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(B4 F#L : Eda Zhuleku, Florian Preinfalk & Michaela Lindner, Getting Ready for
the EU Pharma Package: Key Changes to Regulatory Exclusivities, Orphan Medicinal
Products and the “Bolar” Exemption Provisions, A&O SHEARMAN (Mar. 12, 2026),
https://www.aoshearman.com/en/insights/ao-shearman-on-life-sciences/getting-ready
-for-the-eu-pharma-package; Chris Milton & Graham Lewis, Data Exclusivity and
Market Protection in the EU / EEA and UK, J A KeEMP (Sep. 5, 2023),
https://www.jakemp.com/knowledge-hub/data-exclusivity-and-market-protection-in-
the-eu-eea-and-uk/#also-applies-in-the-uk. )

£ (2026) #3 " 60 > % p™E ¢ (EuropeanCouncil) =% [ gt p! & &2
& k% % (Pharma Package) | 2 B 447> A1o ) BARP T ¢ ~ VR
¢ (European Parliament) % % [ 44 ¢ (European Commission * & - % ¢ )
3 (2025) & 12 7 11 p#iE= > 27 (trilogue negotiations ) if = 5aip §53% {4
SRy 2 %2 Bl ¥ 5k 44 A ¢ (Committee of Permanent Representatives
of the Member States ) 7 ¢ I ' Pi¥F 3227 = % o ot o S A=ticd A AH 2D
b7 NN E e LM ‘V%hP o H - SHP R aE A R v}’%,aki’ﬁr’-fg‘
2 BR S- 2R TR RN E S F I L (European Medicines Agency, EMA ) 2.

! Laurence Amand-Eeckhou, Revision of the EU Pharmaceutical Legislation, European Parliament
(Apr. 20, 2026), https://www.europarl.europa.eu/legislative-train/carriage/revision-of-the-
pharmaceutical-legislation/report?sid=10201.

2 Jessica Koffel, EU Pharma Reform - We Have a Deal!, COOLEY (Dec. 18, 2025),
https://www.cooley.com/news/insight/2025/2025-12-18-eu-pharma-reform-we-have-a-deal.
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3 Proposal for a Regulation of the European Parliament and of the Council Laying Down Union
Procedures for the Authorisation and Supervision of Medicinal Products for Human Use and
Establishing Rules Governing the European Medicines Agency, Council Doc. 6366/26, Annex (Feb. 24,
2026) [hereinafter Proposal for a Regulation].

* Proposal for a Directive of the European Parliament and of the Council on the Union Code Relating
to Medicinal Products for Human Use, and Repealing Directive 2001/83/EC and Directive
2009/35/EC, Interinstitutional File 2023/0132 (COD), 6367/26 (Feb. 24, 2026) [hereinafter Proposal
for a Directive].

S The Pharma Package: New EU Rules on Medicines, COUNCIL OF THE EUROPEAN UNION (Dec. 12,
2025), https://www.consilium.europa.eu/en/policies/pharma-pack/.

5 1d.

" Jaume Vidal, Agreement on the EU Pharmaceutical Package: An Achievement to Build on, HEALTH
ACTION INTERNATIONAL (Dec. 17, 2025), https://haiweb.org/eu-pharma-package/.
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8 Proclaimation No. 68, 91 Fed. Reg. 18,183 (Apr. 9, 2026).

® Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004
Laying Down Community Procedures for the Authorisation and Supervision of Medicinal Products for
Human and Veterinary Use and Establishing a European Medicines Agency, art. 14(11), 2004 O.J. (L
136) 1, 9.
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#Hp 2 v 3 3FF Y 3o Chris Milton & Graham Lewis, Data Exclusivity and Market Protection
in the EU/ EEA and UK, J A KEMP (Sep. 5, 2023), https://www.jakemp.com/knowledge-hub/data-
exclusivity-and-market-protection-in-the-eu-eea-and-uk/#also-applies-in-the-uk.
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2 Jackie Mulryne, Agreement Reached on EU Pharma Package, but Questions Remain,

MORGAN LEWIS (Dec. 12, 2025),
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https://www.morganlewis.com/blogs/asprescribed/2025/12/agreement-reached-on-eu-pharma-package-
but-questions-remain.

18 1d.

14 Proposal for a Directive, supra note 4, at 252.

15 Id.at 253.

16 Id.at261.

17 Id.at 258.

18 Id.at 255-257.

19 Jd.at 254.
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Multi-Country Investigator-Initiated Clinical Trials in Cardiovascular, Autoimmune and Metabolic
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Diseases, TRIALS4HEALTH PARNER (Dec.18,2025), https://eradhealth.eu/calls/trials4health2026.php.
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Florian Preinfalk & Michaela Llndner, Getting Ready for the EU Pharma Package: Key Changes to
Regulatory Exclusivities, Orphan Medicinal Products and the “Bolar” Exemption Provisions, A&O
SHEARMAN (Mar. 12, 2026), https://www.aoshearman.com/en/insights/ao-shearman-on-life-
sciences/getting-ready-for-the-eu-pharma-package; Tushar Dhanani, The WHO Priority List of
Antibiotic-Resistant Bacteria: Challenges and Opportunities for Next-Generation Antimicrobial
Development, FRONTIERS IN PHARMACOLOGY (Apr. 10, 2026),
https://www.frontiersin.org/journals/pharmacology/articles/10.3389/fphar.2026.1699987/pdf.
2 PERTMEERERERE G- T A P RER T RGEATA U S B 2
3% 14841 - Roox et al., The New EU "Pharma Package”: The Transferable Exclusivity Voucher
Compromise Proposal, CROWELL(Mar. 30, 2026), https://www.crowell.com/en/insights/client-alerts/eu-
pharma-package-the-transferable-exclusivity-voucher-compromise-proposal.
B Proposal for a Regulation, supra note 3, art. 41(1).
2 Id at197.
5 Id
% Id. at 185.
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27 Id. at 186.

B Id at 187.

D Id at191.

30 Id. at 190.

31 Regulation (EC) No 141/2000 of the European Parliament and of the Council of 16 December 1999
on Orphan Medicinal Products, art. 8(1), 2000 O.J. (L 18) 1, 4.

32 Proposal for a Regulation, supra note 3, at 197-199.

BUK P2 Bre PR 4K S AH G R T 7E ol 11



e EEHEE 357 HE (2026.05.25)
Bo b FUEEABFIFE T TR R THBE L BT L F AR HES

FTARRE- HAIBF AABESFD LRk R F AN Lk B
WEEBTIG 2EP  TERAF R R 0 ESRD R FE Y
IR T e s B L EN D F o ERNFLARKRES D S DR
PETRE R RO R X MR e B B o

F- 2o RGEFIRY RFHIIFT L OETLARRT LARES
B R R L] B S RERE D FAARES LTV
A2 F) B VAR o

L HRFSEF LB

PNER TR REED KPP EE RS EEE L R SR
P DARPEMEZ Rk o U ERA 2T RE B e S o R L BY
2 A B SE R > Bdeil 70 TR RS TR BN T TR SR & R T TR
IR S Y TR RS R -2 - BT

BOCEFEBRL AL RS A M LA 7 SR R
m%iﬁ,uﬁi%ﬁ%%’ﬁﬁ%ﬁw~ﬁim?w B e SES
A EE LG %@L; [ ’4 Evl,‘%?yl%?g'\“’}’ri{k—_é_rfﬁ* Vo BER L E ?ﬁjn
E2RFP ¥ %mo+%K§ﬁ&4%5%w%i£%ﬁ€’ﬁ@{@é%
B BR A kApg R F £

~

b

o e
ﬁ\;

)%i'.j

Ll
o

’

F_x.
She

T T FAABEFE R HERFAAREF I VS
903 4 2 T H T BEATR E M #w |50 r TRzt F A B 4 b 3 3F

(B E - AR BB EBL L A 0 F “ﬂ,:}:‘y}?ﬁ%@%ﬁ b ¢
P2 hEER TP ZARABES I FTEG A RIFHF L E2 2P E
B B Fe @A Z LA B RN £ AL ATHIR L Y A R A
RNEETEE RGN FERFERD G BER T L FREEA V22 p
G R ET RE 1L &S S B2 TRABT LA RESF 0 7T IS {
o E

o

o =t
~
7,

W55 AR HE L X LR Y T AL
B4 F o 2 ARG R EMART o 1R AR FIRRE 2P £
Wvk oo BERGR 5 R4 o

% Id. at 200.
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% Id. at 386.
3 Proposal for a Directive, supra note 4, at 491.
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