f th

e h
ig

h
-risk

 A
I sy

stem
s is 

ju
d
g
ed

 accep
tab

le, p
ro

v
id

ed
 th

at th
e h

ig
h

-risk
 A

I 

sy
stem

 is u
sed

 in
 acco

rd
an

ce w
ith

 its in
ten

d
ed

 

p
u
rp

o
se o

r u
n
d
er co

n
d
itio

n
s o

f reaso
n

ab
ly

 

fo
reseeab

le m
isu

se. T
h
o
se resid

u
al risk

s sh
all b

e 

co
m

m
u
n
icated

 to
 th

e u
ser. 

In
 id

en
tify

in
g
 th

e m
o
st ap

p
ro

p
riate risk

 m
an

ag
em

en
t 
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m
easu

res, th
e fo

llo
w

in
g
 sh

all b
e en

su
red

: 

(a)
elim

in
atio

n
 o

r red
u
ctio

n
 o

f risk
s as far as

p
o
ssib

le th
ro

u
g
h
 ad

eq
u
ate d

esig
n
 an

d
 d

ev
elo

p
m

en
t; 

(b
)

w
h
ere ap

p
ro

p
riate, im

p
lem

en
tatio

n
 o

f

ad
eq

u
ate m

itig
atio

n
 an

d
 co

n
tro

l m
easu

res in
 relatio

n
 

to
 risk

s th
at can

n
o
t b

e elim
in

ated
; 

(c)
p
ro

v
isio

n
 o

f ad
eq

u
ate in

fo
rm

atio
n
 p

u
rsu

an
t to

A
rticle 1

3
, in

 p
articu

lar as reg
ard

s th
e risk

s referred
 

to
 in

 p
arag

rap
h
 2

, p
o
in

t (b
) o

f th
is A

rticle, an
d
, 

w
h
ere ap

p
ro

p
riate, train

in
g
 to

 u
sers. 

In
 elim

in
atin

g
 o

r red
u
cin

g
 risk

s related
 to

 th
e u

se o
f 

th
e h

ig
h

-risk
 A

I sy
stem

, d
u
e co

n
sid

eratio
n
 sh

all b
e 

g
iv

en
 to

 th
e tech

n
ical k

n
o
w

led
g
e, ex

p
erien

ce, 

ed
u
catio

n
, train

in
g
 to

 b
e ex

p
ected

 b
y
 th

e u
ser an

d
 th

e 
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en
v
iro

n
m

en
t in

 w
h
ich

 th
e sy

stem
 is in

ten
d
ed

 to
 b

e 

u
sed

. 

5
.

H
ig

h
-risk

 A
I sy

stem
s sh

all b
e tested

 fo
r th

e

p
u
rp

o
ses o

f id
en

tify
in

g
 th

e m
o
st ap

p
ro

p
riate risk

 

m
an

ag
em

en
t m

easu
res. T

estin
g
 sh

all en
su

re th
at 

h
ig

h
-risk

 A
I sy

stem
s p

erfo
rm

 co
n
sisten

tly
 fo

r th
eir 

in
ten

d
ed

 p
u
rp

o
se an

d
 th

ey
 are in

 co
m

p
lian

ce w
ith

 th
e 

req
u
irem

en
ts set o

u
t in

 th
is C

h
ap

ter. 

6
.

T
estin

g
 p

ro
ced

u
res sh

all b
e su

itab
le to

ach
iev

e th
e in

ten
d
ed

 p
u
rp

o
se o

f th
e A

I sy
stem

 an
d
 

d
o
 n

o
t n

eed
 to

 g
o
 b

e
y
o
n
d

 w
h
at is n

ecessary
 to

 

ach
iev

e th
at p

u
rp

o
se. 

7
.

T
h
e testin

g
 o

f th
e h

ig
h

-risk
 A

I sy
stem

s sh
all

b
e p

erfo
rm

ed
, as ap

p
ro

p
riate, at an

y
 p

o
in

t in
 tim

e 

th
ro

u
g
h
o
u
t th

e d
ev

elo
p
m

en
t p

ro
cess, an

d
, in

 an
y
 

ev
en

t, p
rio

r to
 th

e p
lacin

g
 o

n
 th

e m
ark

et o
r th

e 
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p
u
ttin

g
 in

to
 serv

ice. T
estin

g
 sh

all b
e m

ad
e ag

ain
st 

p
relim

in
arily

 d
efin

ed
 m

etrics an
d
 p

ro
b
ab

ilistic 

th
resh

o
ld

s th
at are ap

p
ro

p
riate to

 th
e in

ten
d
ed

 

p
u
rp

o
se o

f th
e h

ig
h

-risk
 A

I sy
stem

. 

8
.

W
h
en

 im
p
lem

en
tin

g
 th

e risk
 m

an
ag

em
en

t

sy
stem

 d
escrib

ed
 in

 p
arag

rap
h
s 1

 to
 7

, sp
ecific 

co
n
sid

eratio
n
 sh

all b
e g

iv
en

 to
 w

h
eth

er th
e h

ig
h

-risk
 

A
I sy

stem
 is lik

ely
 to

 b
e accessed

 b
y
 o

r h
av

e an
 

im
p
act o

n
 ch

ild
ren

. 

9
.

F
o
r cred

it in
stitu

tio
n
s reg

u
lated

 b
y
 D

irectiv
e

2
0
1
3
/3

6
/E

U
, th

e asp
ects d

escrib
ed

 in
 p

arag
rap

h
s 1

 to
 

8
 sh

all b
e p

art o
f th

e risk
 m

an
ag

em
en

t p
ro

ced
u
res 

estab
lish

ed
 b

y
 th

o
se in

stitu
tio

n
s p

u
rsu

an
t to

 A
rticle 

7
4
 o

f th
at D

irectiv
e. 

A
rticle 1

0
 

D
ata an

d
 d

ata g
o
v
ern

an
ce 



C
o
m

m
issio

n
 p

ro
p
o
sal (d

o
c. 8

1
1
5
/2

1
 ±

 C
O

M
(2

0
2
1
) 2

0
6
 fin

al) 
D

ead
lin

e fo
r co

m
m

en
ts: 2

6
 O

cto
b
er 2

0
2
1

 

A
rtificia

l In
tellig

en
ce A

ct (A
rticles 1

-2
9
, A

n
n

ex
es I-IV

) 

C
o
m

m
en

ts fro
m

: H
U

, IE
, F

R
 (A

d
d
itio

n
a
l) 

U
p
d
a
ted

: 1
8
/1

1
/2

0
2
1
 1

0
:5

7
 

4
6

 

1
.

H
ig

h
-risk

 A
I sy

stem
s w

h
ich

 m
ak

e u
se o

f

tech
n
iq

u
es in

v
o
lv

in
g
 th

e train
in

g
 o

f m
o
d

els w
ith

 d
ata 

sh
all b

e d
ev

elo
p
ed

 o
n
 th

e b
asis o

f train
in

g
, v

alid
atio

n
 

an
d
 testin

g
 d

ata sets th
at m

eet th
e q

u
ality

 criteria 

referred
 to

 in
 p

arag
rap

h
s 2

 to
 5

. 

2
.

T
rain

in
g
, v

alid
atio

n
 an

d
 testin

g
 d

ata sets sh
all

b
e su

b
ject to

 ap
p
ro

p
riate d

ata g
o
v
ern

an
ce an

d
 

m
an

ag
em

en
t p

ractices. T
h
o
se p

ractices sh
all co

n
cern

 

in
 p

articu
lar,  

(a)
th

e relev
an

t d
esig

n
 ch

o
ices;

(b
)

d
ata co

llectio
n
;

(c)
relev

an
t d

ata p
rep

aratio
n
 p

ro
cessin

g
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o
p
eratio

n
s, su

ch
 as an

n
o
tatio

n
, lab

ellin
g
, clean

in
g
, 

en
rich

m
en

t an
d
 ag

g
reg

atio
n

; 

(d
)

th
e fo

rm
u
latio

n
 o

f relev
an

t assu
m

p
tio

n
s,

n
o
tab

ly
 w

ith
 resp

ect to
 th

e in
fo

rm
atio

n
 th

at th
e d

ata 

are su
p
p
o
sed

 to
 m

easu
re an

d
 rep

resen
t;  

(e)
a p

rio
r assessm

en
t o

f th
e av

ailab
ility

,

q
u
an

tity
 an

d
 su

itab
ility

 o
f th

e d
ata sets th

at are 

n
eed

ed
;  

(f)
ex

am
in

atio
n
 in

 v
iew

 o
f p

o
ssib

le b
iases;

(g
)

th
e id

en
tificatio

n
 o

f an
y
 p

o
ssib

le d
ata g

ap
s o

r

sh
o
rtco

m
in

g
s, an

d
 h

o
w

 th
o
se g

ap
s an

d
 sh

o
rtco

m
in

g
s 

can
 b

e ad
d
ressed

. 
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3
.

T
rain

in
g
, v

alid
atio

n
 an

d
 testin

g
 d

ata sets sh
all

b
e relev

an
t, rep

resen
tativ

e, free o
f erro

rs an
d
 

co
m

p
lete. T

h
e
y
 sh

all h
av

e th
e ap

p
ro

p
riate statistical 

p
ro

p
erties, in

clu
d
in

g
, w

h
ere ap

p
licab

le, as reg
ard

s 

th
e p

erso
n
s o

r g
ro

u
p
s o

f p
erso

n
s o

n
 w

h
ich

 th
e h

ig
h

-

risk
 A

I sy
stem

 is in
ten

d
ed

 to
 b

e u
sed

. T
h
ese 

ch
aracteristics o

f th
e d

ata sets m
ay

 b
e m

et at th
e 

lev
el o

f in
d
iv

id
u
al d

ata sets o
r a co

m
b
in

atio
n
 th

ereo
f. 

IE
: 

(C
o
m

m
en

ts): 

Data sets used for AI are provided to developers by com
m

issioning 
entity w

hich itself m
ay source it from

 various channels. Requirem
ent in 

ĐůĂƵƐĞ�ϰϰ�ĨŽƌ�ĚĂƚĂ�ƐĞƚ�ƚŽ�ďĞ�͙͞
ĨƌĞĞ�ŽĨ�ĞƌƌŽƌ�ĂŶĚ�ĐŽŵ

ƉůĞƚĞ͙
͟�ŝƐ�ŽĨƚĞŶ�

difficult to attain and m
itigating steps should be suggested in regulation 

to facilitate cases w
here real w

orld data, e.g., unstructured natural 
language data, is to be applied as is. 

4
.

T
rain

in
g
, v

alid
atio

n
 an

d
 testin

g
 d

ata sets sh
all

tak
e in

to
 acco

u
n
t, to

 th
e ex

ten
t req

u
ired

 b
y
 th

e 

in
ten

d
ed

 p
u
rp

o
se, th

e ch
aracteristics o

r elem
en

ts th
at 

are p
articu

lar to
 th

e sp
ecific g

eo
g
rap

h
ical, 

b
eh

av
io

u
ral o

r fu
n
ctio

n
al settin

g
 w

ith
in

 w
h
ich

 th
e 

h
ig

h
-risk

 A
I sy

stem
 is in

ten
d
ed

 to
 b

e u
sed

.  

5
.

T
o
 th

e ex
ten

t th
at it is strictly

 n
ecessary

 fo
r

th
e p

u
rp

o
ses o

f en
su

rin
g
 b

ias m
o
n

ito
rin

g
, d

etectio
n
 



C
o
m

m
issio

n
 p

ro
p
o
sal (d

o
c. 8

1
1
5
/2

1
 ±

 C
O

M
(2

0
2
1
) 2

0
6
 fin

al) 
D

ead
lin

e fo
r co

m
m

en
ts: 2

6
 O

cto
b
er 2

0
2
1

 

A
rtificia

l In
tellig

en
ce A

ct (A
rticles 1

-2
9
, A

n
n

ex
es I-IV

) 

C
o
m

m
en

ts fro
m

: H
U

, IE
, F

R
 (A

d
d
itio

n
a
l) 

U
p
d
a
ted

: 1
8
/1

1
/2

0
2
1
 1

0
:5

7
 

4
9

 

an
d
 co

rrectio
n
 in

 relatio
n

 to
 th

e h
ig

h
-risk

 A
I 

sy
stem

s, th
e p

ro
v
id

ers o
f su

ch
 sy

stem
s m

a
y
 p

ro
cess 

sp
ecial categ

o
ries o

f p
erso

n
al d

ata referred
 to

 in
 

A
rticle 9

(1
) o

f R
eg

u
latio

n
 (E

U
) 2

0
1
6
/6

7
9
, A

rticle 1
0
 

o
f D

irectiv
e (E

U
) 2

0
1
6
/6

8
0
 an

d
 A

rticle 1
0
(1

) o
f 

R
eg

u
latio

n
 (E

U
) 2

0
1
8
/1

7
2
5
, su

b
ject to

 ap
p
ro

p
riate 

safeg
u
ard

s fo
r th

e fu
n
d
am

en
tal rig

h
ts an

d
 freed

o
m

s 

o
f n

atu
ral p

erso
n
s, in

clu
d
in

g
 tech

n
ical lim

itatio
n
s o

n
 

th
e re-u

se an
d
 u

se o
f state-o

f-th
e-art secu

rity
 an

d
 

p
riv

ac
y
-p

reserv
in

g
 m

easu
res, su

ch
 as 

p
seu

d
o
n

y
m

isatio
n
, o

r en
cry

p
tio

n
 w

h
ere 

an
o
n

y
m

isatio
n
 m

a
y
 sig

n
ifican

tly
 affect th

e p
u
rp

o
se 

p
u
rsu

ed
. 

6
.

A
p
p
ro

p
riate d

ata g
o
v
ern

an
ce an

d

m
an

ag
em

en
t p

ractices sh
all ap

p
ly

 fo
r th

e 

d
ev

elo
p
m

en
t o

f h
ig

h
-risk

 A
I sy

stem
s o

th
er th

an
 

th
o
se w

h
ich

 m
ak

e u
se o

f tech
n
iq

u
es in

v
o
lv

in
g
 th

e 

train
in

g
 o

f m
o
d

els in
 o

rd
er to

 en
su

re th
at th

o
se h

ig
h

-
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risk
 A

I sy
stem

s co
m

p
ly

 w
ith

 p
arag

rap
h
 2

. 

F
R

: 

(C
o
m

m
en

ts): 

T
h
e m

in
im

izatio
n
 p

rin
cip

le laid
 o

u
t in

 G
D

P
R

 an
d
 its in

terp
retatio

n
 b

y
 

E
D

P
B

 
sh

all 
tak

e 
in

to
 

acco
u
n
t 

th
e 

n
ecessity

 
to

 
retain

 
so

m
e 

train
in

g
 

ev
alu

atio
n
 an

d
 testin

g
 d

ata, d
u
rin

g
 th

e w
h
o
le life cy

cle o
f th

e sy
stem

. 

A
rticle 1

1
 

T
ech

n
ical d

o
cu

m
en

tatio
n

 

1
.

T
h
e tech

n
ical d

o
cu

m
en

tatio
n
 o

f a h
ig

h
-risk

A
I sy

stem
 sh

all b
e d

raw
n

 u
p
 b

efo
re th

at sy
stem

 is 

p
laced

 o
n
 th

e m
ark

et o
r p

u
t in

to
 serv

ice an
d
 sh

all b
e 

k
ep

t u
p

-to
 d

ate. 
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�

�'
UDIWLQJ��

�1
HZ

�����,Q�RUGHU�WR�FRP
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DUWLFOH��WKH�P
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T
h
e tech

n
ical d

o
cu

m
en

tatio
n
 sh

all b
e d

raw
n
 u

p
 in

 

su
ch

 a w
a
y
 to

 d
em

o
n
strate th

at th
e h

ig
h

-risk
 A

I 

sy
stem

 co
m

p
lies w

ith
 th

e req
u
irem

en
ts set o

u
t in

 th
is 

C
h
ap

ter an
d
 p

ro
v
id

e n
atio

n
al co

m
p
eten

t au
th

o
rities 

an
d
 n

o
tified

 b
o
d
ies w

ith
 all th

e n
ecessary

 

in
fo

rm
atio

n
 to

 assess th
e co

m
p
lian

ce o
f th

e A
I 

sy
stem

 w
ith

 th
o
se req

u
irem

en
ts. It sh

all co
n
tain

, at a 

m
in

im
u
m

, th
e elem

en
ts set o

u
t in

 A
n
n
ex

 IV
. 

2
.

W
h
ere a h

ig
h

-risk
 A

I sy
stem

 related
 to

 a

p
ro

d
u
ct, to

 w
h
ich

 th
e leg

al acts listed
 in

 A
n
n
ex

 II, 

sectio
n
 A

 ap
p
ly

, is p
laced

 o
n
 th

e m
ark

et o
r p

u
t in

to
 

serv
ice o

n
e sin

g
le tech

n
ical d

o
cu

m
en

tatio
n
 sh

all b
e 

d
raw

n
 u

p
 co

n
tain

in
g
 all th

e in
fo

rm
atio

n
 set o

u
t in

 

A
n
n
ex

 IV
 as w

ell as th
e in

fo
rm

atio
n
 req

u
ired

 u
n
d
er 

th
o
se leg

al acts. 
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3
.

T
h
e C

o
m

m
issio

n
 is em

p
o
w

ered
 to

 ad
o

p
t

d
eleg

ated
 acts in

 acco
rd

an
ce w

ith
 A

rticle 7
3
 to

 

am
en

d
 A

n
n
ex

 IV
 w

h
ere n

ecessary
 to

 en
su

re th
at, in

 

th
e lig

h
t o

f tech
n
ical p

ro
g
ress, th

e tech
n
ical 

d
o
cu

m
en

tatio
n
 p

ro
v
id

es all th
e n

ecessary
 

in
fo

rm
atio

n
 to

 assess th
e co

m
p
lian

ce o
f th

e sy
stem

 

w
ith

 th
e req

u
irem

en
ts set o

u
t in

 th
is C

h
ap

ter. 

A
rticle 1

2
 

R
eco

rd
-k

eep
in

g
 

1
.

H
ig

h
-risk

 A
I sy

stem
s sh

all b
e d

esig
n
ed

 an
d

d
ev

elo
p
ed

 w
ith

 cap
ab

ilities en
ab

lin
g
 th

e au
to

m
atic 

UHFRUGLQJ�RI�HYHQWV��µORJV¶��Z
KLOH�WKH�KLJK

-risk
 A

I 

sy
stem

s is o
p
eratin

g
. T

h
o

se lo
g
g
in

g
 cap

ab
ilities sh

all 

co
n
fo

rm
 to

 reco
g
n
ised

 stan
d
ard

s o
r co

m
m

o
n
 

sp
ecificatio

n
s. 
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2
.

T
h
e lo

g
g
in

g
 cap

ab
ilities sh

all en
su

re a lev
el

RI�WUDFHDELOLW\�RI�WKH�$
,�V\VWHP

¶V�IXQFWLRQLQJ�

th
ro

u
g
h
o
u
t its lifec

y
cle th

at is ap
p
ro

p
riate to

 th
e 

in
ten

d
ed

 p
u
rp

o
se o

f th
e sy

stem
.  

'
(
/
(
7
(
'

'
(
/
(
7
(
'

3
.

In
 p

articu
lar, lo

g
g
in

g
 cap

ab
ilities sh

all en
ab

le

th
e m

o
n
ito

rin
g
 o

f th
e o

p
eratio

n
 o

f th
e h

ig
h

-risk
 A

I 

sy
stem

 w
ith

 resp
ect to

 th
e o

ccu
rren

ce o
f situ

atio
n

s 

th
at m

ay
 resu

lt in
 th

e A
I sy

stem
 p

resen
tin

g
 a risk

 

w
ith

in
 th

e m
ean

in
g
 o

f A
rticle 6

5
(1

) o
r lead

 to
 a 



C
o
m

m
issio

n
 p

ro
p
o
sal (d

o
c. 8

1
1
5
/2

1
 ±

 C
O

M
(2

0
2
1
) 2

0
6
 fin

al) 
D

ead
lin

e fo
r co

m
m

en
ts: 2

6
 O

cto
b
er 2

0
2
1

 

A
rtificia

l In
tellig

en
ce A

ct (A
rticles 1

-2
9
, A

n
n

ex
es I-IV

) 

C
o
m

m
en

ts fro
m

: H
U

, IE
, F

R
 (A

d
d
itio

n
a
l) 

U
p
d
a
ted

: 1
8
/1

1
/2

0
2
1
 1

0
:5

7
 

5
4

 

su
b
stan

tial m
o
d
ificatio

n
, an

d
 facilitate th

e p
o
st-

m
ark

et m
o
n
ito

rin
g
 referred

 to
 in

 A
rticle 6

1
.  

4
.

F
o
r h

ig
h

-risk
 A

I sy
stem

s referred
 to

 in

p
arag

rap
h
 1

, p
o
in

t (a) o
f A

n
n
ex

 III, th
e lo

g
g

in
g
 

cap
ab

ilities sh
all p

ro
v
id

e, at a m
in

im
u
m

:  

(a)
reco

rd
in

g
 o

f th
e p

erio
d
 o

f each
 u

se o
f th

e

sy
stem

 (start d
ate an

d
 tim

e an
d
 en

d
 d

ate an
d
 tim

e o
f 

each
 u

se);  

(b
)

th
e referen

ce d
atab

ase ag
ain

st w
h
ich

 in
p
u
t

d
ata h

as b
een

 ch
eck

ed
 b

y
 th

e sy
stem

; 

(c)
th

e in
p
u
t d

ata fo
r w

h
ich

 th
e search

 h
as led

 to

a m
atch

; 

'
(
/
(
7
(
'
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'
(
/
(
7
(
'

(d
)

th
e id

en
tificatio

n
 o

f th
e n

atu
ral p

erso
n
s

in
v
o
lv

ed
 in

 th
e v

erificatio
n
 o

f th
e resu

lts, as referred
 

to
 in

 A
rticle 1

4
 (5

). 

A
rticle 1

3
 

T
ran

sp
aren

c
y
 an

d
 p

ro
v
isio

n
 o

f in
fo

rm
atio

n
 to

 u
sers 

1
.

H
ig

h
-risk

 A
I sy

stem
s sh

all b
e d

esig
n
ed

 an
d

d
ev

elo
p
ed

 in
 su

ch
 a w

a
y
 to

 en
su

re th
at th

eir 

o
p
eratio

n
 is su

fficien
tly

 tran
sp

aren
t to

 en
ab

le u
sers 

WR�LQWHUSUHW�WKH�V\VWHP
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ap
p
ro

p
riately

. A
n
 ap

p
ro

p
riate ty

p
e an

d
 d

eg
ree o

f 

tran
sp

aren
c
y
 sh

all b
e en

su
red

, w
ith

 a v
iew

 to
 

ach
iev

in
g
 co

m
p
lian

ce w
ith

 th
e relev

an
t o

b
lig

atio
n

s 

o
f th

e u
ser an

d
 o

f th
e p

ro
v
id

er set o
u
t in

 C
h
ap

ter 3
 o

f 

th
is T

itle. 

2
.

H
ig

h
-risk

 A
I sy

stem
s sh

all b
e acco

m
p
an

ied

b
y
 in

stru
ctio

n
s fo

r u
se in

 an
 ap

p
ro

p
riate d

ig
ital 

fo
rm

at o
r o

th
erw

ise th
at in

clu
d
e co

n
cise, co

m
p
lete, 

co
rrect an

d
 clear in

fo
rm

atio
n
 th

at is relev
an

t, 

accessib
le an

d
 co

m
p
reh

en
sib

le to
 u

sers. 

3
.

T
h
e in

fo
rm

atio
n
 referred

 to
 in

 p
arag

rap
h
 2

sh
all sp

ecify
: 

(a)
th

e id
en

tity
 an

d
 th

e co
n
tact d

etails o
f th

e

p
ro

v
id

er an
d
, w

h
ere ap

p
licab

le, o
f its au

th
o
rised

 

rep
resen

tativ
e; 
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(b
)

th
e ch

aracteristics, cap
ab

ilities an
d

lim
itatio

n
s o

f p
erfo

rm
an

ce o
f th

e h
ig

h
-risk

 A
I 

sy
stem

, in
clu

d
in

g
: 

(i)
its in

ten
d
ed

 p
u
rp

o
se;

(ii)
th

e lev
el o

f accu
rac

y
, ro

b
u
stn

ess an
d

cy
b

ersecu
rity

 referred
 to

 in
 A

rticle 1
5
 ag

ain
st w

h
ich

 

th
e h

ig
h

-risk
 A

I sy
stem

 h
as b

een
 tested

 an
d
 v

alid
ated

 

an
d
 w

h
ich

 can
 b

e ex
p
ected

, an
d
 an

y
 k

n
o
w

n
 an

d
 

fo
reseeab

le circu
m

stan
ces th

at m
ay

 h
av

e an
 im

p
act 

o
n
 th

at ex
p
ected

 lev
el o

f accu
rac

y
, ro

b
u
stn

ess an
d
 

cy
b

ersecu
rity
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'
(
/
(
7
(
'

(iii)
an

y
 k

n
o

w
n
 o

r fo
reseeab

le circu
m

stan
ce,

related
 to

 th
e u

se o
f th

e h
ig

h
-risk

 A
I sy

stem
 in

 

acco
rd

an
ce w

ith
 its in

ten
d
ed

 p
u
rp

o
se o

r u
n
d

er 

co
n
d
itio

n
s o

f reaso
n
ab

ly
 fo

reseeab
le m

isu
se, w

h
ich

 

m
ay

 lead
 to

 risk
s to

 th
e h

ealth
 an

d
 safety

 o
r 

fu
n
d
am

en
tal rig

h
ts; 

(iv
)

its p
erfo

rm
an

ce as reg
ard

s th
e p

erso
n
s o

r

g
ro

u
p
s o

f p
erso

n
s o

n
 w

h
ich

 th
e sy

stem
 is in

ten
d
ed

 to
 

b
e u

sed
; 

(v
)

w
h
en

 ap
p
ro

p
riate, sp

ecificatio
n
s fo

r th
e in

p
u
t

d
ata, o

r an
y
 o

th
er relev

an
t in

fo
rm

atio
n
 in

 term
s o

f 

th
e train

in
g
, v

alid
atio

n
 an

d
 testin

g
 d

ata sets u
sed

, 

tak
in

g
 in

to
 acco

u
n
t th

e in
ten

d
ed

 p
u
rp

o
se o

f th
e A

I 
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sy
stem

. 

(c)
th

e ch
an

g
es to

 th
e h

ig
h

-risk
 A

I sy
stem

 an
d
 its

p
erfo

rm
an

ce w
h
ich

 h
av

e b
een

 p
re-d

eterm
in

ed
 b

y
 th

e 

p
ro

v
id

er at th
e m

o
m

en
t o

f th
e in

itial co
n
fo

rm
ity

 

assessm
en

t, if an
y
;  

(d
)

th
e h

u
m

an
 o

v
ersig

h
t m

easu
res referred

 to
 in

A
rticle 1

4
, in

clu
d
in

g
 th

e tech
n
ical m

easu
res p

u
t in

 

p
lace to

 facilitate th
e in

terp
retatio

n
 o

f th
e o

u
tp

u
ts o

f 

A
I sy

stem
s b

y
 th

e u
sers; 

(e)
th

e ex
p
ected

 lifetim
e o

f th
e h

ig
h

-risk
 A

I

sy
stem

 an
d
 an

y
 n

ecessary
 m

ain
ten

an
ce an

d
 care 

m
easu

res to
 en

su
re th

e p
ro

p
er fu

n
ctio

n
in

g
 o

f th
at A

I 

sy
stem

, in
clu

d
in

g
 as reg

ard
s so

ftw
are u

p
d
ates. 

A
rticle 1

4
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H
u
m

an
 o

v
ersig

h
t 

1
.

H
ig

h
-risk

 A
I sy

stem
s sh

all b
e d

esig
n
ed

 an
d

d
ev

elo
p
ed

 in
 su

ch
 a w

a
y
, in

clu
d
in

g
 w

ith
 ap

p
ro

p
riate 

h
u
m

an
-m

ach
in

e in
terface to

o
ls, th

at th
ey

 can
 b

e 

effectiv
ely

 o
v
erseen

 b
y
 n

atu
ral p

erso
n
s d

u
rin

g
 th

e 

p
erio

d
 in

 w
h
ich

 th
e A

I sy
stem

 is in
 u

se.  

2
.

H
u
m

an
 o

v
ersig

h
t sh

all aim
 at p

rev
en

tin
g
 o

r

m
in

im
isin

g
 th

e risk
s to

 h
ealth

, safety
 o

r fu
n
d
am

en
tal 

rig
h
ts th

at m
a
y
 em

erg
e w

h
en

 a h
ig

h
-risk

 A
I sy

stem
 

is u
sed

 in
 acco

rd
an

ce w
ith

 its in
ten

d
ed

 p
u
rp

o
se o

r 

u
n
d
er co

n
d
itio

n
s o

f reaso
n
ab

ly
 fo

reseeab
le m

isu
se, 

in
 p

articu
lar w

h
en

 su
ch

 risk
s p

ersist n
o
tw

ith
stan

d
in

g
 

th
e ap

p
licatio

n
 o

f o
th

er req
u
irem

en
ts set o

u
t in

 th
is 

C
h
ap

ter. 

3
.

H
u
m

an
 o

v
ersig

h
t sh

all b
e en

su
red

 th
ro

u
g
h

eith
er o

n
e o

r all o
f th

e fo
llo

w
in

g
 m

easu
res: 
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(a)
id

en
tified

 an
d
 b

u
ilt, w

h
en

 tech
n
ically

feasib
le, in

to
 th

e h
ig

h
-risk

 A
I sy

stem
 b

y
 th

e p
ro

v
id

er 

b
efo

re it is p
laced

 o
n
 th

e m
ark

et o
r p

u
t in

to
 serv

ice;  

(b
)

id
en

tified
 b

y
 th

e p
ro

v
id

er b
efo

re p
lacin

g
 th

e

h
ig

h
-risk

 A
I sy

stem
 o

n
 th

e m
ark

et o
r p

u
ttin

g
 it in

to
 

serv
ice an

d
 th

at are ap
p
ro

p
riate to

 b
e im

p
lem

en
ted

 

b
y
 th

e u
ser. 

4
.

T
h
e m

easu
res referred

 to
 in

 p
arag

rap
h
 3

 sh
all

en
ab

le th
e in

d
iv

id
u
als to

 w
h
o
m

 h
u
m

an
 o

v
ersig

h
t is 

assig
n
ed

 to
 d

o
 th

e fo
llo

w
in

g
, as ap

p
ro

p
riate to

 th
e 

circu
m

stan
ces: 

(a)
fu

lly
 u

n
d
erstan

d
 th

e cap
acities an

d

lim
itatio

n
s o

f th
e h

ig
h

-risk
 A

I sy
stem

 an
d
 b

e ab
le to

 

d
u
ly

 m
o
n
ito

r its o
p
eratio

n
, so

 th
at sig

n
s o

f 

IE
: 

(C
o
m

m
en

ts): 
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an
o
m

alies, d
y
sfu

n
ctio

n
s an

d
 u

n
ex

p
ected

 

p
erfo

rm
an

ce can
 b

e d
etected

 an
d
 ad

d
ressed

 as so
o
n
 

as p
o
ssib

le; 
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w
ider and nascent m

arkets and therefore a flexible approach along 

w
ith 

clear 
dem

arcation 
of 

responsibilities 
betw

een 
producers, 

distributors and deployers m
ay benefit a lot. 

(b
)

rem
ain

 aw
are o

f th
e p

o
ssib

le ten
d
en

c
y
 o

f

au
to

m
atically

 rely
in

g
 o

r o
v
er-rely

in
g
 o

n
 th

e o
u
tp

u
t 

p
ro

d
u
ced

 b
y
 a h

ig
h

-ULVN�$
,�V\VWHP

��µDXWRP
DWLRQ�

ELDV¶���LQ�SDUWLFXODU�IRU�KLJK
-risk

 A
I sy

stem
s u

sed
 to

 

p
ro

v
id

e in
fo

rm
atio

n
 o

r reco
m

m
en

d
atio

n
s fo

r 

d
ecisio

n
s to

 b
e tak

en
 b

y
 n

atu
ral p

erso
n
s; 

(c)
b
e ab

le to
 co

rrectly
 in

terp
ret th

e h
ig

h
-risk

 A
I

V\VWHP
¶V�RXWSXW��WDNLQJ�LQWR�DFFRXQW�LQ�SDUWLFXODU�WKH�

ch
aracteristics o

f th
e sy

stem
 an

d
 th

e in
terp

retatio
n
 

to
o
ls an

d
 m

eth
o
d
s av

ailab
le; 

(d
)

b
e ab

le to
 d

ecid
e, in

 an
y
 p

articu
lar situ

atio
n
,
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n
o
t to

 u
se th

e h
ig

h
-risk

 A
I sy

stem
 o

r o
th

erw
ise 

d
isreg

ard
, o

v
errid

e o
r rev

erse th
e o

u
tp

u
t o

f th
e h

ig
h

-

risk
 A

I sy
stem

; 

(e)
b
e ab

le to
 in

terv
en

e o
n
 th

e o
p
eratio

n
 o

f th
e

h
ig

h
-risk

 A
I sy

stem
 o

r in
terru

p
t th

e sy
stem

 th
ro

u
g
h
 a 

³VWRS´�EXWWRQ�RU�D�VLP
LODU�SURFHGXUH� 

5
.

F
o
r h

ig
h

-risk
 A

I sy
stem

s referred
 to

 in
 p

o
in

t

1
(a) o

f A
n
n
ex

 III, th
e m

easu
res referred

 to
 in

 

p
arag

rap
h
 3

 sh
all b

e su
ch

 as to
 en

su
re th

at, in
 

ad
d
itio

n
, n

o
 actio

n
 o

r d
ecisio

n
 is tak

en
 b

y
 th

e u
se

r o
n
 

th
e b

asis o
f th

e id
en

tificatio
n
 resu

ltin
g
 fro

m
 th

e 

sy
stem

 u
n
less th

is h
as b

een
 v

erified
 an

d
 co

n
firm

ed
 

b
y
 at least tw

o
 n

atu
ral p

erso
n
s. 

A
rticle 1

5
 

A
ccu

rac
y
, ro

b
u
stn

ess an
d
 cy

b
ersecu

rity
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1
.

H
ig

h
-risk

 A
I sy

stem
s sh

all b
e d

esig
n
ed

 an
d

d
ev

elo
p
ed

 in
 su

ch
 a w

a
y
 th

at th
ey

 ach
iev

e, in
 th

e 

lig
h
t o

f th
eir in

ten
d
ed

 p
u

rp
o
se, an

 ap
p

ro
p
riate lev

el 

o
f accu

rac
y
, ro

b
u
stn

ess an
d
 cy

b
ersecu

rity
, an

d
 

p
erfo

rm
 co

n
sisten

tly
 in

 th
o
se resp

ects th
ro

u
g
h
o
u
t 

th
eir lifec

y
cle. 

2
.

T
h
e lev

els o
f accu

rac
y
 an

d
 th

e relev
an

t

accu
rac

y
 m

etrics o
f h

ig
h

-risk
 A

I sy
stem

s sh
all b

e 

d
eclared

 in
 th

e acco
m

p
an

y
in

g
 in

stru
ctio

n
s o

f u
se. 

3
.

H
ig

h
-risk

 A
I sy

stem
s sh

all b
e resilien

t as

reg
ard

s erro
rs, fau

lts o
r in

co
n
sisten

cies th
at m

a
y
 

o
ccu

r w
ith

in
 th

e sy
stem

 o
r th

e en
v
iro

n
m

en
t in

 w
h

ich
 

th
e sy

stem
 o

p
erates, in

 p
articu

lar d
u

e to
 th

eir 

in
teractio

n
 w

ith
 n

atu
ral p

erso
n
s o

r o
th

er sy
stem

s. 
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T
h
e ro

b
u
stn

ess o
f h

ig
h

-risk
 A

I sy
stem

s m
a
y
 b

e 

ach
iev

ed
 th

ro
u

g
h
 tech

n
ical red

u
n
d
an

c
y
 so

lu
tio

n
s, 

w
h
ich

 m
a
y
 in

clu
d
e b

ack
u
p
 o

r fail-safe p
lan

s. 

H
ig

h
-risk

 A
I sy

stem
s th

at co
n
tin

u
e to

 learn
 after 

b
ein

g
 p

laced
 o

n
 th

e m
ark

et o
r p

u
t in

to
 serv

ice sh
all 

b
e d

ev
elo

p
ed

 in
 su

ch
 a w

ay
 to

 en
su

re th
at p

o
ssib

ly
 

b
iased

 o
u
tp

u
ts d

u
e to

 o
u
tp

u
ts u

sed
 as an

 in
p
u
t fo

r 

IXWXUH�RSHUDWLRQV��µIHHGEDFN�ORRSV¶��DUH�GXO\�

ad
d
ressed

 w
ith

 ap
p
ro

p
riate m

itig
atio

n
 m

easu
res. 

4
.

H
ig

h
-risk

 A
I sy

stem
s sh

all b
e resilien

t as

reg
ard

s attem
p
ts b

y
 u

n
au

th
o
rised

 th
ird

 p
arties to

 alter 

th
eir u

se o
r p

erfo
rm

an
ce b

y
 ex

p
lo

itin
g
 th

e sy
stem

 

v
u
ln

erab
ilities. 

T
h
e tech

n
ical so

lu
tio

n
s aim

ed
 at en

su
rin

g
 th

e 

cy
b

ersecu
rity

 o
f h

ig
h

-risk
 A

I sy
stem

s sh
all b

e 

ap
p
ro

p
riate to

 th
e relev

an
t circu

m
stan

ces an
d
 th

e 
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risk
s. 

T
h
e tech

n
ical so

lu
tio

n
s to

 ad
d
ress A

I sp
ecific 

v
u
ln

erab
ilities sh

all in
clu

d
e, w

h
ere ap

p
ro

p
riate, 

m
easu

res to
 p

rev
en

t an
d
 co

n
tro

l fo
r attack

s try
in

g
 to

 

m
an

ip
u
late th

e train
in

g
 d

ataset �µGDWD�SRLVRQLQJ¶���

in
p
u
ts d

esig
n
ed

 to
 cau

se th
e m

o
d
el to

 m
ak

e a 

m
istak

e �µDGYHUVDULDO�H[DP
SOHV¶���RU�P

RGHO�IODZ
V� 

C
h
ap

ter 3
 

O
B

L
IG

A
T

IO
N

S
 O

F
 P

R
O

V
ID

E
R

S
 A

N
D

 U
S

E
R

S
 O

F
 

H
IG

H
-R

IS
K

 A
I S

Y
S

T
E

M
S

 A
N

D
 O

T
H

E
R

 

P
A

R
T

IE
S

 

IE
: 

(C
o
m

m
en

ts): 

W
e are concerned about a num

ber of references to the providers of AI 
͞ƐŚĂůů�ŝŵ

ŵ
ĞĚŝĂƚĞůǇ�ŝŶĨŽƌŵ

�ƚŚĞ�ŶĂƚŝŽŶĂů�ĐŽŵ
ƉĞƚĞŶƚ�ĂƵƚŚŽƌŝƚŝĞƐ�ŽĨ�ƚŚĞ�

D
Ğŵ

ďĞƌ�^ƚĂƚĞƐ�ŝŶ�ǁ
ŚŝĐŚ�ŝƚ�ŵ

ĂĚĞ�ƚŚĞ�ƐǇƐƚĞŵ
�ĂǀĂŝůĂďůĞ͟�ŝŶ�Ă�ŶƵŵ

ďĞƌ of 
ŝŶƐƚĂŶĐĞƐ�

ĂŶĚ�
͞ƵƉŽŶ�

ƌĞƋƵĞƐƚ�
ŽĨ�

Ă�
ŶĂƚŝŽŶĂů�

ĐŽŵ
ƉĞƚĞŶƚ�

ĂƵƚŚŽƌŝƚǇ͕�
dem

onstrate the conform
ity of the high-ƌŝƐŬ��/�ƐǇƐƚĞŵ

͟�͘ 

This m
eans that they could be required to interact w

ith national 
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com
petent 

authorities 
from

 
all 

27 
M

em
ber 

States 
w

hich 
is 

in 
contradiction to the spirit of the country of origin principle w

hich 
requires that a provider should only have to com

ply w
ith the regulation 

in the M
S in w

hich it is established.  This m
ay be harm

onising EU 
regulation w

hich all providers w
herever established have to com

ply 
ǁ
ŝƚŚ�ďƵƚ�ƚŽ�ŚĂǀĞ�ƚŽ�ĞŶŐĂŐĞ�ǁ

ŝƚŚ�Ăůů�Ϯϳ�D
^͛Ɛ�ĐŽŵ

ƉĞƚĞŶƚ�ĂƵƚŚŽƌŝƚŝĞƐ�ŝƐ�Ă�
potentially extrem

ely burdensom
e regulatory burden.  It is suggested 

that under the Governance schem
e related to the Act consideration 

should be given to reflect the essence  of the Country of O
rigin principle 

w
hereby the providers should only need to provide inform

ation to a 
com

petent authority in the M
S of establishm

ent w
hich dissem

inates 
inform

ation to its counterparts in the other M
S.  Failing to do this in our 

estim
ation is likely to ham

per innovation.  

A
rticle 1

6
 

O
b
lig

atio
n
s o

f p
ro

v
id

ers o
f h

ig
h

-risk
 A

I sy
stem

s 

P
ro

v
id

ers o
f h

ig
h

-risk
 A

I sy
stem

s sh
all: 

(a)
en

su
re th

at th
eir h

ig
h

-risk
 A

I sy
stem

s are

co
m

p
lian

t w
ith

 th
e req

u
irem

en
ts set o

u
t in

 C
h
ap

ter 2
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o
f th

is T
itle; 

(b
)

h
av

e a q
u

ality
 m

an
ag

em
en

t sy
stem

 in
 p

lace

w
h
ich

 co
m

p
lies w

ith
 A

rticle 1
7
; 

(c)
d
raw

-u
p
 th

e tech
n
ical d

o
cu

m
en

tatio
n
 o

f th
e

h
ig

h
-risk

 A
I sy

stem
; 

(d
)

w
h
en

 u
n
d
er th

eir co
n
tro

l, k
eep

 th
e lo

g
s

au
to

m
atically

 g
en

erated
 b

y
 th

eir h
ig

h
-risk

 A
I 

sy
stem

s; 

(e)
en

su
re th

at th
e h

ig
h

-risk
 A

I sy
stem

 u
n
d
erg

o
es

th
e relev

an
t co

n
fo

rm
ity

 assessm
en

t p
ro

ced
u
re, p

rio
r 

to
 its p

lacin
g
 o

n
 th

e m
ark

et o
r p

u
ttin

g
 in

to
 serv

ice; 

F
R

: 

(D
raftin

g
): 

en
su

re 
th

at 
th

e 
h
ig

h
-risk

 
A

I 
sy

stem
 

u
n
d
erg

o
es 

th
e 

relev
an

t 

co
n
fo

rm
ity

 assessm
en

t 
p
ro

ced
u
re, 

p
rio

r 
to

 
its 

p
lacin

g
 
o
n
 
th

e 
m

ark
et 

o
r p

u
ttin

g
 in

to
 serv

icH��'
(
/
(
7
(
'
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(f)
co

m
p
ly

 w
ith

 th
e reg

istratio
n
 o

b
lig

atio
n
s

referred
 to

 in
 A

rticle 5
1
; 

(g
)

tak
e th

e n
ecessary

 co
rrectiv

e actio
n
s, if th

e

h
ig

h
-risk

 A
I sy

stem
 is n

o
t in

 co
n
fo

rm
ity

 w
ith

 th
e 

req
u
irem

en
ts set o

u
t in

 C
h
ap

ter 2
 o

f th
is T

itle; 

(h
)

in
fo

rm
 th

e n
atio

n
al co

m
p

eten
t au

th
o
rities o

f

th
e M

em
b
er S

tates in
 w

h
ich

 th
ey

 m
ad

e th
e A

I 

sy
stem

 av
ailab

le o
r p

u
t it in

to
 serv

ice an
d
, w

h
ere 

ap
p
licab

le, th
e n

o
tified

 b
o
d

y
 o

f th
e n

o
n

-co
m

p
lian

ce 

an
d
 o

f an
y
 co

rrectiv
e actio

n
s tak

en
; 

'
(
/
(
7
(
'
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(i)
to

 affix
 th

e C
E

 m
ark

in
g
 to

 th
eir h

ig
h

-risk
 A

I

sy
stem

s to
 in

d
icate th

e co
n
fo

rm
ity

 w
ith

 th
is 

R
eg

u
latio

n
 in

 acco
rd

an
ce w

ith
 A

rticle 4
9
; 

(j)
u
p
o
n
 req

u
est o

f a n
atio

n
al co

m
p
eten

t

au
th

o
rity

, d
em

o
n
strate th

e co
n
fo

rm
ity

 o
f th

e h
ig

h
-

risk
 A

I sy
stem

 w
ith

 th
e req

u
irem

en
ts set o

u
t in

 

C
h
ap

ter 2
 o

f th
is T

itle. 

A
rticle 1

7
 

Q
u
ality

 m
an

ag
em

en
t sy

stem
 

1
.

P
ro

v
id

ers o
f h

ig
h

-risk
 A

I sy
stem

s sh
all p

u
t a

q
u
ality

 m
an

ag
em

en
t sy

stem
 in

 p
lace th

at en
su

res 

co
m

p
lian

ce w
ith

 th
is R

eg
u
latio

n
. T

h
at sy

stem
 sh

all 

b
e d

o
cu

m
en

ted
 in

 a sy
stem

atic an
d
 o

rd
erly

 m
an

n
er in

 

th
e fo

rm
 o

f w
ritten

 p
o
licies, p

ro
ced

u
res an

d
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in
stru

ctio
n
s, an

d
 sh

all in
clu

d
e at least th

e fo
llo

w
in

g
 

asp
ects: 

(a)
a strateg

y
 fo

r reg
u
lato

ry
 co

m
p
lian

ce,

in
clu

d
in

g
 co

m
p
lian

ce w
ith

 co
n
fo

rm
ity

 assessm
en

t 

p
ro

ced
u
res an

d
 p

ro
ced

u
res fo

r th
e m

an
ag

em
en

t o
f 

m
o
d
ificatio

n
s to

 th
e h

ig
h

-risk
 A

I sy
stem

; 

(b
)

tech
n
iq

u
es, p

ro
ced

u
res an

d
 sy

stem
atic

actio
n
s to

 b
e u

sed
 fo

r th
e d

esig
n
, d

esig
n
 co

n
tro

l an
d
 

d
esig

n
 v

erificatio
n
 o

f th
e h

ig
h

-risk
 A

I sy
stem

; 

(c)
tech

n
iq

u
es, p

ro
ced

u
res an

d
 sy

stem
atic

actio
n
s to

 b
e u

sed
 fo

r th
e d

ev
elo

p
m

en
t, q

u
ality

 

co
n
tro

l an
d
 q

u
ality

 assu
ran

ce o
f th

e h
ig

h
-risk

 A
I 

sy
stem

; 

(d
)

ex
am

in
atio

n
, test an

d
 v

alid
atio

n
 p

ro
ced

u
res
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to
 b

e carried
 o

u
t b

efo
re, d

u
rin

g
 an

d
 after th

e 

d
ev

elo
p
m

en
t o

f th
e h

ig
h

-risk
 A

I sy
stem

, an
d
 th

e 

freq
u
en

c
y
 w

ith
 w

h
ich

 th
ey

 h
av

e to
 b

e carried
 o

u
t; 

(e)
tech

n
ical sp

ecificatio
n
s, in

clu
d
in

g
 stan

d
ard

s,

to
 b

e ap
p
lied

 an
d
, w

h
ere th

e relev
an

t h
arm

o
n
ised

 

stan
d
ard

s are n
o
t ap

p
lied

 in
 fu

ll, th
e m

ean
s to

 b
e 

u
sed

 to
 en

su
re th

at th
e h

ig
h

-risk
 A

I sy
stem

 co
m

p
lies 

w
ith

 th
e req

u
irem

en
ts set o

u
t in

 C
h
ap

ter 2
 o

f th
is 

T
itle; 

(f)
sy

stem
s an

d
 p

ro
ced

u
res fo

r d
ata

m
an

ag
em

en
t, in

clu
d
in

g
 d

ata co
llectio

n
, d

ata an
aly

sis, 

d
ata lab

ellin
g
, d

ata sto
rag

e, d
ata filtratio

n
, d

ata 

m
in

in
g
, d

ata ag
g
reg

atio
n
, d

ata reten
tio

n
 an

d
 an

y
 

o
th

er o
p
eratio

n
 reg

ard
in

g
 th

e d
ata th

at is p
erfo

rm
ed

 

b
efo

re an
d
 fo

r th
e p

u
rp

o
ses o

f th
e p

lacin
g
 o

n
 th

e 

m
ark

et o
r p

u
ttin

g
 in

to
 serv

ice o
f h

ig
h

-risk
 A

I 

sy
stem

s; 
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(g
)

th
e risk

 m
an

ag
em

en
t sy

stem
 referred

 to
 in

A
rticle 9

; 

(h
)

th
e settin

g
-u

p
, im

p
lem

en
tatio

n
 an

d

m
ain

ten
an

ce o
f a p

o
st-m

ark
et m

o
n
ito

rin
g
 sy

stem
, in

 

acco
rd

an
ce w

ith
 A

rticle 6
1
; 

(i)
p
ro

ced
u
res related

 to
 th

e rep
o
rtin

g
 o

f serio
u
s

in
cid

en
ts an

d
 o

f m
alfu

n
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o
n
 th

e p
ro

v
id

er.  
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A
rticle 2

5
 

A
u
th

o
rised

 rep
resen

tativ
es 

1
.

P
rio

r to
 m

ak
in

g
 th

eir sy
stem

s av
ailab

le o
n
 th

e

U
n
io

n
 m

ark
et, w

h
ere an

 im
p
o
rter can

n
o
t b

e 

id
en

tified
, p

ro
v
id

ers estab
lish

ed
 o

u
tsid

e th
e U

n
io

n
 

sh
all, b

y
 w

ritten
 m

an
d

ate, ap
p
o
in

t an
 au

th
o
rised

 

rep
resen

tativ
e w

h
ich

 is estab
lish

ed
 in

 th
e U

n
io

n
. 

2
.

T
h
e au

th
o
rised

 rep
resen

tativ
e sh

all p
erfo

rm

th
e task

s sp
ecified

 in
 th

e m
an

d
ate receiv

ed
 fro

m
 th

e 

p
ro

v
id

er. T
h
e m

an
d

ate sh
all em

p
o
w

er th
e au

th
o
rised

 

rep
resen

tativ
e to

 carry
 o

u
t th

e fo
llo

w
in

g
 task

s: 

(a)
k
eep

 a co
p

y
 o

f th
e E

U
 d

eclaratio
n
 o

f

co
n
fo

rm
ity

 an
d
 th

e tech
n

ical d
o
cu

m
en

tatio
n
 at th

e 

d
isp

o
sal o

f th
e n

atio
n
al co

m
p
eten

t au
th

o
rities an

d
 

n
atio

n
al au

th
o
rities referred

 to
 in

 A
rticle 6

3
(7

); 
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(b
)

p
ro

v
id

e a n
atio

n
al co

m
p

eten
t au

th
o
rity

, u
p
o
n

a reaso
n

ed
 req

u
est, w

ith
 all th

e in
fo

rm
atio

n
 an

d
 

d
o
cu

m
en

tatio
n
 n

ecessary
 to

 d
em

o
n
strate th

e 

co
n
fo

rm
ity

 o
f a h

ig
h

-risk
 A

I sy
stem

 w
ith

 th
e 

req
u
irem

en
ts set o

u
t in

 C
h
ap

ter 2
 o

f th
is T

itle, 

in
clu

d
in

g
 access to

 th
e lo

g
s au

to
m

atically
 g

en
erated

 

b
y
 th

e h
ig

h
-risk

 A
I sy

stem
 to

 th
e ex

ten
t su

ch
 lo

g
s are 

u
n
d
er th

e co
n
tro

l o
f th

e p
ro

v
id

er b
y
 v

irtu
e o

f a 

co
n
tractu

al arran
g
em

en
t w

ith
 th

e u
ser o

r o
th

erw
ise 

b
y
 law

; 

 /�͗�

;�ƌĂĨƚŝŶŐͿ͗�

ƉƌŽǀŝĚĞ�Ă�ŶĂƚŝŽŶĂů�ĐŽŵ
ƉĞƚĞŶƚ�ĂƵƚŚŽƌŝƚǇ͕�ƵƉŽŶ�Ă�ƌĞĂƐŽŶĞĚ�ƌĞƋƵĞƐƚ͕�ǁ

ŝƚŚ�

Ăůů�ƚŚĞ�ŝŶĨŽƌŵ
ĂƚŝŽŶ�ĂŶĚ�ĚŽĐƵŵ

ĞŶƚĂƚŝŽŶ�ŶĞĐĞƐƐĂƌǇ�ƚŽ�ĚĞŵ
ŽŶƐƚƌĂƚĞ�ƚŚĞ�

ĐŽŶĨŽƌŵ
ŝƚǇ�ŽĨ�Ă�ŚŝŐŚͲƌŝƐŬ��/�ƐǇƐƚĞŵ

�ǁ
ŝƚŚ�ƚŚĞ�ƌĞƋƵŝƌĞŵ

ĞŶƚƐ�ƐĞƚ�ŽƵƚ�ŝŶ�

�ŚĂƉƚĞƌ�Ϯ�ŽĨ�ƚŚŝƐ�dŝƚůĞ͕��ŝŶ�Ă�ůĂŶŐƵĂŐĞ�ǁ
ŚŝĐŚ�ĐĂŶ�ďĞ�ĞĂƐŝůǇ�ƵŶĚĞƌƐƚŽŽĚ�ďǇ�

ƚŚĂƚ�ŶĂƚŝŽŶĂů�ĐŽŵ
ƉĞƚĞŶƚ�ĂƵƚŚŽƌŝƚǇ

(c)
co

o
p
erate w

ith
 co

m
p
eten

t n
atio

n
al

au
th

o
rities, u

p
o
n
 a reaso

n
ed

 req
u
est, o

n
 an

y
 actio

n
 

th
e latter tak

es in
 relatio

n
 to

 th
e h

ig
h

-risk
 A

I sy
stem

. 

A
rticle 2
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O
b
lig

atio
n
s o

f im
p
o
rters 
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1
.

B
efo

re p
lacin

g
 a h

ig
h

-risk
 A

I sy
stem

 o
n
 th

e

m
ark

et, im
p
o
rters o

f su
ch

 sy
stem

 sh
all en

su
re th

at: 

(a)
th

e ap
p
ro

p
riate co

n
fo

rm
ity

 assessm
en

t

p
ro

ced
u
re h

as b
een

 carried
 o

u
t b

y
 th

e p
ro

v
id

er o
f 

th
at A

I sy
stem

  

(b
)

th
e p

ro
v
id

er h
as d

raw
n
 u

p
 th

e tech
n
ical

d
o
cu

m
en

tatio
n
 in

 acco
rd

an
ce w

ith
 A

n
n

ex
 IV

; 

(c)
th

e sy
stem

 b
ears th

e req
u

ired
 co

n
fo

rm
ity

m
ark

in
g
 an

d
 is acco

m
p
an

ied
 b

y
 th

e req
u
ired

 

d
o
cu

m
en

tatio
n
 an

d
 in

stru
ctio

n
s o

f u
se.  

2
.

W
h
ere an

 im
p
o
rter co

n
sid

ers o
r h

as reaso
n
 to

co
n
sid

er th
at a h

ig
h

-risk
 A

I sy
stem

 is n
o
t in

 

co
n
fo

rm
ity

 w
ith

 th
is R

eg
u
latio

n
, it sh

all n
o
t p

lace 
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th
at sy

stem
 o

n
 th

e m
ark

et u
n
til th

at A
I sy

stem
 h

as 

b
een

 b
ro

u
g
h
t in

to
 co

n
fo

rm
ity

. W
h
ere th

e h
ig

h
-risk

 

A
I sy

stem
 p

resen
ts a risk

 w
ith

in
 th

e m
ean

in
g
 o

f 

A
rticle 6

5
(1

), th
e im

p
o
rter sh

all in
fo

rm
 th

e p
ro

v
id

er 

o
f th

e A
I sy

stem
 an

d
 th

e m
ark

et su
rv

eillan
ce 

au
th

o
rities to

 th
at effect. 

3
.

Im
p
o
rters sh

all in
d
icate th

eir n
am

e, reg
istered

trad
e n

am
e o

r reg
istered

 trad
e m

ark
, an

d
 th

e ad
d
ress 

at w
h
ich

 th
e
y
 can

 b
e co

n
tacted

 o
n
 th

e h
ig

h
-risk

 A
I 

sy
stem

 o
r, w

h
ere th

at is n
o
t p

o
ssib

le, o
n
 its 

p
ack

ag
in

g
 o

r its acco
m

p
an

y
in

g
 d

o
cu

m
en

tatio
n
, as 

ap
p
licab

le. 

4
.

Im
p
o
rters sh

all en
su

re th
at, w

h
ile a h

ig
h

-risk

A
I sy

stem
 is u

n
d
er th

eir resp
o
n
sib

ility
, w

h
ere 

ap
p
licab

le, sto
rag

e o
r tran

sp
o
rt co

n
d
itio

n
s d

o
 n

o
t 

jeo
p
ard

ise its co
m

p
lian

ce w
ith

 th
e req

u
irem

en
ts set 

o
u
t in

 C
h
ap

ter 2
 o

f th
is T

itle. 
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5
.

Im
p
o
rters sh

all p
ro

v
id

e n
atio

n
al co

m
p
eten

t

au
th

o
rities, u

p
o
n
 a reaso

n
ed

 req
u
est, w

ith
 all 

n
ecessary

 in
fo

rm
atio

n
 an

d
 d

o
cu

m
en

tatio
n
 to

 

d
em

o
n
strate th

e co
n

fo
rm

ity
 o

f a h
ig

h
-risk

 A
I sy

stem
 

w
ith

 th
e req

u
irem

en
ts set o

u
t in

 C
h
ap

ter 2
 o

f th
is 

T
itle in

 a lan
g
u

ag
e w

h
ich

 can
 b

e easily
 u

n
d

ersto
o
d

 

b
y
 th

at n
atio

n
al co

m
p
eten

t au
th

o
rity

, in
clu

d
in

g
 

access to
 th

e lo
g
s au

to
m

atically
 g

en
erated

 b
y
 th

e 

h
ig

h
-risk

 A
I sy

stem
 to

 th
e ex

ten
t su

ch
 lo

g
s are u

n
d
er 

th
e co

n
tro

l o
f th

e p
ro

v
id

er b
y
 v

irtu
e o

f a co
n
tractu

al 

arran
g
em

en
t w

ith
 th

e u
ser o

r o
th

erw
ise b

y
 law

. T
h

ey
 

sh
all also

 co
o
p
erate w

ith
 th

o
se au

th
o
rities o

n
 an

y
 

actio
n
 n

atio
n
al co

m
p
eten

t au
th

o
rity

 tak
es in

 relatio
n
 

to
 th

at sy
stem

. 

A
rticle 2

7
 

O
b
lig

atio
n
s o

f d
istrib

u
to

rs 
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1
.

B
efo

re m
ak

in
g
 a h

ig
h

-risk
 A

I sy
stem

av
ailab

le o
n
 th

e m
ark

et, d
istrib

u
to

rs sh
all v

erify
 th

at 

th
e h

ig
h

-risk
 A

I sy
stem

 b
ears th

e req
u
ired

 C
E

 

co
n
fo

rm
ity

 m
ark

in
g
, th

at it is acco
m

p
an

ied
 b

y
 th

e 

req
u
ired

 d
o

cu
m

en
tatio

n
 an

d
 in

stru
ctio

n
 o

f u
se, an

d
 

th
at th

e p
ro

v
id

er an
d
 th

e im
p
o
rter o

f th
e sy

stem
, as 

ap
p
licab

le, h
av

e co
m

p
lied

 w
ith

 th
e o

b
lig

atio
n
s set 

o
u
t in

 th
is R

eg
u
latio

n
. 

2
.

W
h
ere a d

istrib
u
to

r co
n
sid

ers o
r h

as reaso
n
 to

co
n
sid

er th
at a h

ig
h

-risk
 A

I sy
stem

 is n
o
t in

 

co
n
fo

rm
ity

 w
ith

 th
e req

u
irem

en
ts set o

u
t in

 C
h
ap

ter 

2
 o

f th
is T

itle, it sh
all n

o
t m

ak
e th

e h
ig

h
-risk

 A
I 

sy
stem

 av
ailab

le o
n
 th

e m
ark

et u
n
til th

at sy
stem

 h
as 

b
een

 b
ro

u
g
h
t in

to
 co

n
fo

rm
ity

 w
ith

 th
o
se 

req
u
irem

en
ts. F

u
rth

erm
o

re, w
h
ere th

e sy
stem

 

p
resen

ts a risk
 w

ith
in

 th
e m

ean
in

g
 o

f A
rticle 6

5
(1

), 

th
e d

istrib
u
to

r sh
all in

fo
rm

 th
e p

ro
v
id

er o
r th

e 

im
p
o
rter o

f th
e sy

stem
, as ap

p
licab

le, to
 th

at effect. 
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3
.

D
istrib

u
to

rs sh
all en

su
re th

at, w
h
ile a h

ig
h

-

risk
 A

I sy
stem

 is u
n
d
er th

eir resp
o
n
sib

ility
, w

h
ere 

ap
p
licab

le, sto
rag

e o
r tran

sp
o
rt co

n
d
itio

n
s d

o
 n

o
t 

jeo
p
ard

ise th
e co

m
p
lian

ce o
f th

e sy
stem

 w
ith

 th
e 

req
u
irem

en
ts set o

u
t in

 C
h
ap

ter 2
 o

f th
is T

itle. 

4
.

A
 d

istrib
u
to

r th
at co

n
sid

ers o
r h

as reaso
n
 to

co
n
sid

er th
at a h

ig
h

-risk
 A

I sy
stem

 w
h
ich

 it h
as 

m
ad

e av
ailab

le o
n

 th
e m

ark
et is n

o
t in

 co
n
fo

rm
ity

 

w
ith

 th
e req

u
irem

en
ts set o

u
t in

 C
h
ap

ter 2
 o

f th
is 

T
itle sh

all tak
e th

e co
rrectiv

e actio
n
s n

ecessary
 to

 

b
rin

g
 th

at sy
stem

 in
to

 co
n
fo

rm
ity

 w
ith

 th
o
se 

req
u
irem

en
ts, to

 w
ith

d
raw

 it o
r recall it o

r sh
all 

en
su

re th
at th

e p
ro

v
id

er, th
e im

p
o
rter o

r an
y
 relev

an
t 

o
p
erato

r, as ap
p
ro

p
riate, tak

es th
o
se co

rrectiv
e 

actio
n
s. W

h
ere th

e h
ig

h
-risk

 A
I sy

stem
 p

resen
ts a 

risk
 w

ith
in

 th
e m

ean
in

g
 o

f A
rticle 6

5
(1

), th
e 

d
istrib

u
to

r sh
all im

m
ed

iately
 in

fo
rm

 th
e n

atio
n
al 
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co
m

p
eten

t au
th

o
rities o

f th
e M

em
b
er S

tates in
 w

h
ich

 

it h
as m

ad
e th

e p
ro

d
u
ct av

ailab
le to

 th
at effect, 

g
iv

in
g
 d

etails, in
 p

articu
lar, o

f th
e n

o
n

-co
m

p
lian

ce 

an
d
 o

f an
y
 co

rrectiv
e actio

n
s tak

en
. 

5
.

U
p
o
n
 a reaso

n
ed

 req
u
est fro

m
 a n

atio
n
al

co
m

p
eten

t au
th
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d
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J L
 2

1
2
, 2

2
.8

.2
0

1
8
, 

p
.
1
), in

 so
 far as th

e d
esig

n
, p

ro
d
u

ctio
n
 an

d
 p

lacin
g

o
n
 th

e m
ark

et o
f aircrafts referred

 to
 in

 p
o
in

ts (a) an
d
 

(b
)

o
f A

rticle 2
(1

) th
ereo

f, w
h
ere it co

n
cern

s

u
n
m

an
n
ed

 aircraft an
d
 th

eir en
g
in

es, p
ro

p
ellers, p

arts 

an
d
 eq

u
ip

m
en

t to
 co

n
tro

l th
em

 rem
o
tely

, are 

co
n
cern

ed
. 

A
N

N
E

X
 III 

H
IG

H
-R

IS
K

 A
I S

Y
S

T
E

M
S

 R
E

F
E

R
R

E
D

 T
O

 IN
 

A
R

T
IC

L
E

 6
(2

) 

H
ig

h
-risk

 A
I sy

stem
s p

u
rsu

an
t to

 A
rticle 6

(2
) are th

e 

A
I sy

stem
s listed

 in
 an

y
 o

f th
e fo

llo
w

in
g
 areas: 

1
.

B
io

m
etric id

en
tificatio

n
 an

d
 categ

o
risatio

n
 o

f

n
atu

ral p
erso

n
s: 
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D
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m
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b
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(a)
$
,�V\VWHP

V�LQWHQGHG�WR�EH�XVHG�IRU�WKH�µUHDO-

WLP
H¶�DQG�µSRVW¶�UHP

RWH�ELRP
HWULF�LGHQWLILFDWLRQ�RI�

n
atu

ral p
erso

n
s; 

2
.

M
an

ag
em

en
t an

d
 o

p
eratio

n
 o

f critical

in
frastru

ctu
re: 

(a)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 as safety

co
m

p
o
n
en

ts in
 th

e m
an

ag
em

en
t an

d
 o

p
eratio

n
 o

f 

ro
ad

 traffic an
d
 th

e su
p
p
ly

 o
f w

ater, g
as, h

eatin
g
 an

d
 

electricity
. 

3
.

E
d
u
catio

n
 an

d
 v

o
catio

n
al train

in
g
:

(a)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 fo
r th

e

p
u
rp

o
se o

f d
eterm

in
in

g
 access o

r assig
n
in

g
 n

atu
ral 

p
erso

n
s to

 ed
u
catio

n
al an

d
 v

o
catio

n
al train

in
g
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in
stitu

tio
n
s; 

(b
)

A
I sy

stem
s in

ten
d
ed

 to
 b

e u
sed

 fo
r th

e

p
u
rp

o
se o

f assessin
g
 stu

d
en

ts in
 ed

u
catio

n
al an

d
 

v
o
catio

n
al train

in
g
 in

stitu
tio

n
s an

d
 fo

r assessin
g
 

p
articip

an
ts in

 tests co
m

m
o
n
ly

 req
u
ired

 fo
r 

ad
m

issio
n
 to

 ed
u
catio

n
al in

stitu
tio

n
s. 

4
.

E
m

p
lo

y
m

en
t, w

o
rk

ers m
an

ag
em

en
t an

d

access to
 self-em

p
lo

y
m

en
t: 

(a)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 fo
r

recru
itm

en
t o

r selectio
n
 o

f n
atu

ral p
erso

n
s, n

o
tab

ly
 

fo
r ad

v
ertisin

g
 v

acan
cies, screen

in
g
 o

r filterin
g
 

ap
p
licatio

n
s, ev

alu
atin

g
 can

d
id

ates in
 th

e co
u
rse o

f 

in
terv

iew
s o

r tests;   

(b
)

A
I in

ten
d
ed

 to
 b

e u
sed

 fo
r m

ak
in

g
 d

ecisio
n
s
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D
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b
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C
o
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m
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ts fro
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d
d
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n
a
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p
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1
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o
n
 p

ro
m

o
tio

n
 an

d
 term

in
atio

n
 o

f w
o
rk

-related
 

co
n
tractu

al relatio
n
sh

ip
s, fo

r task
 allo

catio
n
 an

d
 fo

r 

m
o
n
ito

rin
g
 an

d
 ev

alu
atin

g
 p

erfo
rm

an
ce an

d
 b

eh
av

io
r 

o
f p

erso
n
s in

 su
ch

 relatio
n
sh

ip
s. 

 
 

5
. 

A
ccess to

 an
d
 en

jo
y
m

en
t o

f essen
tial p

riv
ate 

serv
ices an

d
 p

u
b
lic serv

ices an
d
 b

en
efits: 

 

 
 

(a) 
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 b
y
 p

u
b
lic 

au
th

o
rities o

r o
n
 b

eh
alf o

f p
u
b
lic au

th
o
rities to

 

ev
alu

ate th
e elig

ib
ility

 o
f n

atu
ral p

erso
n
s fo

r p
u
b
lic 

assistan
ce b

en
efits an

d
 serv

ices, as w
ell as to

 g
ran

t, 

red
u
ce, rev

o
k

e, o
r reclaim

 su
ch

 b
en

efits an
d
 

serv
ices; 

 

 
 

(b
) 

A
I sy

stem
s in

ten
d
ed

 to
 b

e u
sed

 to
 ev

alu
ate 

th
e cred

itw
o
rth

in
ess o

f n
atu

ral p
erso

n
s o

r estab
lish

 

th
eir cred

it sco
re, w

ith
 th

e ex
cep

tio
n
 o

f A
I sy

stem
s 

p
u
t in

to
 serv

ice  b
y
 sm

all scale p
ro

v
id

ers fo
r th

eir 
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o
w

n
 u

se; 

(c)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 to
 d

isp
atch

,

o
r to

 estab
lish

 p
rio

rity
 in

 th
e d

isp
atch

in
g
 o

f 

em
erg

en
c
y
 first resp

o
n
se serv

ices, in
clu

d
in

g
 b

y
 

firefig
h
ters an

d
 m

ed
ical aid

. 

6
.

L
aw

 en
fo

rcem
en

t:

(a)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 b
y
 law

en
fo

rcem
en

t au
th

o
rities fo

r m
ak

in
g
 in

d
iv

id
u
al risk

 

assessm
en

ts o
f n

atu
ral p

erso
n
s in

 o
rd

er to
 assess th

e 

risk
 o

f a n
atu

ral p
erso

n
 fo

r o
ffen

d
in

g
 o

r reo
ffen

d
in

g
 

o
r th

e risk
 fo

r p
o
ten

tial v
ictim

s o
f crim

in
al o

ffen
ces; 

(b
)

A
I sy

stem
s in

ten
d
ed

 to
 b

e u
sed

 b
y
 law

en
fo

rcem
en

t au
th

o
rities as p

o
ly

g
rap

h
s an

d
 sim

ilar 

to
o
ls o

r to
 d

etect th
e em

o
tio

n
al state o

f a n
atu

ral 
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p
erso

n
; 

(c)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 b
y
 law

en
fo

rcem
en

t au
th

o
rities to

 d
etect d

eep
 fak

es as 

referred
 to

 in
 article 5

2
(3

); 

(d
)

A
I sy

stem
s in

ten
d
ed

 to
 b

e u
sed

 b
y
 law

en
fo

rcem
en

t au
th

o
rities fo

r ev
alu

atio
n
 o

f th
e 

reliab
ility

 o
f ev

id
en

ce in
 th

e co
u
rse o

f in
v

estig
atio

n
 

o
r p

ro
secu

tio
n
 o

f crim
in

al o
ffen

ces; 

(e)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 b
y
 law

en
fo

rcem
en

t au
th

o
rities fo

r p
red

ictin
g
 th

e  

o
ccu

rren
ce  o

r reo
ccu

rren
ce o

f an
 actu

al o
r p

o
ten

tial 

crim
in

al o
ffen

ce b
ased

 o
n
 p

ro
filin

g
 o

f n
atu

ral 

'
(
/
(
7
(
'
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p
erso

n
s as referred

 to
 in

 A
rticle 3

(4
) o

f D
irectiv

e 

(E
U

) 2
0
1
6
/6

8
0
 o

r assessin
g
 p

erso
n
ality

 traits an
d
 

ch
aracteristics o

r p
ast crim

in
al b

eh
av

io
u
r o

f n
atu

ral 

p
erso

n
s o

r g
ro

u
p
s; 

(f)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 b
y
 law

en
fo

rcem
en

t au
th

o
rities fo

r p
ro

filin
g
 o

f n
atu

ral 

p
erso

n
s as referred

 to
 in

 A
rticle 3

(4
) o

f D
irectiv

e 

(E
U

) 2
0
1
6
/6

8
0
 in

 th
e co

u
rse o

f d
etectio

n
, 

in
v
estig

atio
n
 o

r p
ro

secu
tio

n
 o

f crim
in

al o
ffen

ces; 

(g
)

A
I sy

stem
s in

ten
d
ed

 to
 b

e u
sed

 fo
r crim

e

an
aly

tics reg
ard

in
g
 n

atu
ral p

erso
n
s, allo

w
in

g
 law

 

en
fo

rcem
en

t au
th

o
rities to

 search
 co

m
p
lex

 related
 

an
d
 u

n
related

 larg
e d

ata sets av
ailab

le in
 d

ifferen
t 

d
ata so

u
rces o

r in
 d

ifferen
t d

ata fo
rm

ats in
 o

rd
er to

 

id
en

tify
 u

n
k
n
o
w

n
 p

attern
s o

r d
isco

v
er h

id
d
en

 

relatio
n
sh

ip
s in

 th
e d

ata. 

IE
: 

(C
o
m

m
en

ts): 

W
e note that Annex III, paragraph 6, point g unduly extends the 

definition of high-ƌŝƐŬ��/�ƚŽ�͚Đƌŝŵ
Ğ�ĂŶĂůǇƚŝĐƐ͛͘�dŚŝƐ�ŝƐ�ŽĨ�ŵ

ĂũŽƌ�ĐŽŶĐĞƌŶ�ĂƐ�
it has a very broad and negative im

pact on the current and future 
investigative approaches in the digital dom

ain (e.g. cybersecurity crim
e 

investigations, econom
ic crim

e investigations, vetting). W
e note that, 

together w
ith provisions in Annex III, paragraph 6, point a, c and d, the 

proposal w
ill have a net effect of acting as disincentive to ongoing 
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initiatives 
w

ith 
international 

w
orking 

and 
expert 

groups 
on 

the 
responsible 

usage 
of 

AI 
by 

law
 

enforcem
ent. 

Also 
in-house 

and 
collaborative innovation efforts in term

s of using AI for adm
inistrative 

and analytical tasks w
ithin the overall digital dom

ain and particularly in 
the space of Big Data w

ill be negatively im
pacted. 

7
.

M
ig

ratio
n
, asy

lu
m

 an
d
 b

o
rd

er co
n
tro

l

m
an

ag
em

en
t: 

(a)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 b
y
 co

m
p
eten

t

p
u
b
lic au

th
o
rities as p

o
ly

g
rap

h
s an

d
 sim

ilar to
o
ls o

r 

to
 d

etect th
e em

o
tio

n
al state o

f a n
atu

ral p
erso

n
; 

(b
)

A
I sy

stem
s in

ten
d
ed

 to
 b

e u
sed

 b
y
 co

m
p
eten

t

p
u
b
lic au

th
o
rities to

 assess a risk
, in

clu
d
in

g
 a 

secu
rity

 risk
, a risk

 o
f irreg

u
lar im

m
ig

ratio
n
, o

r a 

h
ealth

 risk
, p

o
sed

 b
y
 a n

atu
ral p

erso
n
 w

h
o
 in

ten
d
s to

 

en
ter o

r h
as en

tered
 in

to
 th

e territo
ry

 o
f a M

em
b
er 

S
tate;  
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(c)
A

I sy
stem

s in
ten

d
ed

 to
 b

e u
sed

 b
y
 co

m
p
eten

t

p
u
b
lic au

th
o
rities fo

r th
e v

erificatio
n
 o

f th
e 

au
th

en
ticity

 o
f trav

el d
o
cu

m
en

ts an
d
 su

p
p
o
rtin

g
 

d
o
cu

m
en

tatio
n
 o

f n
atu

ral p
erso

n
s an

d
 d

etect n
o

n
-

au
th

en
tic d

o
cu

m
en

ts b
y
 ch

eck
in

g
 th

eir secu
rity

 

featu
res; 

(d
)

A
I sy

stem
s in

ten
d
ed

 to
 assist co

m
p
eten

t

p
u
b
lic au

th
o
rities fo

r th
e ex

am
in

atio
n
 o

f ap
p
licatio

n
s 

fo
r asy

lu
m

, v
isa an

d
 resid

en
ce p

erm
its an

d
 

asso
ciated

 co
m

p
lain

ts w
ith

 reg
ard

 to
 th

e elig
ib

ility
 o

f 

th
e n

atu
ral p

erso
n
s ap

p
ly

in
g
 fo

r a statu
s. 

8
.

A
d
m

in
istratio

n
 o

f ju
stice an

d
 d

em
o
cratic

p
ro

cesses: 

(a)
A

I sy
stem

s in
ten

d
ed

 to
 assist a ju

d
icial
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au
th

o
rity

 in
 research

in
g
 an

d
 in

terp
retin

g
 facts an

d
 

th
e law

 an
d
 in

 ap
p
ly

in
g
 th

e law
 to

 a co
n

crete set o
f 

facts. 

A
N

N
E

X
 IV

 

T
E

C
H

N
IC

A
L

 D
O

C
U

M
E

N
T

A
T

IO
N

 referred
 to

 

in
 A

rticle 1
1
(1

) 

T
h
e tech

n
ical d

o
cu

m
en

tatio
n
 referred

 to
 in

 A
rticle 

1
1
(1

) sh
all co

n
tain

 at least th
e fo

llo
w

in
g
 in

fo
rm

atio
n
, 

as ap
p
licab

le to
 th

e relev
an

t A
I sy

stem
: 

1
.

A
 g

en
eral d

escrip
tio

n
 o

f th
e A

I sy
stem

in
clu

d
in

g
: 

(a)
its in

ten
d
ed

 p
u
rp

o
se, th

e p
erso

n
/s d

ev
elo

p
in

g

th
e sy

stem
 th

e d
ate an

d
 th

e v
ersio

n
 o

f th
e sy

stem
; 
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(b
)

h
o
w

 th
e A

I sy
stem

 in
teracts o

r can
 b

e u
sed

 to

in
teract w

ith
 h

ard
w

are o
r so

ftw
are th

at is n
o
t p

art o
f 

th
e A

I sy
stem

 itself, w
h
ere ap

p
licab

le; 

(c)
th

e v
ersio

n
s o

f relev
an

t so
ftw

are o
r firm

w
are

an
d
 an

y
 req

u
irem

en
t related

 to
 v

ersio
n
 u

p
d
ate; 

IE
: 

(C
o
m

m
en

ts): 

Hardw
are m

ay also be included along w
ith softw

are / firm
w

are as 

com
ponent of AI system

 deployed. 

(d
)

th
e d

escrip
tio

n
 o

f all fo
rm

s in
 w

h
ich

 th
e A

I

sy
stem

 is p
laced

 o
n
 th

e m
ark

et o
r p

u
t in

to
 serv

ice; 

IE
: 

(C
o
m

m
en

ts): 

 It m
ay not be possible to track all form

s / m
odifications of an AI system

 
that are placed in the m

arket how
ever a m

andated registry of High-risk 
system

s m
ay be a helpful m

itigation. 

(e)
th

e d
escrip

tio
n
 o

f h
ard

w
are o

n
 w

h
ich

 th
e A

I
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sy
stem

 is in
ten

d
ed

 to
 ru

n
; 

(f)
w

h
ere th

e A
I sy

stem
 is a co

m
p
o
n
en

t o
f

p
ro

d
u
cts, p

h
o
to

g
rap

h
s o

r illu
stratio

n
s sh

o
w

in
g
 

ex
tern

al featu
res, m

ark
in

g
 an

d
 in

tern
al la

y
o
u
t o

f 

th
o
se p

ro
d
u
cts; 

(g
)

in
stru

ctio
n
s o

f u
se fo

r th
e u

ser an
d
, w

h
ere

ap
p
licab

le in
stallatio

n
 in

stru
ctio

n
s; 

2
.

A
 d

etailed
 d

escrip
tio

n
 o

f th
e elem

en
ts o

f th
e

A
I sy

stem
 an

d
 o

f th
e p

ro
cess fo

r its d
ev

elo
p
m

en
t, 

in
clu

d
in

g
: 

(a)
th

e m
eth

o
d
s an

d
 step

s p
erfo

rm
ed

 fo
r th

e

d
ev

elo
p
m

en
t o

f th
e A

I sy
stem

, in
clu

d
in

g
, w

h
ere 

relev
an

t, reco
u
rse to

 p
re-train

ed
 sy

stem
s o

r to
o
ls 

p
ro

v
id

ed
 b

y
 th

ird
 p

arties an
d
 h

o
w

 th
ese h

av
e b

een
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u
sed

, in
teg

rated
 o

r m
o
d
ified

 b
y
 th

e p
ro

v
id

er; 

(b
)

th
e d

esig
n
 sp

ecificatio
n
s o

f th
e sy

stem
,

n
am

ely
 th

e g
en

eral lo
g
ic o

f th
e A

I sy
stem

 an
d
 o

f th
e 

alg
o
rith

m
s; th

e k
e
y
 d

esig
n
 ch

o
ices in

clu
d
in

g
 th

e 

ratio
n
ale an

d
 assu

m
p
tio

n
s m

ad
e, also

 w
ith

 reg
ard

 to
 

p
erso

n
s o

r g
ro

u
p
s o

f p
erso

n
s o

n
 w

h
ich

 th
e sy

stem
 is 

in
ten

d
ed

 to
 b

e u
sed

; th
e m

ain
 classificatio

n
 ch

o
ices; 

w
h
at th

e sy
stem

 is d
esig

n
ed

 to
 o

p
tim

ise fo
r an

d
 th

e 

relev
an

ce o
f th

e d
ifferen

t p
aram

eters; th
e d

ecisio
n

s 

ab
o
u
t an

y
 p

o
ssib

le trad
e-o

ff m
ad

e reg
ard

in
g
 th

e 

tech
n
ical so

lu
tio

n
s ad

o
p
ted

 to
 co

m
p
ly

 w
ith

 th
e 

req
u
irem

en
ts set o

u
t in

 T
itle III, C

h
ap

ter 2
; 

(c)
th

e d
escrip

tio
n
 o

f th
e sy

stem
 arch

itectu
re

ex
p
lain

in
g
 h

o
w

 so
ftw

are co
m

p
o
n
en

ts b
u
ild

 o
n
 o

r 

feed
 in

to
 each

 o
th

er an
d
 in

teg
rate in

to
 th

e o
v
erall 

p
ro

cessin
g
; th

e co
m

p
u
tatio

n
al reso

u
rces u

sed
 to

 

d
ev

elo
p
, train

, test an
d
 v

alid
ate th

e A
I sy

stem
; 
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(d
) 

w
h
ere relev

an
t, th

e d
ata req

u
irem

en
ts in

 

term
s o

f d
atash

eets d
escrib

in
g
 th

e train
in

g
 

m
eth

o
d
o
lo

g
ies an

d
 tech

n
iq

u
es an

d
 th

e train
in

g
 d

ata 

sets u
sed

, in
clu

d
in

g
 in

fo
rm

atio
n
 ab

o
u
t th

e 

p
ro

v
en

an
ce o

f th
o
se d

ata sets, th
eir sco

p
e an

d
 m

ain
 

ch
aracteristics; h

o
w

 th
e d

ata w
as o

b
tain

ed
 an

d
 

selected
; lab

ellin
g
 p

ro
ced

u
res (e.g

. fo
r su

p
erv

ised
 

learn
in

g
), d

ata clean
in

g
 m

eth
o
d
o
lo

g
ies (e.g

. o
u
tliers 

d
etectio

n
); 

 

 
 

(e) 
assessm

en
t o

f th
e h

u
m

an
 o

v
ersig

h
t m

easu
res 

n
eed

ed
 in

 acco
rd

an
ce w

ith
 A

rticle 1
4
, in

clu
d
in

g
 an

 

assessm
en

t o
f th

e tech
n
ical m

easu
res n

eed
ed

 to
 

facilitate th
e in

terp
retatio

n
 o

f th
e o

u
tp

u
ts o

f A
I 

sy
stem

s b
y
 th

e u
sers, in

 acco
rd

an
ce w

ith
 A

rticles 

1
3
(3

)(d
); 
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(f)
w

h
ere ap

p
licab

le, a d
etailed

 d
escrip

tio
n
 o

f

p
re-d

eterm
in

ed
 ch

an
g
es  to

 th
e A

I sy
stem

 an
d
 its 

p
erfo

rm
an

ce, to
g
eth

er w
ith

 all th
e relev

an
t 

in
fo

rm
atio

n
 related

 to
 th

e tech
n
ical so

lu
tio

n
s ad

o
p
ted

 

to
 en

su
re co

n
tin

u
o
u
s co

m
p
lian

ce o
f th

e A
I sy

stem
 

w
ith

 th
e relev

an
t req

u
irem

en
ts set o

u
t in

 T
itle III, 

C
h
ap

ter 2
; 

(g
)

th
e v

alid
atio

n
 an

d
 testin

g
 p

ro
ced

u
res u

sed
,

in
clu

d
in

g
 in

fo
rm

atio
n
 ab

o
u
t th

e v
alid

atio
n
 an

d
 

testin
g
 d

ata u
sed

 an
d
 th

eir m
ain

 ch
aracteristics; 

m
etrics u

sed
 to

 m
easu

re accu
rac

y
, ro

b
u
stn

ess, 

cy
b

ersecu
rity

 an
d
 co

m
p
lian

ce w
ith

 o
th

er relev
an

t 

req
u
irem

en
ts set o

u
t in

 T
itle III, C

h
ap

ter 2
 as w

ell as 

p
o
ten

tially
 d

iscrim
in

ato
ry

 im
p
acts; test lo

g
s an

d
 all 

test rep
o
rts d

ated
 an

d
 sig

n
ed

 b
y
 th

e resp
o
n
sib

le 

p
erso

n
s, in

clu
d
in

g
 w

ith
 reg

ard
 to

 p
re-d

eterm
in

ed
 

ch
an

g
es as referred

 to
 u

n
d
er p

o
in

t (f). 
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3
.

D
etailed

 in
fo

rm
atio

n
 ab

o
u
t th

e m
o
n
ito

rin
g
,

fu
n
ctio

n
in

g
 an

d
 co

n
tro

l o
f th

e A
I sy

stem
, in

 

p
articu

lar w
ith

 reg
ard

 to
: its cap

ab
ilities an

d
 

lim
itatio

n
s in

 p
erfo

rm
an

ce, in
clu

d
in

g
 th

e d
eg

rees o
f 

accu
rac

y
 fo

r sp
ecific p

erso
n
s o

r g
ro

u
p
s o

f p
erso

n
s o

n
 

w
h
ich

 th
e sy

stem
 is in

ten
d
ed

 to
 b

e u
sed

 an
d
 th

e 

o
v
erall ex

p
ected

 lev
el o

f accu
rac

y
 in

 relatio
n
 to

 its 

in
ten

d
ed

 p
u
rp

o
se; th

e fo
reseeab

le u
n
in

ten
d
ed

 

o
u
tco

m
es an

d
 so

u
rces o

f risk
s to

 h
ealth

 an
d
 safety

, 

fu
n
d
am

en
tal rig

h
ts an

d
 d

iscrim
in

atio
n
 in

 v
iew

 o
f th

e 

in
ten

d
ed

 p
u
rp

o
se o

f th
e A

I sy
stem

; th
e h

u
m

an
 

o
v
ersig

h
t m

easu
res n

eed
ed

 in
 acco

rd
an

ce w
ith

 

A
rticle 1

4
, in

clu
d
in

g
 th

e tech
n
ical m

easu
res p

u
t in

 

p
lace to

 facilitate th
e in

terp
retatio

n
 o

f th
e o

u
tp

u
ts o

f 

A
I sy

stem
s b

y
 th

e u
sers; sp

ecificatio
n
s o

n
 in

p
u
t d

ata, 

as ap
p
ro

p
riate; 

4
.

A
 d

etailed
 d

escrip
tio

n
 o

f th
e risk

m
an

ag
em

en
t sy

stem
 in

 acco
rd

an
ce w

ith
 A

rticle 9
; 



C
o
m

m
issio

n
 p

ro
p
o
sal (d

o
c. 8

1
1
5
/2

1
 ±

 C
O

M
(2

0
2
1
) 2

0
6
 fin

al) 
 

 
D

ead
lin

e fo
r co

m
m

en
ts: 2

6
 O

cto
b
er 2

0
2
1

 

A
rtificia

l In
tellig

en
ce A

ct (A
rticles 1

-2
9
, A

n
n

ex
es I-IV

) 

C
o
m

m
en

ts fro
m

: H
U

, IE
, F

R
 (A

d
d
itio

n
a
l) 

 
 

 
U

p
d
a
ted

: 1
8
/1

1
/2

0
2
1
 1

0
:5

7
 

1
2
1

 

 

 
 

5
. 

A
 d

escrip
tio

n
 o

f an
y
 ch

an
g
e m

ad
e to

 th
e 

sy
stem

 th
ro

u
g
h
 its lifec

y
cle; 

 

 
 

6
. 

A
 list o

f th
e h

arm
o
n
ised

 stan
d
ard

s ap
p
lied

 in
 

fu
ll o

r in
 p

art th
e referen

ces o
f w

h
ich

 h
av

e b
een

 

p
u
b
lish

ed
 in

 th
e O

fficial Jo
u
rn

al o
f th

e E
u
ro

p
ean

 

U
n
io

n
; w

h
ere n

o
 su

ch
 h

arm
o
n
ised

 stan
d
ard

s h
av

e 

b
een

 ap
p
lied

, a d
etailed

 d
escrip

tio
n
 o

f th
e so

lu
tio

n
s 

ad
o
p
ted

 to
 m

eet th
e req

u
irem

en
ts set o

u
t in

 T
itle III, 

C
h
ap

ter 2
, in

clu
d
in

g
 a list o

f o
th

er relev
an

t stan
d
ard

s 

an
d
 tech

n
ical sp

ecificatio
n
s ap

p
lied

; 

 

 
 

7
. 

A
 co

p
y
 o

f th
e E

U
 d

eclaratio
n
 o

f co
n
fo

rm
ity

; 
 

 
 

8
. 

A
 d

etailed
 d

escrip
tio

n
 o

f th
e sy

stem
 in

 p
lace 

to
 ev

alu
ate th

e A
I sy

stem
 p

erfo
rm

an
ce in

 th
e p

o
st-

m
ark

et p
h
ase in

 acco
rd

an
ce w

ith
 A

rticle 6
1
, 
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in
clu

d
in

g
 th

e p
o
st-m

ark
et m

o
n
ito

rin
g
 p

lan
 referred

 to
 

in
 A

rticle 6
1
(3

). 

E
n

d
 


