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Competition Law Perspectives on
Off-Label Drug Use
— The EU Avastin/Lucentis Case
Study and Its Implications

Wei, Hsin-Fang"

Abstract

An approved drug for an unapproved use, i.e. off-label drug use, is
quite common in health and medical practices globally. Accepting
off-label drug use and including those drugs into national health
insurance system are highly controversy among interest parties including
drug makers and pharmaceutical society, particularly when the off-label
drugs are equal in terms of efficacy to the approved medicines for the
approved indications whereas cost much less in price than the latter. The
EU Avastin/Lucentis Case highlights the relevant substantial issues from
the perspectives of competition law.

Avastin, whose commercial exploitation in the EU was entrusted to
the Roche group, was authorized for the treatment of certain kind
tumorous diseases since 2005. In 2007 the EU Commission granted a
marketing authorization to Lucentis for the treatment of neovascular

age-related macular degeneration (AMD) and the right holder for

*  Adjunct Associate Professor, College of Law, National Chengchi University; Former
Commissioner of the Taiwan Fair Trade Commission
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Lucentis’ commercialization in Europe was the Novartis group. The
prescription of Avastin for the treatment of AMD, i.e., the off-label use of
Avastin, was established among ophthalmologists and began to spread
worldwide. Several large-scale empirical researches revealed that the
unregistered use of Avastin has the equal efficacy as Lucentis used for its
approved indication while there was a striking cost-difference between
the two medicines.

In 2014 the Italian Competition Authority (ICA) imposed fine on
Roche and Novartis respectively for their conduct contrary to Article 101
TFEU on the ground that those two pharmaceutical companies concluded
an agreement to disseminate the information, in the context of scientific
uncertainty, over the safety of the use of Avastin for the treatment of eye
diseases and to create doubts among doctors and patients. In a
preliminary ruling granted by the European Court of Justice on January
2018 for the matters referred to by the Italian court, the Court ruled that
an arrangement between two undertakings marketing two competing
medicinal products but disseminating misleading information relating to
adverse reactions resulting from the off-label use of one of those products
with a view to reducing the competitive pressure it exerts on the other
product, constitutes a restriction of competition “by object”. In September
2020, based on the similar background and facts as the Italian case but
with different analytical approach, the French Competition Authority
fined Novartis, Roche and Genentech for abusing their collective
dominant position by implementing disparagement practices in the
French market for the treatment of AMD and infringing Article 102
TFEU.

European Commission has used vigorous competition enforcement
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as a tool for the fulfillment of EU policy, e.g., affordable drug price and
incentives for innovation, in pharmaceutical sector. After studying the
Avastin/Lucentis Case, reconsidering and reflecting the medicinal product
market in Taiwan, the author suggests, given the fact that multinational
pharma companies such as Roche and Novartis are competitive and
important participants in our domestic market, the similar strategies and
practices like the disparagement practices discussed in this article might
be deployed in Taiwan and probably do harm to our industry and
ultimately to consumers. The competent authorities, i.e., Taiwan Fair
Trade Commission (TFTC) and Taiwan Food and Drug Administration
(TFDA), should cooperate closely and comprehensively monitor this
sector in order to upgrade the competition enforcement and therefore

enhance the competition of pharmaceutical market in Taiwan.

Keywords: off-label use, Avastin/Lucentis Case, restriction of competition

“by object”, collective dominance, disparagement practice
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RHE A SR RIS - T 3R EURIMIER] ) ITRIP R
70% » HAMERRE IR T EEEIRIMEN ) FREESI - Ky
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* Eir et & w & &% ) Christopher M. Wittich, Christopher M. Burkle, William L.
Lanier, Ten common questions (and their answers) about off-label drug use, 87(10)
Mayo CLIN PrOC 982, 982 (2012).

4 David C. Radley, Stan N. Finkelstein and Randall S. Stafford, Off-Label Prescribing
Among Office-Based Physicians, 166(9) ARCHIVES OF INTERNAL MEDICINE 1021, 1023
(2006).

5 Lin Liu, Hong-Yu Yang, Yan Lou, Jing Miao, Xiao-Yang Lu, Qing-Wei Zhao,
Rong-Rong Wang, Sai-Ping Jiang, and Xing-Guo Zhang, Off-label prescriptions in
intensive care unit: the Chinese experience, 14 THERAPEUTICS AND CLINICAL RISK
MANAGEMENT 195, 195-96 (2018).

¢ Ishaq Lat, Scott Micek, Jeffrey Janzen, Henry Cohen, Keith Olsen and Curtis Haas,
“Off-label medication use in adult critical care patients”, 26(1) Journal of Critical Care,
89-94 (2011).
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Lin Liu et al., Off-label prescriptions in intensive care unit: the Chinese experience,

supra note 5, 196.
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BTN - iR 55T - (HIKFy Avastin B2 Lucentis J5 Fi7KZE
anARAME R - 5 [REEAF SR B T FE PR L A
% i H Rt T SE AR MIE R ) AR s T TR
PRANPE  (preliminary ruling ) FEHERRAYFRS | » AIEEREGRZIL »
KRB TE e B o B A S AN BE T 1l - B2
EAHRABURERM TR L 228 - ([EAS LA HERTE -
ASCELRRYAGH - BR T RIS <50 SRR T#HE Avastin/ Lucentis
FATBRR AT 5t DU B T E BT E BER PR EE = AT
2HE  B2HAEE P MBETHEEAT Avastin/Lucentis ZEHYIARE
EHFREIMCAGT - SRR AR B Avastin/Lucentis ZEHHF
FE 1% BRI T TR AR B R - TR AR B AR D

Feitiiam

2 » BX® Avastin/Lucentis [ " & AR Ab
i, P

#h Avastin/Lucentis %< " SEAASURIME R | Frli - MEaw/S 2 RA%E
T~ B SRR » TEZ AR Bk Bt B BRI 53 DR BB
BeAp - B 25 tHRN » ORISR & 2% AR TR E
FREBAANINE » DURBERERE e AR - Sl AR HET R
RIZ R A BRI E R LRI 6% - AR AHEAR] ~ B
WE LB B AN 538 e FHER TR E BAHBRE R R -

W 2RI AFEERZMRI00ERFT S 21 5524 - L83 2750212 100 & &
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At E ARG, tﬁiﬁlﬁlﬁzﬂ‘nuﬂﬁ%ﬂ >Genentech i} Avastin {£2&
LS MY RESERRE I - Ze3thaH H B R R REERL (Roche ) » £
FH 2009 FFEE K F Genentech 1Y 100% & A2 BELF]  ELAMHA
e IEEROI N B BUIRFIEIS, - Genentech £ 2003 -3 ikt hask /7
= - S — R EG - EEMGETE (Novartis) £2[E - fEREIDIIMES
Lucentis HYRGERARE » KRIFAEARZE TR BB IEIs A » e QIR
BHEAHEEEE 73k Avastin ¢ Lucentis » IS EriaF el GG 55 EHEE
HIRER] o JELA1 - G BRI MR S e IQEER T 33.33% Y3 R R I
BRI SERE S EE A A ERRGR - /LU T EIRZ -

2009 4= 100%405% » (  GENENTECH
RTINS B % Avastin 2 Lucentis -
L 3 R A
2 AN
J18 45 3 (Avastin) . TN N\ HE 1 3 (Lucentis)
. " a & Avastin $21# & # 8 Lucentis $21# ﬁ\‘ .

L
-
-
P
2

% < (ROCHE) ] ( 3% Z(NOVARTIS)
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Avastin S 4 3592 (33.33%) L Lucentis
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ERESE T EEEE | 1Y Avastin (445 Bevacizumab ) 2 2005
1 ARUSEECER) _EfiEFa] (a marketing authorization, “MA”) » F
RN E IR BORAYIaNE - S EnA e e BB AT EEE - [AF
9 HFEAF|ZEY)E 1 f5( Agenzia Italiana del farmaco, AIFA ) Avastin
A B SR 58 Asta - Y BENR B » ENE BRI 45671 4
iy Lucentis (£24 5 Ranibizumab ) » LZERIAE T LM ERIEFENE
PR | (neovascular age-related macular degeneration, AMD ) »
152007 47 1 [ 3SR IR A 2] - (AR 5 A 38R
SEYVE MR IEHT IR IERG T (non-reimbursable ) &4, - {HFERAE
2008 4 12 A Lucentis thefCh Al#&IEE" -

[Elf%H Genentech BH#EMY Avastin Jz Lucentis &2 FTEE Y B H#EE
MNMEEPR RS - S EYESRIE G IR E M A RIKT- (vascular
endothelial growth factor, VEGF ) BY{EHR] - wu] DLUFH B M5 4= 5L

(angiogenesis ) - BT - HHHEBE ARG AMD [IER -
LA Avastin 3555 » @ [FIRFEARARESR A IEERER " - &8RS - 16
Lucentis 72/ » ALEBEENERBHAG ] Avastin By H R 1RHRIREE -
WRELERs Avastin /5 T SE5EURIMER] | ERRRI I Z W R 22 R
4t > BIVAEAf B REE R By AMD Y Lucentis iz » 15T

B R Ed e s (WHO) enFfLein » 23 | L5 AMD 0 M374 w4 4
EERFER ) LERRFITRLF DI R RT AT AR o FIRR
% % i# - Blindness and vision impairment, WHO (Oct. 10, 2022),
https://www.who.int/news-room/fact-sheets/detail/blindness-and-visual-impairment.

16 Case C-179/16 - F. Hoffmann-La Roche and Others v. Autorita Garante della
Concorrenza e del Mercato, ECLI:EU:C:2018:25, at paras. 23-6, 29.

17 Marion Provost and Mélanie Thill-Tayara, UK Life Sciences and Healthcare Newsletter:
Life Sciences: What's new in France? Avastin/Lucentis case: French Competition

Authority imposes record fine of 444 million euros on Novartis and Roche for alleged
abuse of collective dominant position, JDSUPRA (Jan. 28, 2021), https://www.jdsupra.
comv/legalnews/uk-life-sciences-and-healthcare-1831196/.

18 35d Z %5 305 AMD 0 2 308 PR ok g3 88 ) U3 84 (intravitreal injection )
7 i 4o % H3 5t Avastin o 2 R 58 & F7 A (sterile compounding ) £ 74 4
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#Y o BEBIRBIREEGIHAT - 76 2013 £ 2016 FRIFANGAER
AMD MRS » H 46%{#H F Avastin » 45 20%f# ] Lucentis®
PRI SE BT 25 B B UL SkEs - Avastin T SESURIME R | BUEIREL
EHEE - FEERRERNEREEE 5% > HHEEZE
Avastin B{ft Lucentis®[fEFHA AMD IGHE - SR 26 ME1E 255 B 6
TEFTHIRRPRIFITE T BV » 18 P 2 o A G R B B s S v i A A
ﬁﬁ@ff’nﬁ%ﬁ  FERE B 2 M T o SRR IR RAHR A S
LIEBR R SEN A » Avastin B Lucentis EFH[FEY -

A P 5 o A RS Y (B S B i ORI 1 R AN S iy EE
HE - LUGHE AMD Fys@EfEfERY Lucentis FHEY Avastin FEHREHME" AR
AYMER] J» (ER& R R % - Lucentis 7EREBIN I E(E (average sale
price, ASP) B 1,717 £ » LB 70 £ITHY Avastin & 20 %
DIE - eI A R S S s 5 BB 2= R R 1 © 9580 Medicare
B Avastin FIRAFTEIN SR ZAE M SBEIRENZ BE TR 78
B R R 25y B E S HEUE A ANE] » H AR ] A BIRY Bl

B AR AR Va5 Rk % 0 54 Avastin T E SRS bR Y Far
Fend s B4R o

19 Case C-179/16, supra note 16, at para. 27.

20 Victor L. Van de Wiele et al., Competition law and pricing among biologic drugs: the
case of VEGF therapy for retinal diseases, 9 (1) J. L. Bloscl. 1, 9 (2022),
https://doi.org/10.1093/jlb/lsac001 (last visited Jun. 8, 2022).

2l 14, at 3.

22 European Commission, Directorate-General for Health and Food Safety, Study on

off-label use of medicinal products in the European Union, Report, Publications Office,
56-7 (2017).  http://doi.org/10.2875/464022 (last visited Jun. 21, 2022).

2 Victor L. Van de Wiele et al., supra note 20, 2, 4; Id. at 56; American Academy of
Ophthalmology, Study Proves Long-Term Effectiveness of Avastin and Lucentis for

Treating Major Cause of Blindness (May 2, 2016), https://www.aao.org/newsroom/

news-releases/detail/avastin-lucentis-amd-five-year-catt-results.

24 Arlene Weintraub, Roche, Novartis protest moves in EU to pay for off-label Avastin,
FIERCE PHARMA (July 28, 2014 9:20AM)), https://www.fiercepharma.com/regulatory/
roche-novartis-protest-moves-eu-to-pay-for-off-label-avastin.

23 Wiele et al., supra note 20, 2, 5-6.
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PRAHIRE H AT Avastin " S5 GAURIMERT 5 FR ATHE (T 225 -
fA Avastin FUERSATEHMERREL S - SERUEL N BEREA I & - AMEREE
Y22/ - HEHTE Avastin FEIRBHERZHOIGHRER] - [RIFEOT
SHES = Y Lucentis o PEAMEORIG IO 2 B4R E B SE 11 B (B RS

(BIANSEE] Medicare BT ARAIE BEATIE /7 8E- P ERE M 6% ) -
FEBEALPRSAHIRINIRTEE T JEREH I 1 BB SER R T R SR
BRI S A IR R I B R R

T~ FERP 5 R B 5 R Sl b it 1% S

REGE— IR - AN BEFRERIN 2014 42 F 27 HIREEA
IR - AR ICEER (REHEARITAR]) BEAIELEN (BH
FAFITFAF]) 53BIELL 9,060 EEOT K 9,200 EEOUTEIEE - HAE
WA e - BRI Avastin R RRERER AR BREE
HI > ARl R Avastin B Lucentis WZE Y2541 » 8 R BXLEE
TBRHIES 101 6

KIBFAFNERAIBIE » TR A HAMSIERNEROEER G T - 22
i ERE R AMSE 2 AT DUEISHA Y 5 Avastin 25 FRIREHIEHE -
2007 5 5 HEFAHEEYVE B R TKE 25 hy rTHG 1 2, - {HAE 2008 45
12 H Lucentis JZYEAREHETEE FHEEW A IRKG T2 5% - FAFIBURN
EZMHERRE Avastin ZURIMEFIUFEHT - 2 2012 4 10 A EBHH
ZEEUW T Avastin FYEE RS EEC % - FAFIEESE B

26 Weintraub, supra note 24.

27 Peter Whoriskey and Dan Keating, 4n effective eye drug is available for $50. B
ut many doctors choose a $2,000 alternative, THE WASHINGTON PoST (Dec. 7,20
13), https://www.washingtonpost.com/business/economy/an-effective-eye-drug-is-avai
lable-for-50-but-many-doctors-choose-a-2000-alternative/2013/12/07/1a96628e-55¢7-1
1€3-8304-caf30787c0a9 story.html.
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Avastin FHRAE FTTFF ol EIEERIAR - EXURS TG 4B -
SR FE ARG FERRR A R TR Ml B S SR R LA B
SR - B Avastin FIFAIREREHE = ERERE. - SERRIERE
anfZEEEE - DASESERENE Lucentis AU EEHIER] - JLEHUZ 2011 4F 6
HIEEA Avastin TEBMNBE R FIRERHORE FCEERR - SZ2 B EZEYE
P55 ( European Medicines Agency, EMA )2 &G Avastin fy" 7
IR EREEE ; (Summary of Product Characteristics, SmPC)  FYZEK »
NN Avastin ZERRE} - EBSII ST « fE ICEEMUIEHR LR 2 AR
HOPEATRYZE 2 AR L - BARKUE E S5 ) R
PEHSAAT « HFAFB B E R T R B F R %E&d:ﬁ
FERTHOHFHE » (R BEA TR SERGE IR ARG — 8000 - 35 FR SR
AR B R 2] T 7 BRI EEE I Ty ) SRR E - Eﬁl
PIEBHYERE AT » R IREERMCA BT 3E L 2 R SRR L B A E
st R EHRAR BT E B RS & » RIS SO (F DA A a5 e

28 Case C-179/16, supra note 16, at paras. 29-31.

2 Luca Arnaudo, The Strange Case of Dr. Lucentis and Mr. Avastin. The Italian
Competition Authority Fines Roche and Novartis for Collusion, 35(7) EUR. COMPET.
LAw REv. 6-7 (2014), https://ssrn.com/abstract=2428126 (last visited Jun. 21, 2022).
W R BRI Avastin T A FHBHEER R fO ER L ENREEFE LA
D6 w0 SRR - BB it A R BRALIFRS o X
DHEEFERERE T L @f@‘ﬁ“‘i*ﬂ’(# R enEL o 2y AT FE
EPrAmhani Lo BEHL € 12012 & 8 7 T % 5 if ik Avastin (hE 4
e #F NI E R A P ET 2 a4 € @] 1% > Case C-179/16, supra note
16, at para. 30.

Wi wmE R L PR L ER W]K%L**Sﬂ/'%Fw-’?i“#ﬂa,i.&i(a
pharmacovigilance system ) » & 7 $-22 g RS o LT ARAE koo gL R AR K Senw
R EEHL A SR R T #ﬁr‘alnﬁ;«rg A
iEikz @y > oA 51’:é AR % F & FREE *“VL’P%% ]Vi;%; (occupational
exposure) F B Pf & F T o - L F B FEW :}5"4}1%1[}9’; B
SREFE2ERG RAPMARIAL 0 P FTEF AR AL WA RRE L
TERLEBMN WEEFIRLZEENLE PP HFTHG A A EL AT
EenF i i £ LY & -3 - Directive 2001/83/EC, art. 106a, 2001 O.J.(L311) 67, as
amended by Directive 2010/84/EU, 31.12.2010 O.J. (L348) 74.

MEET R g

‘YSJ @25\
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Ftia - NGBS G SR - SEmARKSE T FIRa R A A L2 i
B EEEEERE Avastin BLEEHENIHEY o i HRIREEE
B FEARF T2 RIS R 2l - AN - HERRHE e M
B S B S IR DU B ——F RN R R Avastin FEHRBHZR
SMsE ! |

FEGKERESERRFIZE 101 {5625 1 36 T HAY ) SRR " RC0R L 1y
FRECEAE T I K5 AR E A K R BRI T - B EHE
TEHRHRIS PR AT A T THERR BT E Y Avastin B2 Lucentis » 32 " 7>
Boiig e o (a market —sharing agreement ) » A _F3E2 DARRASE
Fo THEY ;P o ERAEIRGIETE TR ) BUREAL - Y Avastin 7EHR
FHERRy Lucentis YEZH5FE - MBI FRARFI TR - RE T
Avastin FEARPHEDRI M FIAOTE SRELEHE - EERUAE Lucentis 7EAHY
HAARRL Rz T 5E A SN - M B R R B R A B &
» AR R BRI E e

e

=~ BB Avastin/Lucentis 5238 H 55t 3L iR
B

M AR BRI S 2 - {E AT - %
Rt A 308 PR R 2 A PR S
#Ip , (preliminary ruling) (KGR - SERHARIRBEHLIIREPY

31" Luca Arnaudo, supra note 29, 7.

32 Case C-179/16, supra note 16, at para. 32.

3 Case C-179/16, supra note 16, at para. 33.

MOT LA 4R LR R D B E TN F 267 5+ AR thR
LR 2 - RGP TP IR BLBEFE L - AR
AFEEERE S kB3 HERPERABRIAEEE G RAE T wP iR
ORI FREF - R 2RSS T TEA T PR LA IR B
(judgment) 13558 T » 7 Wk DR A NE B RiE R » o dfrg Ao
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B WA NS IHEE,

B TR BRI EERRISE 101 BRIV ERY  SBiFHERE (SIS
PR I SR E A SE i - LR EERE R RIME I3, - A
A —AHRBH 5 7 Bk 5+ 2 E AR S S BRI RIME A2 &
P BCRSE S E IR 2

B EEREAAEESAER § > dGRE AR TS L E Ry

(A ZErPEEEBER U K By Genentech FYREAE - IAREAFSEBILISME SR
Lucentis S ) » BETREMNIL R AANBEFHIRIE (FEAZ 5
JiFE[AIRAT Avastin JEFIERRBHERAVEITEE ) lEma e 2 m
R TIE - WCHBEIERFER 101 B arsE@ ] 2

B HEEEE R E SRR AL SO R A [FA T
Ko » B R ER ] SERRHEREEHESORY - (ERIRFi A e LLSE HRRR I AT
REVERVRIEREE IR AE - AR ET 2 A ]l " HEY ) (by object)
PREE T 2

Y~ T —RERE R EE - IR TR SR B R
2 1013) R B2 ER e AUE 2

B R TAR Rk bl S R RE R R e - B R AAT  :

(—) Rl FHECRE R 101(DERATFUERIAHR M - e
THEE R, - RAESL R ~ (ERSEOE A HYSE 25T - el Ry m]
B i~ 15 QRO PT A B A s AR AR 5 ATRsey a] AL fen B A
AREREEE A SRS I F B R M2k T8 Rsse R B (IR e
LLEMAZ &S -

ARZEEETTEEETE Avastin FEZBHIIH CARBCEBESREAN - SR
SR EE ey Erarnl - AR R REEA AR o (HEEREER L

Ap e R AL e ¢ B B Z fx o COURT OF JUSTICE OF THE EUROPEAN UNION,
https://curia.europa.eu/jcms/jcms/Jo2_7024/en/ (last visited Jun. 21, 2022).
35 Case C-179/16, supra note 16, at paras. 49-51.
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i » K Avastin FIAVGHRIRIERIESRAIME ] » A BRTERIUS LriidraT
HIEIEEERE o S350 Avastin 25 EFIAREL - DERGEEF LS 2
A RIS ELEFFTAYERE I H 2 ERgE 2 it AR ERG B G
e SR - (HEK BRVERHH 8 HE R e RGN A RRER W - KR BR
ST EE A RRR A S IR A L AR AME A » BB ERF S L ERY TR
T AR I Ry TSRS M TR S S E T A - MER S BB
PRETRG fE E 1 730 F E AHRR Sn 38 5 (HU B B R B s F 3
AR ARG 3 » DU RZ AR B s G B RR RG22 - A2
R R EE B - KIS AF B PR PO E N AR  1E
PG EIR - BREREEYE R S e R A R e IR BE R K - [
EAF Avastin 2 ERY T AR E | (adverse reactions ) 41 FF 0 J
A HIFAIRERE S5 [RERVRSE " RITER 4 (side effects) » U2 KE il
FeFESERERY T 6 F _ERF RS EE Sl shIH , (Special warnings and
precautions in use ) ** o FHAABEETIFHSE 32 TR DI R385 1 B EE i
R & - RIE R it B SE RIS 101(DEery HAY - R FJE
FHIRHEIEEV AR EE S, - P15 SR R — MR 85 - HE S L Avastin
— B AN R v vl e e i E Y R G - e Fy
AEFAREERGAFHIIEE - JEHUR Avastin B Lucentis figgntEA
—ERVEANE - WIEFAZERR TR ARG HEALE T Avastin FEIEREIRTE LAY
%@*39 o

ot LERER - WCRARBGRE Ry - 25 DA LiiaT nl prat s e Ay 3E 5,

36 Case C-179/16, supra note 16, at paras. 56-59. p* *t ~ % iz% ¥ (advocate general )
B A f o RUBAEPARD BR LA T BRSO ET AN G
#83 A2t 4 > Opinion of Advocate General Saugmandsgaard Qe in the case
C-179/16, F. Hoffinann-La Roche and Others v Autorita Garante della Concorrenza e
del Mercato, ECLI:IEU:C:2017:714, at para. 187.

37 Case C-179/16, supra note 16, at para. 61.

8 Case C-179/16, supra note 16, at para. 63.

3 Case C-179/16, supra note 16, at paras. 64-66.
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Fyrhos - FAMEESLHY b s rTaEREBARHR R # R (L E RS R
MEESE B - BRI AL A AFHRA T - IR
AR PR Avastin B2 Lucentis #155[F—AHBATES + (HAEAIER
WAV EE o IR AR - RS B B A M s P B A B =y
B DTSR -
() BRES —TEERRY » HETREREERAER - MR A S S E
SR BRSE AR S 101(1)fEk - {HEZ had SR A v e PR 3 S SR
S H F MR IERAEAE » IR S an ey 2 BRIt B, » BT
CAFRRSEEI T CAIRIRE - dEbefaH « B F RGPk A R & - Ry
BRI TS SRR - W H B g A AGE R E Y
FrE LB R - RIEZEEH B AR (ancillary restriction ) RNEEE R
B o FA SR SRR 7 A B EL I T T R I BRI M 2 1) - B At s N RESD:
HEMR 2] - T A G DFR DARE sk - #—F » —H1IE
PRIERL 2 — HL I R LI e PR PR - HBOR AR sk i &
T H BIH B BB R PR S BIER i DT E - 1S RRE U o i AR A
AT 5 T BFIRAIME R B R n B R R B 22 - JA6E
T F b T P PR -
R & RIBEARTR AN S © FSEMCR T R LA B 42 I S 1
F Bt Avastin FIANRZEIGE BB INAVERUE. - LUK R TEZE Ly
PSR - (ETEIGER A S AR IR < B Y ps ¢ B 0 (HBK
Genentech ¥{3HHESERGIAE - TR EHS Lucentis T THEEESHE ) - 2
DAsg B8 = N B A BHEET T o ks B9 » 38 KRR B e B i
A EEIR B TR s AR T L R T Ry R A0 255 [
2% WISERA SATIRAIRIE R » WA ISR RESLR 2 1

40 Case C-382/12 P, MasterCard and Others v Commission, ECLL: EU:C:2014:2201, at
paras. 89-91.

20




BB FEER G T EERERIMER , —— LUBRER Avastin/Lucentis 273 H7/0)

BEEE LR T T R A MR MR M R B - HERRECLE F iR 28
101(1)feeeys8 IR ARz ©
(=) OSBRI TR RR 0 A 8 S W B A R T
By BAERHR EIOAEERITEE T HERERE SRS R BE TN Avastin
IR ARG e nERs (S REEVIE) BIEE - TRATRER
HEMER T HEY o PR 2 ERERE AT - BT - BRI
PRAEE 101(DERATER " HAY ) FREGSEFRERCBRE - R TRty
B UER—ERRE B DIRE Rt A PR IR TR AR
UL EL » SERRAZAIRIR S R R eI ~ HIY > S HFThR e
LA AR - Wl B AR A e IS I AE - RARRE T
SEHEFELEERI TR « RS R e A S S & 1
KL B HR A BE S AR AR E T S AT SR RS AT -
RECERBE A AHRA R AAUE - FEBCR SR L =Rl &> b
HFFARFA A (AIARSERE REERUS FEBCER SIS Avastin) fifEFT 52
o LriEr el RIE R CRUARSESRFE ) 1T rTRERZ B SR AL RRAY
H o AL W IR SE R ARRTEH - I EE R e oLt
KBUBAIEREMEETEY o HAMERBESEESE A R — R R AR
FHRREERR - Erisar rlRFA AR A AR LT T RS - S
MRFRHSE - K2 ISR IR - F B LR TR R R -
AREFISERILRIT TR HE Ry TS Avastin AURSME IS
Lucentis jERRAYSIEERETT - IKIELERHESS Avastin AFURI M FIAY R
AT KR AL E I AR AR A5 A SE A, - 3 H AR5 A BE
Ja\fe - HECHSEY E R g R - RS ES MR R TEE

41 Case C-179/16, supra note 16, at paras. 72-74.

42 Case C-179/16, supra note 16, at paras. 779, 80; Case C-67/13 P, Groupement des
cartes bancaires v European Commission, ECLI:EU:C:2014:2204, at paras. 53, 58.

43 Case C-179/16, supra note 16, at paras. 82-84.

4 Case C-179/16, supra note 16, at paras. 86-88.
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Avastin FERAMEFHEBRIIERE o ARTARBCHEESAHRR = » Mt 2
gl aum s - EAEMERSR S DURAHBRETE - #02 BT EE R 3% 2,
ETHEFTRAA A S RRUE - mEE A thIEEgE S ErE ] S T
S LA HARR R AR » RIHIR A SR T RIVEE » R FHET T
SR EL S S L+ Al (] (R B v — S S B S S L U AH R R
B SR DAGE IR AN AR BBy - BLEE e B RE i ] e A R
P o HR » ARFAFB FHEBINVRRIE - SR B R SE ML Sy
WAL P A AT A (AR S A AR RE R BRI 5E 8
MEEEERENE - HH H AR B i RSy E Bl R fE N A S T E
BARIEYE - BE L rdF I AT DRI e KB BB 281 - A& A
B R bR S E T TE) - AR MR E i m AL T Rl s
Avastin FURIMEFIRYEESE (B2 SRR R R a AR
ICAREE ) » AERRE R B RS E (misleading nature of the
information ) » AMEJAERIME FHEE LAV /7 )i K&+ HE BT
MRS ERSE 2 R R AR R M A SIEY - ARRF TR
TS TR B TR 4 AL F1T R S TSR
Bk K Ry FHBCVSE I BRRT 2R 101(1)f5 - REESRFIT Rtk " H
(1 5 BRATSES -

(9) BAER " BN ) IREISR AR T TR B SAEEREL
WLEVEBRAUEE 1013) R Er s nhnls © BXERLRRHY - B2 60EEs |
HIPTE 2 R Y » R— AN AT o TARZE TR SRR 3E L HRRE
Bl B ET R N REMI Ry /2 AN rT Bk - TS RER S B se B R
H—TE » ARG RTFAT R NRERECLEERRAIEE 1013)RifiEr 4 -

45 Case C-179/16, supra note 16, at para. 91.
46 Case C-179/16, supra note 16, at paras. 92-93.
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Y ~ 3 5 T B B R 47 i DR B it e S5 i

1E 2014 FEFERTIBR 52 QS GH HERIZERAN A » [RIF AR 0
B th BN A R R R E R BN A M R A SR
FRAYIRFTE] > 2020 4 9 HiEBLS FHERRREERGTE - MR T H]
Genentech =5 B 383& 1% » BHETHEARE 444,000,000 BIIT © {HELFEAF]
FRBIARZERAHIRLZ FRAER » (BB PR 2 DA =35 T SR8
FCHEAL 5 (collective dominance ) » 38 SZBRHLEIFHEAIES 102 156" Kk
BRpEEE L. 420-2 & Article L. 420-2 of the French Commercial Code )
R T LR T -
B LB R S SRR R ~ PRI R SRR A
B RAGRRIG T » 5RE =B EATAHE HELRNS AL - B DAL
B | (an united entity) % o & T35%E  HEIK K Genentech 3
fRIE J FIH] > Genentech DIEEE SAESIRITIZ - 70 HIARERE IR S a2
(ERBIGIIMHE Avastin Jz Lucentis » [ % SMEELRIAMERE = Wik
FEAR » 3l HAE BB = R Sy a6 ~ 3 a2 R L R E A -
HR - —HEMEBERORE - OERKERE 2009 Tk
Genentech YR —HFfRe A » DLBc i 3 S8 g A0 5 R e SR E R B

47 Andrew Callus and Caroline Copley, UPDATE 2-French antitrust watchdog probes
Roche and Novartis over eye drug, REUTERS (Apr. 10, 2014, 4:55PM),
https://www.reuters.com/article/roche-novartis-search-idUSLONON21L.G20140410.

B HPREEEYY 102 ERTAT
BRI HANE BILS > - BRAEBEEEYE A Rr > REEMBEEER
AR F A o Bitsr p 457 B2 dn g o B L o BT Bole T 5 ()
ERAFELR? 2T DB AR R L5 FEE (b)) UL A7 S PTE R
RFTHFARE (OHTIAPHA S L0 FE KA 230 Fend 3 =)

(DM EAPHABRLGTEDLELEa B9 a T A2 BT Ep £
@PEITHOEM -

4 Autorité de la concurrence, Treatment for AMD: the Autorité fines 3 laboratories for
abusive practice (Sept. 9, 2020), https://www.autoritedelaconcurrence.ft/en/press-release/
treatment-amd-autorite-fines-3-laboratories-abusive-practices.
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33.33%A9FEEERE - A Avastin (3040 BRIT/ZR) Bl Lucentis (1,161
BT/ RORIEZERREE » HIg—f Avastin A] 43R ER B TR IRERT &
GRFEBEH] Avastin TEVGIFEHREE - BA 00 B 8 K — 2R MY AR
A KL= EEEMERIIAHs AR - B Avastin B Lucentis JJI1LA
W - =S HIEAEAGE LA AR » TR R A TR B SR A
TEOR T A1—2 » I [R50 21 Genentech » i FUEERK H fE
ATREERANESE Genentech $ZAEBICARYER » KR H O S GHHEZER
M2 - MER = SR AR T L HER TN - (HAEARZEIEEE T Al Ry
BH—EHE o LA AMD RYZERL R ARSI » —RERFT K
HI B —E R E 8 E Avastin Jz Lucentis —BEN 115 5 HRCHEH
90% » o (HEHE) SHiHIAT EL e R -

B TR R 53 = S SR F SR AL I TR B A 43 - 56
— » HEAHEEER Y, - AR T R R E TR E) - SHEIRRL YR
L SE I ~ B ~ A EI RS Bt KRR+ (R LR i A AN e
B SRR EMAHEERYE - HRVTERZHIEESE Avastin IR
HREHEMRZ 21 » B Lucentis R Fy BE AN S BB HIIRET - SEEHE
FF Lucentis #5135 3 ke Sy {EAKAUERAR « HK » 4E Genentech {7 BfjEi
f##3 & (DL Genentech Bl HAtRRS SERAHRAYET 258 T Fois ) »
e QR T R SR A5 DA — 0 DU R B R B ERUE. - LRI
FEEESE BRI A Avastin IR RIE - DUHEE & H R E i

0 1d.

B AR ERT 0 112009 E b0 i AMD ST B AR Gdp b A S S
> @ Lucentis - 3 ® [} F e i 86% STV AL TH¥pE  # = (a quasi
-monopolistic position ) » & 7ix &2 Avastin &% ¢t @ * J5%k AMD hiTjE 1 24
¥ i > % Autorité de la concurrence, Décision n° 20-D-11 du 9 septembre 2020
relative a des pratiques mises en ceuvre dans le secteur du traitement de la dégénére
scence maculaire liée a I’dge (DMLA), 38 (2020) https://www.autoritedelaconcurrence.fi/

en/decision/regarding-practices-implemented-treatment-age-related-macular-degeneration-amd
-sector.
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Avastin FURIMERIFHEIVER - EEEC A E RS - thEHRER
RESE(EATRE -

ARG E R AR BEBESUR mciR - H DU 3t 3EiR 1 - 2
K E</Genentech BEF-ARIR/ANELAL » DUASIER TR S8R E R BHE AT
TRy rRRSEE T S B 2 AR -

AL}

DG ~ 5 IC B G T-/2 7] Genentech —Z¢8Eg by T REAYRFHT
Ry G B AT S A BREBIEA L2 MFEI - (H R B bR A
W R SR - AIEREN T AN AR BB B PR AR - At 2 1@ PR
R - HERLJFIA] - (RIKIEER R B S BB - (BIFREAE S
B SE L E DU R R -

IRFEAF B FHEBRAT EEARE S - G2 AMD ~ BRI = DK e -
AR IR RE 2 ~ PREEEIRS [ B B DURCR AR A 1 75 EHREFIR
& » 1 2007 4 Lucentis b i » EHLELL Avastin {EELRIMNHE
17168 5 2012 5 (B S ny i R i e —(E5e B )
Avastin B Lucentis —ZE{F ] AFA M5 5 E R0 Eia 40% 5
50% « 52 » Avastin RS RIME FHAE SR AT A TRA 1 - BIfHAE
Lucentis HE.2 1% » “ZELETIE DAKE P RRE - FERLIEDL T - AR
SE B —BER AT T b B SO BN A AT - I B RS S TR
CHGTEG - BISREHEERE ORISR e HEEA
HETI RIS o AR BGE T 1A] » )50 I S e i B

52 Autorité de la concurrence, supra note 49; V. LE MAO, The French Competition
Authority fines 3 laboratories for abusive effort to segment the market, COMPETITION
FORUM — FRENCH INSIGHTS, 2022, n°® 0032, https://competition-forum.com (last visited
Oct. 8,2022).

33 Luca Arnaudo, supra note 29, 5.
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SBEVFRRFIEE 101()BRAELCEEARRRER  BR T TR FUERRRELZ
Gh  BUHRFR R I TRICZE T B ) IR - I8 E
TR TR EE - B R UEIR Y FR AR AR r B PRk e = KB A Y
JRIA] o FEAF#EEEEBE (Council of State ) FEBX BRTARE SRR FIRATFE
IR AR T AN BT RRAIIEETRE - RBEm Ry MiE
T - @7 T T HRY ) PRSI SEE -

IR BN B SE BRI B F KRR A AHIA] © FEIAEd »+ 53 Lucentis
TR ~ #& » Avastin BURSMiE IS AR E H LB R & BEIAGD
HFRIBR 7 iR BE A s IR B AR D AR A ME T 2 b S — i
[KI}2 Avastin 7EyEE HREFEREHEHUS » 11 AMD HYIGHEE F ARk s
(HRRIES AT T » #5RH Avastin J Lucentis FY#ET7 5 3R1E 2008 4
& 2013 FFEEARANE R 90% » HERR FRIEEREBIAHR AMD HU1Ej]
=R » KB E RIS AR AT R AR S » 7
n_EBALLL Lucentis —J5 » 5k /e B3 HESERM(EAERA 3% L EAT #8585
Hufi; (a quasi-monopolistic position ) » HURA AL L BN FE S E 1
B SRR DI VSE R 102 Bk A% - MR E T
i (HHEHBBENHHEMBL - 5 L 8RR - EEFREE
Avastin/Lucentis ZEHHRE 1A EFE R - P LIEERIE - 728K
S AR BLE - Bom B A 2 B B8 S A EE 5 R Y ERLUE

34 Cleary Gottlieb, The 2014 ICA decision that fined Novartis and Roche for an
anticompetitive agreement aimed at creating an artificial differentiation between two
allegedly equivalent medicinal products for the treatment of age-related macular
degeneration, is upheld by a final ruling of the Council of State, ITALIAN COMPETITION
LAW NEWSLETTER (July 2019), https://www.clearygottlieb.com/-/media/files/italian-comp-
reports/italiancompetitionlawnewsletterjuly2019pd-pdf.pdf (last visited Oct. 8, 2022).

35 Marion Provost, Mélanie Thill-Tayara, UK Life Sciences and Healthcare Newsletter:
Life Sciences: What's new in France? Avastin/Lucentis case: French Competition

Authority imposes record fine of 444 million euros on Novartis and Roche for alleged
abuse  of collective  dominant position, JDSUPRA (Jan. 28, 2021),
https://www.jdsupra.com/legalnews/uk-life-sciences-and-healthcare-1831196/.
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(disparagement practices ) * JERT TR E—ERRM T » HiE B
FERE SRS -

22+ WY Avastin/Lucentis 3258 J 55 3833 5F T

WL TR ME ] L S (RS SR TRy » I AN,
ZAUA[FHE » Avastin/Lucentis ZXEf TR EERYIFSE3RH » At 2K
UREREH HGREREEEA S — ALl - BAEEESE - FaE &
TR BRI PR B L DA BRI AR e PR - A am Al T -

—~ TEERRERR MR 5 B ST

FEGHERY T A ) S TRE RS ERI RN - AN
BRLESLR T AR ) B AR EEMAYRIE (BIANRNEESE ATC
Classification FRY43¥H) BUfERE (RESEEZZRN) - e R EAEEE
HIBEF BRY - g2 B vl Fric sy B ESE - AR —IEEE AR B
EEFEAR - o ERTREE HHE R R AN PR - T Tk R,
RMEAREEERR]— i85 - ARMBCRSC R PR BIRES E T8 R L -
AP XEUE » Il R A S R M B B B » Ky E R
e R - FET S IUERE 385 LT RA R AR EA R
SEVE s BRARBSEMBAZE - BUE 5 R i A G2 s MBS » (At

JUZRERI N IGHFAHIFI PSR T S0 - [ I EEE AR R SRk
Al —MERAEE AT - BUREESH TS SETRAE T F kB 5 AR
JRRPRHETT - 38 Tkt am A H W ) " 3ESRIME ] ) SRS 5t
SETTE » fRE T RAMERYEER | -

AR SRR R S — A 2 B R BRE R = RV ERE » [RIIRFZERg

m}
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AR ~ BUE R S SRR 2= - B2 BRI OR I Y2 - J5 Lk
E R AR B A S R TG e R - S T LB R - IR
B> Ry 7B Avastin 38 & FHPAHRERE S » DAEKE Avastin FH/NEE T
S Fe BRI - SERRNY T EETREE ) (repackage) TRy /E TR AU SO
PRI H AR MRIEEAE o ATREYS S BBy BB AN R KB A
EFRIRE - HoRG R E AR B LR A A B T - T BT 5 T
BRI o RS B B8 BE QI A B MR 2 U REIRE - W Re i
faH - FELLTETD DG EHs R E T T B i - e B SEAHRR
TEER AT - EB RS TS HERRR - A B EEA
B B AR A AR SR - Avastin/Lucentis ZEH B8 BB T f R HSE
SR AH) - S EBUREE A SEE FS T RE R - B R B R
FHEARMEZ PR B -+ A B T BB U SRR AL

o THB S BRI AR

S BBEE RS 101D BRrEk s i A M AR BT H
FEHIS5E S+ (restriction “by object™ ) BT 255K | PR 5% (restriction “by
effect”) o B HR RREFITREL B T B SRS 3 m] A » 58 S B E R
HIE 101(1)Berytiaa - DoE & AR 5 2 A= RS IV B HROR -
ME » FL3E SR T R B S PO IR SRR EDK
PR B S T R TR ST » BR T I GE AR B g oh
WA E RS - SR T RIS EME R T HAY ) BRETEEE o MRItiAE
HEIRAINRAS - BE T HRY ) REGHEFEVEN: » B RRRARY SR B

R S ST TSR S e S
% » % 8% Case C-228/18 - Budapest Bank and Others, ECLI:EU:C:2020:265, para. 34;
Case C-345/14 - Maxima Latvija, ECLI:EU:C:2015:784, at para. 17; Case C-373/14 P -
Toshiba Corporation v Commission, ECLI:EU:C:2016:26, at para. 25; Case C-8/08,
T-Mobile Netherlands and Others, ECLI: EU:C:2009:343, paras 28, 30.
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PRI - IERAVREERE AR ST e - IR e &R SR R R
BBERAL » AR T HAY 5 BRI FENEE RN A - AferEAR
feeladts " HEY ) BREGEFA T RAVREER - MEH T RIS FHERES 1
orEE > R EHBEIERRFER 101(1) R HE EIIRENY EZEE -

B R iARE IR S B RAAERE R - (E R ImEEE - FLE 2R
HFATRAIAE (by their very nature ) B BTG 555 FHURGEE -
HRBAR AT A FTREAS R Sl IR B Y (A% ~ B S B R Rl TSR AR
SEIAl ek - BIANREDE (EASAT-RRFE - BRI R ool W BB
EFt -~ AR - EIRRCSICE - RIS AR - BERE
#E—HEH - —HBEEGREENE R " HEY ) IREESTHE IR e
¥ FUEMN R ISR T Ry - DRI A SRR TE
REBFHRE - DEBIRHERESCRERZ AR (“an agreement
reveals in itself a sufficient degree of harm to competition for it to be
considered that it is not necessary to assess its effects...”) 0, {HEXER
s I IR RO B - — IR R S EA T HY IR
IR - S AEE—ZHNRIEGE R IZA] - DIAST Avastin/Lucentis
Z TR R BRI I BE S R T R B2 AL - ARG E TR
AT BREHABAE IR AR SR FRAE B R AR P E LRI - By
WERFATRES " HAY ) IRESF - AE(EZ RS iR Sk /A
HEERRHINE ~ FAERHRY ~ (R PTBSRAS i Bl A R ~ SERird

57 Case C-32/11- Allianz Hungdria Biztosité and Others, ECLI:EU:C:2013:160, at
para. 35; Case C-8/08, Id. at para. 29.

8 Case C-67/13 P, supra note 42, at para. 51; Case C-228/18, supra note 56, at para. 36,
Case C-345/14, supra note 56, at para. 19.

3 Case C-67/13 P, supra note 42, at para. 58; Case C-179/16, supra note 16, at para. 78;

Case C-228/18, supra note 56, at para. 54.

Case C-32/11, supra note 57, at paras. 34, 35; Case C-67/13 P, supra note 42, at paras.

51, 52; Case C-228/18, supra note 56, at para. 37.

1 Case C-67/13 P, supra note 42, at para. 58; Case C-228/18, supra note 56, at para. 54.
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BRI - R BUE R TSR A S S AR R A

BIERWCHEPEAE Avastin/Lucentis ZEHVEES - SLiR AR EEH
faid Avastin fEBCHE SRS 2 2 BEmIASH] N AOAHRHHI BT - iE Ry
s Erd el iR (REESL RN i e H s DUSGE B B A IR
AT FrnlE e R E RN AT RERE BB R E M 5 OO Rk
AN nT e B BRI RR A IRUR BA (Rt - SR bt DU
W IBEUIMEE ISR FITR (N RSk Avastin 5URME IR
) JE T EY ) RG> TN S R RSCR T L A
Bt W RIE AR E R T AR SR T DU TS iRt - A%
JETRFITRAAS R - Ko T HAY ) FREGEEFH IR TRt B 7 — T
REEE - RARHHRER L BRI S - S E -

L

=T ) SRCHBAEIRERE

Avastin/Lucentis ZEAREBIRGE DIHEIR I =K H3ETRL T 5204 |
(collective ) —Zfdstifi; (FEAER (individual ) SZFCHEAT ) » M
FHEE AT T 38 S B T3 fEiA et L B yp S SR 4t
[T RATETE A o ekt s ER T & Sk B R Sl i
FAE G R T E B ZA] - TR TR ) RO RE

62 Case C-228/18, supra note 56, at para. 51; Case C-67/13 P, supra note 42, at para. 53;
Case C-32/11, supra note 57, at para. 36.

0 Case C-393/92 - Gemeente Almelo and Others v Energiebedrijf Isselmij,
ECLLEU:C:1994:171; Joined Cases C-395/96 P and C-396/96 P- Compagnie Maritime
Belge Transports SA v. Commission, ECLI:EU:C:2000:132; Joined cases T-68, 77,
78/89-Societa Italiana Vetro SpA and others v. Commission, ECLI:EU:T:1992:38.

64 Case T-102/96 - Gencor v Commission, ECLI:EU:T:1999:65, Case T-342/99 DEP -
Airtours v Commission, ECLI:EU:T:2002:146.
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Ak - BRI ERA AR S B T BCRRS A AR WK SCHUE -
EHZFENMITEG T BAMEBRMEK - WHAE "IFFE S |
(non-oligopolistic) k¢ "5t , H¥FEAIEA « FIperhgil - BRE
EPERRRIEE 102 BRI SCFFABE T —RE—R LA L33 | (one or
more undertakings ) FJREEHISZACHINT » KL I EASRERFBRFISEL
MR DL ST &5 RS (independent economic entities ) it EELA
HASTSESS - BT RO - (AEGRER LR ohafk R
WL » B FFIE ~ HERISERELL S SMERT TSGR » AR ] REE T sk
BRI REAGRIZE o HAMME 7 RV EEMURE « OB E LS
FERETRAIM R TIGTh » WA ERELHER UL FIEGR (common
policy ) » [RIFFFE I T4 & BUIH B & I REA & s B RIBER AR
@ o W LERERIEIERYE - TR ) ORI A E S A X
DHEIFIRAIEE 102 BRAVSEIREN LIRINREE — D EWEFHER S
B S BOAT A EE T Ry SIS BAS SE IR U] - A S8 & s
FHERIITE - ST & 2R 2 S GRS SGRILR G R 548
SCBCHUAT - AETT PTRER TG AE A 2L RIRR (coordinated effects ) » iHk
SERTAE A G « EHE RN IR EAE - SRR e A TS
HIER » AR KT AEEERAEI] - ANAAZE -
R BB - R ElEE TR R PR S DB SE R USE 102
PR R EMKIE - BB B E =R RO EA R ) STfidih

% JR {740 5 Council Regulation (EC) No 139/2004 of 20 January 2004 on the control
of concentrations between undertakings (the EC Merger Regulation), 29.1.2004, OJ L
24, 1-22.

% ALISON JONES ET AL. EU COMPETITION LAW 692 (7th ed. 2019).

7 Joined Cases C-395/96 P and C-396/96 P, supra note 63, at para. 36; Joined cases T-68,
77, 78/89, supra note 63, at paras. 357, 358.

%8 Joined Cases C-395/96 P and C-396/96 P, supra note 63, at paras. 45, 46.

9 Case C-393/92, supra note 63, at paras. 42, 43; Case T-102/96, supra note 64, at paras.
276, 277; Case T-342/99 DEP., supra note 64, at paras. 61, 62.
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fi7 - FHFREFTSRVRE A =R EEROE A L EeBIFr ke ~ BepEEd
FILURFE S RIRURSTE A2 » R LSS MR Y2 = S5 S S5 b
it TS AR — BRI © a5 - VR i BRI il R
HEB IR FITRSE By T - A RBRARGE — R - RS ) ScHh
RLA PR IR 2 SRR S AR AR R G FIRTAOAS R - Horh—JHIRI SRk
e TR © I ARZ PRI RESEAESE N = - BB SR T S B TR
WO HB LS B R RSN ~ BOE S B A R A B B
HETETE - BB - BIEEBIEFHERI Avastin/Lucentis
PR IR Ry BRAESLRIAAAE » LA LRI & A R -+ 1T S
ATBIHICAE ] 4688 ) SARCHIAL I PAREE » 1 H B B B i 1 T Ry
35 FEUE Hrh 2 —HRAHEERG - AELL TR DU MGEE =538’ 5
e SRCH HAE i A - A BGs F R e S A R RN E
BB s TR - REERETDRE ARt A I - Bt SR A
fl U 28R TR AR IRE R MR ELREAE R E TG e e Sh ) - 1
IRE— ARG E R BAA TS ) SO - 20t — A M e
SEFE SRR B\ L2 PRAASERR = 21 T Bl P S S i E FHAVBERS
o REPUE HRREIE R FAREPGRIAT - A5RAR MR AT -
BELARKHLE (ERRFER 102 BRI BRI TRy 2 T RESEh - [E15+F

T gAY FRA LT HUEAERL BT OTIL TP A LN h T 0 O
T2 EFEN 244248 > F 89-101 (2016) -
71" Marion Provost, Mélanie Thill-Tayara, supra note 55.
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EE - EX® Avastin/Lucentis 2% 3 511 B3
— G

AU SR A - o A B B e SN R B B S ANl F AEAH TR
(1) Avastin/Lucentis Z€ » {HATRAAB FAEEEZEFTERTT SR -
AEERR O R E IR BOREAR - R REE A S s A AR
8L o SRR B AT RERVIE SR 2% - TSR DT ISR - Lo alian
NEARsAE o

— ~ 12172 (disparagement practices ) Z5%5 5 R
) [ 558 47 2 Y > (HIS B

ol B RGeS Tk - BKER S 1 2009 FHEHEd
S A (EU Sector Inquiry Report) » {FFs HARMIFRE AR IE
Bk DI T2 0] &d¥E | (access affordable medicines ) [B]FF3ERET
SERIFTHYECR E AR - Hf g5 5 25 B IR B R S Ry » 20
e B 5 3 DA S (B - 2 R A S A 1y B B3 TP
HIBEE R — « BB LRy 7 HERF S ZE(ER - BRERIU S "
[FIRG1 ) & (Pay-for-delay agreements ) ~ ¥ FIBESEEHIEAN - SE 2
HE R e A48 I EZ N - BB E U DU s B e
R EE AL IVEE, - R RAUEE - el e — e I —a05
7 — 140 Avastin/Lucentis % B AT oR 0 ¥ % 9 WA A5

(coordination) ™ » Ky SE( » DIFETS TE 221 Y B S AR

72 BUROPEAN COMMISSION, COMPETITION ENFORCEMENT IN THE PHARMACEUTICAL SECTOR
(2009-2017), COM(2019) 17 FINAL, 24-26 (2019).

73 Id, at 29.

74 Id, at 33.
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FERIAET - T A M A AE » [FRE AT BRI A BIRTIEE A -
BORPRHBEFROR - Avastin/Lucentis 2[5 W H R B B DAS 4% By
TH - ERMEHESE T i B B0 - SEREREZ HIE N ECE S5 T
ERIZERT > FEBINAGEIEA - Horp DL B A R A R R et - &
BHLEHIESE?  FEEE R - G tudEEfE 2021 43 B7°
Je 2022 4 6 AT BRIz M A A - BIEERR R T
FERERE . R SRR SN R fEIBlE S
R TED - BEEA IR S EE R A mm A (LUTE T i
i) BRI AR SZEES (LUTHE TAYE ) 1Hl -

5 Id, at 29.

762021 # 37 wERL g FIF R R (Teva fad % 3 34 ey a3 & o
i 008 Rk B AR OR Y 0 R AT RS B F R
NERE LENY g E R D B 1 REH A £ ) glatiramer acetate &
B A 0 R Ak 5B A g eh® & # T 5 kar | (Copaxone ) © European
Commission, Antitrust: Commission opens formal investigation into possible
anticompetitive conduct of Teva in relation to a blockbuster multiple sclerosis
medicine,(Mar. 4, 2021), https://ec.europa.ew/commission/presscorner/detail/en/ip 21_1022.

2022 # 6" 1k €% XBERYERECT BICTARSEF WL Z DL - L
¢ dp s L # fy Vifor Pharma G R H F U F R EFRE AL L R F
Ferinject » ¥ 4 4¢# #¥ ¢+ 2 § % g Pharmacosmos ¢ £ % 5 Monofer :7% §
# 3 o European Commission, Antitrust: Commission opens investigation into possible

anticompetitive disparagement by Vifor Pharma of iron medicine (June 20, 2022)
https://ec.europa.eu/commission/presscorner/detail/en/ip_22 3882.
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T TR B B g L PR HE A o & T REEE T
Ltk

e T+ B B R 57 N R SR SRk - AR S T 5 T R B
YJEEE - LL Avastin/Lucentis ZERYIZHINT R ol - BlRs iE S5 AHRARY
BAERIEE ERMEE(H C AR (5% - 3% F AR U AH R 22
AT R AE B BEEA T B A R B s (BIAR FrEE iG e LR
T~ FTER SN AR - et B2 SR EaEN » R F
ERE A BAREERE) - WAE S HS R I R - BT
PEBREBESE TR T G - B TR A e B S A
HERAATE © - RS FHARSR MEHIERE H & HAYMEREEE - 5 th2
BRTEREAE Avastin/Lucentis ZE5EIR AR ERINE § & — ©

FERERAM & 7RI BEAT 0 FHER R AR N B 55
—JERUR o I PE R AR A R RE A S B EE TG IR - ASTMEREY
K - tp Bh e AR B R G ORAG (T R A B S - B OGE
AR ORI BRI TOHEAL, » 35 & » FRBIEEMNEI SR i R R AR
FELEEELETHH] (pricing and reimbursement rules ) » [ E {Ef%
I R A B S B B B 7 e A SRR IRkt L
AP CHYEEN (BEAAOTE MR AN RIESE P A EGEARAIEHE ) - i
RUE N AHEAS ARV EE S A 1 R A BB £ TSR A B Y58
J& - REAMEE R T ERREIIAGE A - 1§ FEEEAIAIBHEE TR, - i
TMAEESE I ERS 5T B R RS A R 5 B T ] RSB By TG R — -
HH I Avastin/Lucentis ZE8 4 HH 5 il BEEE HE B PRIGHE / -
KRR L R EE i ARG (B RAIRRE T - TR (RS 38
FHRETIRUBERS A8 - U i R BAE RN A (S - A IR (5
EFREZ RS NEREFRRE - DUEBI R B - B R R E
Bl CANSM ) [R50 praany iy gk i A 4 (temporary

35




B REREEE28 18

recommendation of use ) #&ifill » By Avastin BURIME AR LTEIERE
i+ EL KR X SR B SE R A HZ HI T Ry T SZ FELBEAE™ -

BB H i LAY E A K Fi6% AMD 144 Avastin »
Lucentis DR RibiEA (Eylea) "= » BEIR =S 5L #R AN A 2 AR R
SEYIRGHNIAE - (HAEES AL ET nT B PR EER B ] - ARAERS
AT ALUE - MERPFEARREETHE - MASGHRIEER AT
SMeE FHEERE - k2 M Avastin FIFMIRIAIEST - KBHAT T 2 REFR
beEEYia T IE H B SARRE J 55 12 58 | TEER 4 3K T A RFEERLEF ]
S PTG TEE AR SHE N RUED 1 AT (ERER R B
NHUE » T MR AR OIS LMEZE M OrREs A FREE R A » AR
faft o o B REEERPLEAEEE HEE Lucentis BCRBHIHASE® » 5
e BB RE DU A R FIE R - TR R AR B B F G
fif o AIRAEBIT R REREERT » Avastin FEIRBURADRIMER %2
FFASBRAENIFISE - HIEE EACAGE) - $EEAm S B RASEREH A -
{EAREE  (EAR THIEEE > DL Avastin SEFTHR OIS 1 BELAT (EIAK SEes
Lucentis FfIf » & EATHE RS EIENEER"Y  HIRBIA RS EL
RSN S H BRI » B R L S LB R BT - (KIS
HAMIFERERDIREREES - DR FRES SR, - B R B E R
a0 [EERAMAYBHEE T Ry - M S ERBT - RS EBENTT

78 Marion Provost, Mélanie Thill-Tayara, supra note 55.

7 KPP (Eyleaaflibercept) € d *T8 (Bayer) ZE B 3 » iofk ¥ & 45 srnig i
s S R LB o o &y 2222 Lucentis 2 Avastin § R F S & FTHAT
KARLP 2013 # 11 2 AR 3 pF > =2 B2 p B1F 36%7 34 3 B o2
Avastin #72 B® F &b ek i o %8 Autorité de la concurrence, Décision n°
20-D-11 du 9 Septembre 2020, supra note 51, 38.

80y 2R REWBH 5 ) Lucentis 3 19,879 & /& » 112 KALP 5 20,203 &
Ao FEPF UKD ARLE o Avastin ¥ PR P LE I E S EH S ¥ L
d FLE AR B B R ﬁ,‘%‘li— [GRAE AU -4 wriqi%ﬁﬁi&% fe
¥ 5 28,000 & | o APz T BEER Avastin T (R % ehfi R T B R -
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6] o 2 PEr e DAL RE Tl B - DB B 3E L BB R i 858 - 58

& Avastin/Lucentis KBS —E@ = -

=~ TR G M e B o i 5 ) e R P B
ya)is

SEALENIENTS ~ S R ERS IR = R R - W B RAEFATR
BB E ZMTR - TR BEEE SR BB Pl - BRI n
TELE VSRR - TR BB A S L 86.8% » AL BELLAVHE
CHETRAEIR® » SRR - 2020 FRERMSEE T TN 20 K¥E
BHH 17 KRS ERRE - B S S BB AL B i =
60.7% - SE /Y MEISER S T TR - R TR EE TR 2
RE - H B EE R KA RSER - 2 A ST R &
Avastin/Lucentis ZEHYRIA T F—3f 3 Bl R IR G 28 ) HL AR R RFIR
33.33%) - 1fj 2020 4F- Avastin FEFRBIRY SRR - JEIERT 10 AGHAEY)
SELUREE®  (EELE TS AR EATEIEE » PN LA g
W VB GE S AR AR BRI B - RS e L5 [RE B 5t 5 B 1=
FERRTE AR B DO T AR S A A TE AR FTREME B EE
DAHERE TR B BE N TG BT - AHEHY BB DTG s FHE I TH B
HHESEHOR - OB - ST R BRI o TR - it
TR IR B B S AN Y] - T P e e K B SN RR AR A
BIRER - SHEA VA BB 5 LIRS T R i & O )
fE - QU ELRT R EBIRIE® T T TR Ryt SR

SUAR e R E R A % 02021 FEAEEE T 191-193 (2021) ¢
8 i FO199-242 -
B 2T gipLlap DT 2ah Al Bk bn @ ihp —'51:75 CINE: I

2RABRE R BAAEFRE IR R UET NEFBREH T G5
FHLAAVEBUBERLIEL A T HNERHLEFT LR (DT ¢ AT S

37




B REREEE28 18

AR R BR e i% - [RILARIIRF 2 P A (e e T B BE S T i
FEAATER > AL SEBERT - B AR B P B TS A S
et I - E&%ﬁﬁﬁiﬁijﬁl@%ﬁﬁﬁé RN ATRERESUL | - (Higi Tk
S5 P A BRI CHRE B AE R B T 00 H A e By it
fRRTAAIAE R BERA R T - (EESE T S 5 ~ P RS S IR
AETHE AR - B BRI B e EEN B S -

110032 35)» ¥ — %P 5 2408 2034|745 E ﬁ*‘» BE R AR 52 L
F (2T ¥ 106024 5L) o = FAkaes dF £ 1 & WA RP RF 0 T RE <
FR AR Fany i/éﬁv CFERRRL 2 (wrm; LR ¢ LR AR
% TR SRR %F&Kgiﬂ‘?ialkfﬁj—ﬁ (2 FLF % 103046 55) -
ip 8 —\*ﬁ)’uﬁrs26 £E0E PRl RFLEGRARF I ABELAT(D
Bud 80951655 ) i T E AP A BB G HRFRLFL B4 AR

B o




BB FEER G T EERERIMER , —— LUBRER Avastin/Lucentis 273 H7/0)

2EHHF

)

BAT7 (2016) - SEREBHEATE » RBEAESEBFHN PR Gik—W
SHAEZEHAERIRUR - VR 5ET] > 242) » 81-111 -
Arnaudo, L. (2014). The Strange Case of Dr. Lucentis and Mr. Avastin.

The Italian Competition Authority Fines Roche and Novartis for
Collusion. European Competition Law Review, 35(7), 347-351.
Available at SSRN: https://ssrn.com/abstract=2428126
or http://dx.doi.org/10.2139/ssrn.2428126

Gottlieb, C. (2019). The 2014 ICA decision that fined Novartis and Roche

for an anticompetitive agreement aimed at creating an artificial
differentiation between two allegedly equivalent medicinal products
for the treatment of age-related macular degeneration, is upheld by a
final ruling of the Council of State. [ltalian Competition Law
Newsletter. Available at: https://www.clearygottlieb.com/-/media/
files/italian-comp-reports/italiancompetitionlawnewsletterjuly2019pd-
pdf.pdf.

Lat, 1., Micek, S., Janzen, J., Cohen, H., Olsen, K. and Haas, C. (2011).
Off-label medication use in adult critical care patients. Journal of
Critical Care, 26(1), 89-94.

Liu, L., Yang, H.Y., Lou, Y., Miao, J., Lu, X.Y., Zhao, Q.W., Wang, R.R.,
Jiang, S.P. and Zhang, X.G. (2018). Off-label prescriptions in
intensive care unit: the Chinese experience. Therapeutics and
Clinical Risk Management, 14, 195-202.

MAO, V. LE. (2022). The French Competition Authority fines 3

laboratories for abusive effort to segment the market, Competition

39




B REREEE28 18

Forum — French Insights, 2022, n° 0032. Available at: https://competition-

forum.com.

Radley, D.C., Finkelstein, S.N. and Stafford, R.S. (2006). Off-Label
Prescribing Among Office-Based Physicians. Archives of Internal
Medicine, 166(9), 1021-1026.

Jones, Alison. Sufrin, Brenda. and Dunne, Niamh. (2019). EU
Competition Law (7th ed.). Oxford University Press.

Wittich, C.M., Burkle, C.M. and Lanier, W.L. (2012). Ten common
questions (and their answers) about off-label drug use. Mayo Clinic

Proceedings, 87(10), 982-990.

40




