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(B4 742 : Christoph Wagner et al., EU Digital Omnibus on AI: What Is in It and
What Is Not?, MORRISON FOERSTER (Dec. 1, 2025), https://www.mofo.com/
resources/insights/251201-eu-digital-omnibus; Lukas Willecke, EDPB & EDPS Issue
Joint Opinion on the EU Digital Omnibus on AI, REED SMITH (Jan. 28, 2026),
https://www.reedsmith.com/our-insights/blogs/viewpoints/102megs/edpb-edps-issue-

joint-opinion-on-the-eu-digital-omnibus-on-ai/. )

WEHZLE (European Commission » * fﬁ-#&i g€ ) 3 (2025) #1177 19
paed T# g ¢ £ % (Digital Omnibus) ;' > 5 A $2 T3 4 4
AR E it 2§ };«‘53{ ;zg\%;k AL Eww o %‘%‘LL b EEMEL S 2o 2%
B e e R R T T,
(Digital Omnibus on AI) * ; (T f##& %) %y T 41 &2 (Artificial
Intelligence Act, Al Act) * er#& 1z B pFIR T e

P7ew ol g e L éa‘% M TEEEEHCERE N RAZERS S —RE T
FEER > EFFEW 353 0 F 212702026 # 3% 25p >
https://tradelaw.nccu.edu.tw/epaper/no353/4.pdf »

2 European Commission Press Release 1P/25/2718, Simpler EU Digital Rules and New Digital Wallets
to Save Billions for Businesses and Boost Innovation (Nov. 19, 2025).

3 Proposal for a Regulation of the European Parliament and of the Council Amending Regulations
(EU) 2024/1689 and (EU) 2018/1139 as Regards the Simplification of the Implementation of
Harmonised Rules on Artificial Intelligence (Digital Omnibus on AI), COM (2025) 836 final (Nov. 19,
2025) [hereinafter Digital Omnibus on Al.

4 Regulation (EU) 2024/1689 of the European Parliament and of the Council of 13 June 2024 Laying
Down Harmonised Rules on Artificial Intelligence and Amending Regulations (EC) No 300/2008, (EU)
No 167/2013, (EU) No 168/2013, (EU) 2018/858, (EU) 2018/1139 and (EU) 2019/2144 and Directives
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Mo, (2026) &£ 1% 20 p > P T %EL R ¢ (European Data
MmmmBmmEMB)ﬁﬁﬂﬁﬁﬁﬁig%%(EmmmDmPMMMn
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2014/90/EU, (EU) 2016/797 and (EU) 2020/1828 (Artificial Intelligence Act), 2024 O.J. (L Series)
[hereinafter Al Act].

5 EDPB-EDPS Joint Opinion 1/2026 on the Proposal for a Regulation as Regards the Simplification of
the Implementation of Harmonised Rules on Artificial Intelligence (Digital Omnibus on AI) (adopted
Jan. 20, 2026), https://www.edpb.europa.eu/system/files/2026-
01/edpb_edps_jointopinion 202601 proposal ai-omnibus_en.pdf [hereinafter Joint Opinion 1/2026].
Id. at 6.
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2 Fﬁ*gﬁlﬁwfbiﬁﬂ" FRIARTCRIA O FRREAIZEHCFATAER  FreAD
TFE Ry (2 ) w5 -2024 &# 11 * 2 p ’https://edge.aif.tw/aiact impact-hight-risk-ai-
system/ (& TP $ 2026 & 57 11 p )5 Al Act, art. 6(3).
O % AL iz 24 (output) #-7 ¢ H2 %44 F %‘rﬁ’ Hoobde- Al p BT EHF 3* &2 AR
']ttfiﬁ—ardzr;h:s*f#ft AL _"ﬁﬁft FAL s AR BAI A RN R EE AL K
A EHEE BEAENEIE ARG See id. recital 53.
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Rl E g Al i sz %A (bias) P e blde o ¥k T e B & E A (job-
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PE o (R L FORE TR o

ATHIE T RBAG Al PARE R FLIE O RTEHE AR LR
O ORI A rﬁ‘ﬁémiﬁ (strictly necessary ) | 2. fin ™ jEF & * o
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SN BRE AL AL RFE2 R WEL

ATAct 2 Z A EEF % > g B ER AEH FTF I RLE AL -
g g ez SR E o P BhG AL 2 4B Ay (wEP R RFE )
M3t L E 8 B 4ng » AR w R4 B € (European Committee for
Standardization, CEN) BT 1% 4 B ¢ (European Committee for
Electrotechnical Standardization, CENELEC ) % 21 5.5 & $jird § € >0 2 £ 10 ”
SELP o ARMEATERE . flE TR DS ERS S 10

FIpb oo B EATH AT Act % 11315 d78 » 6158 b & Al i SAAp b & 732 F
A BRI E SR AT ABRERLERTEDOD 12 B Y A B4

Wirdr h AL Act % 6(4)iF » A2 253 b & Al & sedk ¥ nz:}% 49(2)iEHF P &K AR o Id

art. 6(4).

" Digital Omnibus on Al at 21.

'2GDPR % 9 i #7204 2 $FHrRuE W B A TAL 0 ¢ FEfE% ~ R~ B P% £ £ - Regulation (EU)

2016/679 of the European Parliament and of the Council of 27 April 2016 on the Protection of Natural

Persons with Regard to the Processing of Personal Data and on the Free Movement of Such Data, and

Repealing Directive 95/46/EC (General Data Protection Regulation), art. 9, 2016 O.J. (L 119) 1, 38

[hereinafter GDPR].

13 Digital Omnibus on Al at 21.

Wixgph ALAct % 10(5)i% > WA Bt B2 FRT BRF A @m0 * FrRfgu B A TR 12
FEHEFE T RRIILF 1005 ;‘5‘"‘#? WA E B I ATH L B daiE o XA K5

& o Id at22.

5 Al Act, art. 113.

16 Update on CEN and CENELEC's Decision to Accelerate the Development of Standards for Artificial

Intelligence, CEN/CENELEC (Oct. 23, 2025), https://www.cencenelec.eu/news-

events/news/2025/brief-news/2025-10-23-ai-standardization/.
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FEERE AT Act ¥ 63 i5imF 2 Rl d kAL TR A £ % (micro-
enterprises ) ¥ 1/ * f§ it 2 N2 ¥ & F ¢ 12 & 1 (quality management system,
QMS) Z > #H+ @ * 1473 ¢ o] £ % (small and medium enterprises, SMEs ) % #7
Bl Mo gpdmiEik o BRI AI Act? FFRAMF* w7 | f X2 TFH

45 P k- Ak ¢ AT A £ % (small mid cap companies, SMCs ) ¢ -

'7 Digital Omnibus on Al at 30.

B

19 Al Act, art. 50(2).

20 Digital Omnibus on Al at 17.

2 Code of Practice on Marking and Labelling of AI-Generated Content, EUROPEAN COMMISSION,
https://digital-strategy.ec.europa.eu/en/policies/code-practice-ai-generated-content (last visited May 11,
2026).

PEF ey (3R7)0 FOS1-52

Byp ATAct % 63 iF2 35 > MR EF T i it N g R E Ik S o AT Act, art. 63.
24 Digital Omnibus on Al, at 27.

B Eg.,id. at22.

W0 AFAEE BEATH L EERBOEN o RAp BT AN TS04 0 FEF LIS R
WA BT A 12 Bw AL £ ¥ o TR KR 1 Small Mid-Caps Helping Europe’s Growing
Business, EUROPEAN COMMISSION (2025),
https://ec.europa.eu/commission/presscorner/api/files/attachment/881208/Factsheet%20-
%20Small%20mid-caps.pdf (last visited May 11, 2026).
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" Digital Omnibus on Al, at 27-28.

284l 4o OpenAl #-H B 2 2. GPT-4 #-3] » i&— # A & £ 3% % 3> ChatGPT ¥ 5 E R/ * 2. Al
B Wi o gt F—,‘]‘J—

Vawx ) EEr P EERPBRN 45008 2 AR AT 10%2 5T 5 e Google 2 % 3

S Regulatlon (EU) 2022/2065 of the European Parliament and of the Council of 19 October 2022 on
a Single Market for Digital Services and Amending Directive 2000/31/EC (Digital Services Act), 2022
0.J.(L277)1,21.

Vit - R ERPT SR EF  RIA GE8)-

3UAT Act, art. 6(1).

32 Digital Omnibus on Al, at 23-24.

33 Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on
Medical Devices, Amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation
(EC) No 1223/2009 and Repealing Council Directives 90/385/EEC and 93/42/EEC, art. 52(1), 2017
0.J. (L117) 1, 50.

3 Al Act, Annex III 1(c).
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35 Digital Omnibus on Al, Legislative Financial and Digital Statement, at 24; IS4? - Interoperability
Solutions for Public Administrations, Businesses and Citizens, EUROPEAN COMMISSION,
https://ec.europa.eu/isa2/isa2confl8/once-only-principle-project-toop en/.

36 Digital Omnibus on Al, at 24.

37 Lukas Willecke, EDPB & EDPS Issue Joint Opinion on the EU Digital Omnibus on AI, REED SMITH
(Jan. 28, 2026), https://www.reedsmith.com/our-insights/blogs/viewpoints/102megs/edpb-edps-issue-
joint-opinion-on-the-eu-digital-omnibus-on-ai/.

38 Joint Opinion 1/2026, at 8.

W HE B dp i (RE D HE F 2R 2019/1020) (7 @ BRAE 2 B TA 484 0 AP M AS
B 3 ¥ % o List of National Market Surveillance Authorities by Sector, EUROPEAN COMMISSION,
https://webgate.ec.europa.eu/circabc-ewpp/d/d/workspace/SpacesStore/32648254-178-4529-a91f-
ele7ee390f4d/download (last visited May 11, 2026).

40 See Fundamental Rights Protection Authorities with Special Powers Under the AI Act, EUROPEAN
COMMISSION, https://digital-strategy.ec.europa.eu/en/policies/fundamental-rights-protection-
authorities-ai-act (last visited May 11, 2026).
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41 Joint Opinion 1/2026, at 7.

42 See Data Protection Authorities (DP4), GDPR REGISTER, https://www.gdprregister.eu/articles/dpa-
gdpr/ (last visited May 11, 2026).

4 Joint Opinion 1/2026, at 15.

4 EDPB-EDPS Joint Opinion 5/2021 on the Proposal for a Regulation of the European Parliament
and of the Council Laying Down Harmonised Rules on Artificial Intelligence (Artificial Intelligence
Act), at 13 (June 18, 2021), https://www.edpb.curopa.eu/system/files/2021-06/edpb-
edps_joint_opinion_ai_regulation en.pdf.

4 Joint Opinion 1/2026, at 12.

4 1d. at 4.

47 Digital Omnibus on Al, at 16.
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“Id. at 25.
4 Joint Opinion 1/2026, at 10.
.
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