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» O avtaywviopog otov KAado tng dopuakoflopnyaviag emnnpealetol amno
LSLaltepouc mapAyovTeg OMwWC:

* [pootaoio SIKALWUATWY TIVEULATLKAC LOLOKTNOLOC

* JUVEXNC Epeuva yLa tTn dSnuoupyia VEWV KoLVoTOpwV ipoioviwy (R&D)
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Figure 5: Pharmaceutical product life-cycle
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|SLatepotntec & Xapou(tnpttu«i tou KAéSou ™
Dappakoflopnyaviog

» To edVvIKO VOUOUETIKO Kail KavovioTiko ntAaioto: H emidpaon kavovwy TLLOAOYNoNG

» TEVA/RATIOPHARM (M.5865)

(62) As similarly noted in previous decisions, for the purposes of assessing competition in pharmaceutical markets it is also necessary to bear in
mind that such markets may display certain rigidities as regards both pricing and entry.

(67) It follows that, at moderate concentration levels, the existence of pricing constraints is one factor allowing the Commission to conclude that
smaller competitors may act as a sufficient constraining influence. Such a consideration supports the conclusion of no serious doubts in a
number of places in this Decision, and in particular in the cases dealt with at recital 386 below.

(68) Nonetheless, at very high concentration levels for a particular product and/or in the presence of additional features of the market structure,
the relevance of pricing requlations and tendering as a sufficient competitive constraint cannot, on the basis of the market investigation, be
concluded with confidence. Thus, many respondents to the market investigation, when they did believe that price increases for prescriﬁtion
medicines were possible, specifically cited the eventuality of very high market shares atc/oroduct level in support of this possibility. It should
also be noted that, if authorities or insurers are unable to constrain prices, at doctor and patient level there is likely, for all but more routine
medications, to be an absence of price sensitivity due in particular to the fact that patients do not directly bear the costs.

(69) Finally, it should in any case be borne in mind that the existence of a price ceiIin% does not exclude that the relevant counterfactual in the
absence of the merger would have been continuing price decreases. Many national markets have, indeed, shown very significant decreases in
the prices of common generic medicines over recent years, a trend which relies on sufficient competition in the market. The Commission in its
assessment has therefgre relied also on the basic economics of generic competition, namely, for unbranded generics, the fact that the goods
involved are non-differentiated (and therefore competitors compete on price). 5
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l. 16watepotntec & Xapaktnprotika tov KAadouv tnc
Dappakoflopnyaviog
» [owklhopopdila TwV ETILXELPNOEWV TTIOU CULLUETEXOUV OE OUYKEVIPWOELC 0TOV KAASO
™NnC dappakoBlopnyaviac:
*  KATOOKEVOOTEC TIPWTOTUTIWV PAPHUAKWY («Kavotopoy, «dnulovpyoi») (“originators”)

[SHIRE /BAXALTA (Case M.7951)]

*  KaTooKEVOOTEC YEVOOhUWV dapudkwy (“generics”)
[TEVA_ALLERGAN GENERICS (M.7746)]

* Kataokevaoteg Blooposdbwy (“biosimilars”)
[PFIZER/ HOSPIRA (M.7559/2015)]

e Xovépeumopol Kot SLAVOUELS
[McKesson/UDG Healthcare (Case M.7818)]

e AlavonmwAnteg (bappakeia)
[Celesio/ Sainsbury's UK pharmacy business (Case M.7721)]

* [layKOOULEC ETMEVOUTIKEC TPATIE(EC
[GOLDMAN SACHS/ASTORG ASSET MANAGEMENT/HRA PHARMA (Case M.7887)]
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. HENNOIA THZ SYTKENTPQSZHS:
(A) MESA EAEFXOY

»  JUYKEVTPWON ETIXELPNOEWV TIPAYHOTOTIOLETOL OTAV TPOKUTITEL oVIUN BeTaBoAn Tou eAéyyou. H évvola
TOoU gA€yyou opiletal w¢ duvatotnto KaBopLoTkoU EMNPEACHOU TNC SpaoTNPLOTNTAC LLOC ETLXELPNONG
n omolo pmopel vo amoppeeL aAmo SKAlWUATA, OUMPBACELS N AAAQ PECQ, ELTE UEUOVWUEVA E€lTE OF€
ouvouaopo, kol AapBavovtac urtoyPn TLC OXETLKEC TIPAYMATIKES | VOULKEC CUVONKEC.

» EAeyxoc umopel va anoktnOel e onolodnmnote HEoo:

L)

L)

»  KaBapad owkovopuikoi deopoi pnopet va dtadpapatioovv amodacloTtikdo poAo yLa TNV amoKTnon tou
eNEYXOU. 2€ EEOLPETIKEC TIEPUTTWOELG, ULOL KATAOTOON OLKOVORLKAG £€ApTNONG UIMOpPEL va 08Ny oel
oc €Aeyxo de facto, spooov, yia moapddeypa, TMOAU CNUOAVILKEC HOKPOTPOOEOUEC OCUUDWVLEC
epodlaocpou ) mMopoxNC MLOTWOEWV HE TIPOUNOEUTEC 1 TIEAATEC, 0 cuvOUAOUO HE SLaPOPWTLKOUC
deopoug, e€aodaiilouvv anodacloTLKn EMLppon.

7
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II. HENNOIATH2 SYTKENTPQSHS:
(A) MEZA EAETXOY (De Facto EAeyyoc)

* J&J /ACTELION (M.8401)

(46) “In this case, there will be strong economic links between J&J and Idorsia on a long-term basis. As an R&D
company, Idorsia's activities strongly depend on financing and IP rights. In that respect, J&J will provide to
Idorsia a 10-year loan of approximately EUR 542 million, as well as a 15-year credit facility of
approximately EUR 234 million. J&J will also provide Idorsia access to IP rights [...] through the cross
licensing arrangement. These economic links will be coupled with a structural link, with J&J acquiring
between 16% and 32% of Idorsia's share capital while all the other shareholders will each hold less than 5%
of the shares. J&J will also appoint one or two board member(s) if it decides to convert its loan to hold
more than 20% shares. Therefore, there will be strong economic and structural links between J&J and
Idorsia on a lasting basis.

(48) In view of the above, J&J is likely to have the ability to de facto influence strategic decisions on the
development of Actelion’s pipeline ACT-541468, which represents one among the 11 pipeline programs in
Idorsia's portfolio.” 8

Awopydvwon: —Ynomvayibo:—  _Yno m Beopxn unootipi§n: —

NOMIKH BIBAIOOHKH A Eanomn z’};zEB




5th. INTERNATIONAL CONFERENCE
~J | on COMPETITION LAW & POLICY -

o

. HENNOIA THZ ZYTKENTPQIHS:
(B) ANTIKEIMENO EANETXOY

** H amoktnon eAéyxou EMi TWV OTOLXELWV EVEPYNTIKOU pmtopel va BewpnBel cuykEvtpwon LOVOV €AV Ta
OTOLXELX auTA amoteAoUV TO OUVOAO 1 TUAMA MloG emxeipnong, O6nAadn MLl EMLXELPNUOTIKA
dpaotnplOTNTA UE TIAPOUCLAL OTNV ayopd, TNG omoiog pmopel va mpoodioploBei cadwe o KUKAOC
EPYQACLWV.

* H mpaén mnou mneplopiletal oe AUAQ  OTOLYELOL TOU EVEPYNTIKOU, OMwC onuato, OSutAwuarto
gupeottexviac N Sikouwpata mveUUaTkng bloktnolag, umopel emniong va Bewpnbel otL amoteAet
OUYKEVTPWON, €AV TA OTOLYELQ QUTA OUVLOTOUV ETILXELPNUOTIKA Spaotnplotnta ME KUKAO £pyQoLwV
oTnV ayopd.

)

(BA. Kwdikomolnuevn avakoivwon tng Entpornng ywa B€pata dikatodooiog) .
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. HENNOIA THZ ZYTKENTPQIHS:
(B) ANTIKEIMENO EANETXOY

» OMQZ: ZuVIOTA CUYKEVTPWON KaL N QITOKTNON OTOXElWV TTou avoapévetal o€ EUAoyo Xpoviko didotnua
VoL ETILPEPOUV KUKAO EPyaOcLwY GTNV ayopa

. Novartis/ GlaxoSmithKline (M.7872)

(7) “The Target business is composed of the rights to develop, manufacture, promote and market ofatumumab for auto-immune
indications, and tangible assets, such as biological materials and cells, product inventory, Investigational New Drug Applications
granted by the US Food and Drug Administration, clinical trial data, as well as supply contracts.

(10) Moreover, Novartis has agreed to pay to GSK royalties of up to 12% on any future net sales of ofatumumab for auto-immune
indications. This fact suggests that both Novartis and GSK expect that the timely entry of ofatumumab in the market for auto-
immune indications is quite likely, including in particular the pemphigus vulgaris indication for which the drug is already in the
advanced Phase Il trials. Likewise, the fact that Novartis has agreed to pay to GSK USS 200 million following the start of phase Ill
study in the use of ofatumumab for multiple sclerosis, on top of the USS 300 million payable at closin/g, suggests that both
undertakings expect that the start of these phase Il trials is quite likely and imminent. This is an additiona gactor supporting the
conclusion that the business acquired by Novartis is reasonably expected to enter the market within a reasonable period of time

(11) The Commission therefore considers that the acquisition of the ofatumumab assets in question falls within the scope of the Merger
Requlation because it involves the acquisition of the intangible and all core tangible assets that are expected to enable the acquirer
to access the market, and therefore to produce a market turnover, within a reasonable timeframe. Indeed, in the context of this
kind of industries with important research and development projects, the acquisition of assets that are already in phase Il clinical
trials can be reasonably assumed to be capable of generating a turnover in the foreseeable future.” 10
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IIl. APMOAIOTHTA & NAPANOMIH

» Napoarounn otnv_ Eup. Emtpony  Baocet  ApBpou  22(1) Kavoviopou
2UVKEVTPWOEWV:
Alevpuvon Tou mebiov epappoyng Tou BeCHOU TNG TIAPATIOUTING KOl O AANEG TIEPUTTWOELG EKTOG QATO

digital kau “killer” acquisitions, 6mwg m.x. 6tav adopd EMXEPAOELG HE ONUOVTLKA SpaoTnPLOTNTO OTNV
Kallvotopia

NpoBeopia UMOBOAAC QUTHUATOC TTOPATIOUIING: 15 EPYACLUEG NUEPEG QIO TNV NUEPOUNVIAL TIOU «EYLVE
YVWOTA» OTO OLKELO KPATOC LEAOC N OUYKEVTPpWON (O0pLo 6 unvwy;) =2 Avaodaieto Alkaiou

* lllumina/GRAIL (M.10188): Vertical (re)merger
2TIC 9 Maptiov 2021, r&ra)\)\LKr'] Apxn Avtaywviopol ¢ntnoe amno tnv Evp. Emitponn va e€eTaoel tnyv, ouyKéVTAE)wqr]

oLPPWVA LIE TO apego 22 Ttouv Kavovigpov yla TLE OUYKEVTPWOELG KAl €V cuvexeia umeERAAav avtiotolyo aitnua ot Apxeg
Avtaywviopou tng OAAavdiag, Tou BeAyiov, Tng EAAAdAG, TNG IoAavoiag kat tng Noppnyiag.
H Evp. ETutporr) dexTnKe TO aitnua Kaitot oL KUKAoL epyactwy dev Eemepvovoav Ta epappolopeva opla.
‘EAgyyxo¢ yia Gun Jumping: H cuykevtpwon oAokAnpwonke evw n e€etaon Bpioketal o Phase Il otadio.
11
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IV. IXETIKH ATOPA:
(A1) [poiovtikn (FDP)

Al. Finished dose pharmaceutical products (FDP)

1.1. Kpitnpia Atakpionc Qapudkwy:

»  AVOTOMLKO-OgpameuTIKO-XNUKO ZUothpua Taivopnong (ATC Level - EphMRA)
Teva/PGT OTC Assets (M.8889)

“(18) The ATC system is a hierarchical and coded four-level system which classifies medicinal products by class according to their indication, therapeutic use, composition, and
mode of action. .........Medicinal products are classified according to the ATC system in the IMS Midas data base.”

=  ATC 1: medicinal products are divided into the 16 anatomical main groups

= ATC 2: refers to a pharmacological or therapeutic main group (the main disease groups that the medicine intends to address)

ATC 3: groups medicinal products by their specific therapeutic indications (the different drug actions that will address the disease in question)

ATC 4: the most detailed one (not available for all ATC 3) and refers for instance to the mode of action (e.g. distinction of some ATC 3 classes into topical and
systemic depending on their way of action) or any other subdivision of the group)

»  Moplakn/Xnuwn Zuotaon (Molecule Level)

12
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IV. EXETIKH ATOPA:
(A1) [poiovtikn (FDP)

» [aAnvikn Mopdn (Galenic Form)
» Teva/PGT OTC Assets (M.8889)

(26) “...medicines are differentiated not only by their active ingredient(s) but also, in particular, as recognized by the European regulatory framework for
medicines for human use, by their posology (or dosage), pharmaceutical form, method and route of administration (collectively referred to as
"galenic form" in this decision) which may limit their substitutability. The galenic form of a medicine may in some cases influence the preferences of
consumers or be targeted to specific patients groups (e.g. children), and therefore, two medicines with the same active ingredient and indications
may not be (fully) interchangeable for certain patient groups. Certain medicines can also be indicated only for a specific patient group (e.g. adults,
children or babies), meaning that they have only been shown to be safe and effective when administered to that specific group of patients.”

» EAguBépwc Aravepdueva — Zuvtayoypadoiueva (OTC — Rx)

» Teva/PGT OTC Assets (M.8889)

(22) “The Commission has in the past defined separate markets for medicines which can be dispensed only against a prescription and those which can be
sold OTC. Medical indications, side effects, requlatory framework, distribution and marketing tend to differ between these drug categories, even if
the active ingredients may sometimes be identical.

(25) However, in certain cases, products which are available OTC can still be reimbursable if bought on prescription. Furthermore, it cannot be excluded

that OTC and prescription products compete with each other, especially in cases where the status of the drug is not clearly limited to either OTC or
prescription”

13

Awopydvwon:

NOMIKH BIBAIOOHKH

—Ynomvayibo:—  _Yno m Beopxn unootipi§n: —

WEZEB




5th. INTERNATIONAL CONFERENCE ~ *
J | on COMPETITION LAW & POLICY - =

438
R

IV. EXETIKH ATOPA:
(A1) [poiovtikn (FDP)

1.2. EmtiAoyn Emunedou Taélvounonc:

» To eninedo tafivopunonc BAaocel Tou omolou oploBeTeital N oXETIKN ayopad StadEpeL ava mepimtwon avaioya
LLE TO €AV N CUYKEVTPpWON adopd pappoka npwtotuna (“originators”) i yevoonua (“generics”)

(o) Originators = ATC 3 w¢ onpeio ekkivnong ¢ avaiuong
Teva/PGT OTC Assets (M.8889)

“(19) The Commission has referred to the third level (ATC 3) as the starting point for defining the relevant product market.
However, in a number of cases, the Commission found that the ATC 3 level classification did not yield the appropriate
market definition within the meaning of the Commission Notice on the Definition of the Relevant Market. In particular in
relation to originator and generic medicines, the Commission has considered in previous decision plausible product
markets at the ATC4 level, at a level of a molecule or a group of molecules that are considered interchangeable so as
to exercise competitive pressure on one another. However, it should be borne in mind that the overlap in therapeutic
uses does not necessarily imply any particular economic substitution patterns between products.

14
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IV. EXETIKH ATOPA:
(A1) [poiovtikn (FDP)

(B) Generics = Molecule level w¢ onpeio ekkivnong tng avalvong

TEVA/ RATIOPHARM (M.5865)

(12) “However, in recent cases involving generic companies the Commission, based on its market investigation, has tended to identify
competition issues — where such issues arose — more often at the molecule level, at the ATC4 level, or on the basis of a group of
molecules. This is because generic pharmaceutical companies typically produce copies of originator drugs which therefore can normally be
viewed as the closest substitute to those drugs.”

(13) “For all those products which were specifically investigated in the market investigation, the ATC3 level rarely appeared to be the correct
range of products for analyzing competition. In the genericised pharmaceutical markets concerned by the notified transaction, the Parties
achieved significant market shares, in a large majority of cases, only when such markets were looked at at the molecule level. In most
cases, responses to the market investigation, whether from competitors, customers, insurers or national authorities, indicated that
demand for medicinal products based on established and well-known pharmaceutical molecules is specific to the molecule in question
(and its galenic form, see below), at least for prescription products and products for hospital use. The Parties compete, principally, for sales
of products based on the originator molecule (i.e. the product which was first to market and benefited from patent protection which has
now expired, as well as an originator brand name), and only to a limited extent against products based on other molecules.”

(14) “In a certain number of cases, however, a group of molecules can be considered interchangeable for a wide range of applications and the
relevant market in this case should be defined on the basis of all molecules which are so interchangeable. Such a definition may in
principle coincide with the ATC3 or even a higher level, but more commonly it is not wider than ATC4 and may be confined to a subset of
molecules within the ATC4 class.”

15
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IV. IXETIKH ATOPA:
(A1) [poiovtikn (FDP)

1.3. Awakpion ustaév “Originators” kat “Generics”

Y€ YEVLKEC YPOUMEC, LTTAPXOUV SUO TUTIOL GOPLAKEUTIKWY TTPOLOVIWY TtoU oToXeVOUV
va TiPoodEPOUV €VOANOKTIKEC AUOCELC O OXEON HE T TPWTOTUTIAL GAPHOKOL
(originators):

(a) ouvBeTIKA Yevoonua pkpwyv poplwv (synthetic small-molecule generics) kaut

(B) Boouoeidn mpoidvta (biosimilars)

Awopydvwon:
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IV. EXETIKH ATOPA:
(A1) [poiovtikn (FDP)

(o) Ta ouvBeTIKG YeEVOOnHa pikpwV popiwv (synthetic small-molecule generics) = Eviaia oxetik ayopd tou nep\apPAVEL Kol To TPWTOTUTIAL

* CVC/TEVA'S WOMEN'S HEALTH BUSINESS (M.8675)

(14)“A potential distinction between generic and proprietary medicines was considered by the Commission. For example, in a previous case the Commission made a
distinction between originator and generic medicinal products stating that there is a separate market for the wholesale of generic medicines as compared to the
wholesale of proprietary medicines. In other cases, however, the Commission set out that where the market is genericised, originator drugs and generics could
be considered to be close substitutes for a given indication and a product market may be defined as including both the generic and the proprietary medicine.”

*  PFIZER/HOSPIRA (M.7559)

(33) “Small-molecule originator products and generic products based on the same active principle can generally be considered homogeneous products that compete
mainly on price, especially in the case of hospital drugs procured through competitive tenders. While manufacturers, especially originators, may try to
differentiate their product as a strategy to soften the intensity of price competition, measures have been taken in European countries to constrain their ability to
do so. Such measures include for example incentives for physicians to write generic prescriptions (i.e. financial incentives based on targets of generic
prescriptions), generic substitution by the pharmacist regardless of the brand name used by the prescriber, incentives for pharmacists to dispense the cheapest
available versions of a given medicine (e.g. regressive margins, obligation to stock and dispense the cheapest generic), and incentives for patients to ask for the
cheapest available versions of their medicines (i.e. differentiated patient co-payments based on relative prices). These measures are designed to encourage

generic uptake by making prescribers, pharmacists and patients more sensitive to price differences. Evidence shows that they can be effective at fostering price
competition.”

MYLAN/ABBOTT EPD-DMPFIZER/HOSPIRA (M.7379)

(16) “Therefore, in line with the precedents, the Commission considers that in relation to the overlapping molecules the product market includes both generic and
originator versions.”

17
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IV. EXETIKH ATOPA:
(A1) [poiovtikn (FDP)

(B) Ta Biooposldn (Biosimilars) 2 Awokpitr), QUTOTEANG OXETIKN Olyopa

PFIZER/HOSPIRA (M.7559)

(34) “Biological products are intrinsically differentiated due to their complex molecular structure. As discussed above, no biosimilar product is

identical either to the original biologic product on which it is based, or to any other biosimilar product. Despite their similarity stemming
from pre-clinical bioequivalence studies, requlatory authorities consider their differences sufficiently si%n/ficant to request clinical trials to
prove the clinical equivalence between every new biosimilar and the original biologic product on which it is based, for at least one major
indication. In particular, the EMA establishes for every family of biological medicines a specific set of clinical evidence required for the
regulatory approval of new biosimilars. As a consequence, not only the requlatory approval and the clinical evidence available for biosimilar
products differ from that of generic products, but such clinical evidence also differs between different families of biological medicines.

(35) Originator biological products and biosimilar products are therefore not identical in terms of molecular structure, and moreover they are

distinct in terms of clinical evidence available on their efficacy and safety.

(36) ... Upon loss of market exclusivity, if the perceived clinical risks of switching are not negligible, new biosimilar entrants for a given monoclonal

(38)

antibody are less likely to attract patients that have already initiated treatment with the original product. In this case, biosimilar competition
takes place mainly for newly diagnosed patients that are about to initiate treatment so have not received a therapeutic drug yet.

To the extent that new biosimilar entrants manage to attract treatment-naive patients and build their own stock of locked-in patients, they
face the trade-off between continuing to price low to attract additional patients and increasing prices to exploit their stock of locked-in
patients. Given their inability to price discriminate between new and locked-in patients, this trade-off weakens their incentives to aggressively
comhoete in price for new patients. Therefore, while biosimilar competitors have an incentive to price low at entry, such incentive diminishes
as they establish their position in the market, resulting in less intense price competition.”

18
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(A1) [poiovtikn (FDP)

1.4. Pipeline Products (R&D)

NOVARTIS/ GLAXOSMITHKLINE ONCOLOGY BUSINESS (M.7275)

(24) In its previous practice, the Commission assessed the potential competitive constraint likely to be exerted
by products in Research & Development ("R&D") on existing product markets as well on possible future

markets.

(26) In line with its previous decisions, in this case the Commission considers that when research and
development ("R&D") activities are assessed in terms of importance for future markets, the product
market definition can be left open, reflecting the intrinsic uncertainty in analysing products that do not

exist as yet.

(27) In particular, the Commission considers that the product market definition for pipeline pharmaceuticals
can be guided primarily by the characteristics of future products as well as by the indications to which
they are to be applied. 19
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(A2) [poiovtikn: Avavtn AyopEg

A.2.1 Apaoctiki Qappakeutiki Oucia (API):
* MYLAN/ABBOTT EPD-DM (M.7379)

(457) “APIs are produced from chemical and biological products and may be manufactured internally or sourced from

external manufacturers. In past cases, the Commission considered that APIs form separate product markets
upstream from the markets for FDPs.”

A.2.2. Tupdwvieg Napaokevng Papuakwv (Contract Manufacturing for FDP)
 WATSON/ACTAVIS (M.6613)

(123) “Contract manufacturing of finished dose pharmaceuticals consists of the manufacturing under contract of finished dose
pharmaceutical products, which may or may not include final packaging on behalf of third party pharmaceutical companies.
This third party then goes on to market the finished products under its own label or brand(s). This definition excludes the
manufacturing of active pharmaceutical ingredients, since such ingredients are not typically manufactured on a contract basis
and typically may be procured from a wide variety of sources. A number of contract manufacturing markets may be defined,
corresponding in _each case to the pharmaceutical form which is manufactured and also in some cases the conditions of
manufacture (types of APl involved in the process, toxicity, sterile environment, etc.).” 20
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A.2.3 Napaywpnon Adsiac yia Epunopikn EkpetaAAgvon (Outlicensing)
« WATSON/ACTAVIS (M.6613)

(118) The parties are active in vertically related markets for the outlicensing of pharmaceuticals when one party outlicenses a pharmaceutical
product to third parties which then commercialise that product under their own name, while the other party is active in the downstream
market for the marketing of the same pharmaceutical in the same Member State under its own name. Usually the licensor licenses to the
licensee rights to use a dossier to obtain a marketing authorisation in one or more countries for a product. At the beginning of the
licensing arrangement, the licensor will either transfer an existing marketing authorisation to the licensee (which involves registering a
name change in relation to the existing license) or manage the registration process in the name of the licensee. Alternatively the licensee
can request the dossier from the licensor and manage the registration process himself.

(119) “Under the parties’ outlicensing arrangements, the manufacturing intellectual property rights ("IPR") usually remains with the licensor for
at least the first five years of the relationship, and during this time the terms of supply/licensing are essentially fixed. During this time, the
licensee will generally buy the finished product (or bulk) from the licensor on an exclusive basis and commercialise the product under its
own name, using the marketing authorisation which was licensed to it by the licensor.”

(120) “In previous decisions the Commission considered outlicensing as separate markets which are upstream of the markets of the finished
pharmaceutical products and that, from geographic perspective, are at least EEA wide. The Commission looked at the outlicensing of the
relevant IPRs for each individual API as potentially constituting a relevant market.”

21
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A.3.1. Pre-Wholesale of pharmaceuticals

* ALLIANCE BOOTS / ANDREAE-NORIS ZAHN (M.6044)

(6) “Pre-wholesaling is the provision of logistical services to pharmaceutical manufacturers, mainly consisting in the warehousing
and transportation of pharmaceutical products from the manufacturer to wholesalers, hospitals and, in some instances, to
pharmacies. The suppliers of pre-wholesale services do not take title to the pharmaceutical products they are storing and
ownership remains with the manufacturer until delivery. Pre-wholesalers do not have a customer relationship with the
intended recipient of the products but with the manufacturers who pay a fee or commission for the service.”

(7) “According to the parties pre-wholesaling constitutes a relevant product market on its own. This market has emerged due to the
outsourcing of these specific activities by manufacturers of pharmaceuticals over the last years. Pre-wholesaling services
differ from wholesaling in that they are services provided to the manufacturers and do not concern the purchase and sale of
pharmaceuticals. Pre-wholesaling also differs from wider logistics and transportation services because pre-wholesaling
requires sector specific knowledge, and the providers need a wholesale license as well as a license for the premises where the
pharmaceuticals are stored (warehousing). The services are specific to the products concerned, e.g. the services comprise
temperature-controlled and humidity-requlated storage, refrigerated transit, high-security and legislation-compliant storage,
recall management and labelling as well as secondary and tertiary packaging specific to pharmaceuticals.”

(9) “The Commission considers the parties' arguments for a separate market for prewholesaling services to be plausible.”
22
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A.3.2. Wholesale of pharmaceuticals
*  McKesson / UDG Healthcare (M. 7818)
(15) The Commission has commonly sub-divided the wholesale of pharmaceuticals on the basis of the following three categories:
a. Categories of wholesalers (full-line wholesalers and short-line wholesalers)

b. Categories of products (depending on whether the medicine may be sold with prescription or over-the-counter; whether it is an
originator, generic or parallel import medicine; and whether the medicine may be sold in retail pharmacies under the supervision of a
pharmacist only, or also in other outlets such as supermarkets); and

c. Categories of customers (retail pharmacies, dispensing doctors and hospitals) due to different purchasing and delivery patterns.

* TEVA/RATIOPHARM (M.5865)

(451) “In previous decisions the Commission has identified a market for the full-line wholesale of pharmaceutical products (i.e. a broad range
of products encompassing pharmaceutical products available by doctor’s prescription, products subject to sale by pharmacists and
otger pharjnaceut/'cals as well as other products which require special storage and treatment like analgesics and highly inflammable
substances).

(452) “The Commission has also stated that due to the narrowly defined /egal framework in which full-line wholesalers usually operate (i.e.
the obligation to obtain specific permissions and fulfil a number of legal re%uirements in order to be able to operate as a full-line
pharmaceutical wholesaler), their activities can be distinquished from (i) the direct distribution of products by manufacturers to
pharmacists (direct-line) and (ii) the activities of short-line distributers or parallel importers, who generally focus on a limited range of

products.

(453) “However, the Commission observed that there may exist a degree of substitutability between long and short-line wholesalers ang,was
able to leave the market definition open.”
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YV V VYV V

TeAwka Qappakevutika Mpoiovta (FDP) - EOGNIKH

. CVC /TEVA'S WOMEN'S HEALTH BUSINESS (M.8675)

(20) ”.J.C.The Commission has consistently held that the market for finished pharmaceutical products is national in scope. This conclusion has been reached because
of:

(i) varying regulatory controls for pharmaceutical products;

(i) perceived differences in price setting and purchasing patterns/reimbursement by Member States;

(iii)  differences in national clinical guidelines, medical views and patient preferences;

(iv)  differences in brand, pack size and distribution system; and

(v)  because competition between pharmaceutical companies generally takes place at national level.”

Apaotikry Qappakeutiky Ouoia (API) - EOX
Outlicensing =2 EOX

Contract Manufacturing FDP - EOX
Wholesale > EGNIKH / Torukn

>tnv 378/2008 amodaocn tng n EA €kpwve avadopikd pe tnv ayopd XOvEPLKAG TwANCNG Twv TPOIOVIWY Tou SlaKvouvTal aro pa
dappakarnobnkn mpog ta pappakeia Ot «wgt OXETIKN YEWYPAQLKN ayopd AaubBavetal To oUVoAO tn¢ EAANVIKNG EMKPATELAC, TIEPLOX) OTNV
Orolt TO UEPN KAl Ol AVTAYWVIOTEC AUTWYV NTWAOUV Ta TPOIOVTA TOUG UTTO EMTAPKWC OUOLOYEVEIC CUVUNKEC QVTOYWVICUOU.» 24
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» Noyw tou MANBOUC TWV CXETIKWV AYOPWV TIOU TIPOKUTITOUV efatiag tng €0vikng dldotaong tng OXETLKAG
veEwypadlkng ayopac twv FDPs, w¢ emnpealOeVES ayopeC 0ToV KAAOO auTto Bewpouvtal ot AKOAOUOEC:

* TEVA /PGT OTC ASSETS (M.8889)

(35) “In line with precedents in the pharmaceutical industry, the markets affected by the Transaction have
been grouped as follows:

(a) Group 1 markets, where the Parties' combined market share exceeds 35% and the increment
excee’Hs 1%,

(b) Group 1+ markets, where (i) the combined market share is below 35% but only one other
competitor remains on the market; or (ii) the combined market share exceeds 35% and the
increment is below 1% but the party with the small increment is a recent entrant;

(c) Grou Z/markets, where the Parties’ combined market share exceeds 35% but the increment is
elow 1%;

(d) Group 3 markets, where the Parties' combined market share is between 20% and 35%.”

25

Awopydvwon: —Ynomvayibo:—  _Yno m Beopxn unootipi§n: —

NOMIKH BIBAIOOHKH HWZEB

A wnrrronn
ANTATQNIZMOY




’5th INTERNATIONAL CONFERENCE i
~J | onCOMPETITION LAW & POLICY -~ =~ -

IV. SIXETIKH ATOPA:
(r2) Enmnpealoucvec Ayopéec: Kadetwe

 TEVA/BARR (M.5295)

(196) When identifying vertically affected markets which may give rise to serious doubts, the Commission
has focused on vertical relationships where:

(i) either party has a market share of more than 30% in an upstream API-market and the other
party has a market share of more than 5% in an ATC3 class containing that particular API, or

(i)  either party has a market share of more than 25% in a downstream ATC3 class and the other
party has market share of more than 5% of a corresponding upstream API-market.

26
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* TEVA/RATIOPHARM (M.5865)

49.

50.

52.

In previous cases, the Commission has primarily relied on the value of sales recorded by IMS as a measure of market
share. Calculating market shares on the basis of value has the advantage of allowing easy aggregation of products
which may be based on different active ingredients, different quantities of which may be required to achieve the same
therapeutic outcome.

However, as noted in previous decisions, calculating market shares based on value may have certain limitations in
genericised pharmaceuticals markets, because generic producers often charge prices which may be significantly lower
than those of originators. Branded generics may also be able to command a price premium relative to non-branded
ones, Iin particular where generic substitution of the brand does not systematically applg in pharmacies and
prescriptions are not necessarily based on the international non-proprietary name (INN) of the active ingredient(s)
concerned. In such cases, shares based on value may sometimes differ significantly from market shares based on
volume. For molecule markets, volume shares can easily be assessed based on weight of active ingredient. For markets
consisting of a number of molecules, a volume market share would need to be calculated normalized to some measure
of therapeutic value such as days of treatment.....

It should be further noted that the indication of market shares by volume may only make sense when markets are
looked at on the basis of dosage and/or galenic form. Although, as discussed, distinctions of this type are often relevant
also for market definition purposes and have been considered in the assessment, their relevance is not necessarily
systematically the case and where it is not, neither measure taken alone is fully satisfactory. 27
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V. A£LOAOYNON ZUYKEVTIPWOEWV:
AYNHTIKOZ ANTATQNIZMOZ & KAINOTOMIA (PIPELINE COMPETITION)

» Katd tnv efétaon plog ouykévipwong aflodoyouvtal Kol ol eTUMTWoelg nouv Ba ermupepel ota und avantuén
npoiovrto/Ttexvoloyleg nou eite Oa:

" QVTLKATOOTAOOUV NON uTtdpyovta, eite Ba
= Snuioupynoouv veéa {Atnon

e BMS/Celgene (M.9294)

(20) “The Commission considers that a concentration may not only affect competition in existing markets, but
also competition in innovation and new product markets. This may be the case when a concentration
concerns entities currently deve/cg/oing new products or technologies which either may one day replace
existing ones or which are beinlg eveloped for a new intended use and will therefore not replace existing

products but create a completely new demand.”

(21) “In the pharmaceutical industry, the process of innovation is structured in such a way that it is typically
possible at an early stage of clinical trials to identify competing research programmes (or “pipeline”
programmes). Competing pipeline programmes can be defined as R&D efforts aimed at developing
substitutable products and having similar timing. The timing of a research programme should be
assessed by reference to the stage of the on-going preclinical or clinical trials.” 58
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V. A£LOAOYNON ZUYKEVTIPWOEWV:
AYNHTIKOZ ANTATQNIZMOZ & KAINOTOMIA (PIPELINE COMPETITION)

»  To 4 Iradia KAwvikwv Aokipwv Avarmtuéne Neéouv Qappokeutikou Mpoiovroc:

* J&J/ACTELION (M.8401)
The Phases of Clinical Development can be described as follows:

o%

% Phase | starts with the initial administration of a new drug into humans generally on healthy volunteers. It typically
involves one or a combination of the following aspects: estimation of initial safety and tolerability, characterisation of a
drug's absorption, distribution, metabolism, and excretion, and early measurement of drug activity.

% Phase Il usually starts with the initiation of studies to explore therapeutic efficacy in patients. Studies in Phase Il are
typically conducted on a small group of patients that are closely monitored. An important goal for this phase is to
determine the dose(s) and regimen for Phase lll trials.

% Phase lll usually starts with the initiation of studies to demonstrate, or confirm therapeutic benefit. Studies in Phase Il
are designed to confirm the preliminary evidence accumulated in Phase 1l that a drug is safe and effective for use in the
intended indication and recipient population. These studies are intended to provide an adequate basis for marketing
approval.

+* Phase IV begins after drug approval.

4

29
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Drug Pre-clinical Clinical trials Regulatory o
discovery approval o 3]
Phase | Phase Il Phase Il Q&
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et a
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V. A£LOAOYNON ZUYKEVTIPWOEWV:
AYNHTIKOZ ANTATQNIZMOZ & KAINOTOMIA (PIPELINE COMPETITION)

1.1. Late-Stage Pipeline Products
» TEVA/RATIOPHARM (M.5865)

(426) “In previous decisions relating to originator pipelines, a pipeline was considered to be in a
sufficiently advanced stage of development to be considered as a possible competitive constraint
when it reached clinical trials (Phase lll). As noted above, the approval of biosimilars also
requires the performance of clinical trials. This notwithstanding, the development process is
different to that of originator pharmaceuticals. For this reason the market investigation aimed to
verify at which stage of the biosimilar development process eventual launch could be considered
sufficiently certain for the pipeline to be considered a potential competitive constraint.

(427) The market investigation indicated that the most difficult part of the process was to achieve the
stage just before clinical trials, and, in particular, to show proof of similarity. Once the project is
in a stage that it can enter clinical trials, according to the market investigation, there is a good
chance of eventual launch.”

31
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»  JUVEKTiUNON VEWV TIPOIOVIWV He duvatotnta epdaviong otnv oyopa EVIog 2
XPOVWV

* PFIZER HOSPIRA (M.7559)

(269) “Generic companies usually develop a number of pipeline generic drugs which are intended to
compete with originators which go off-patent. In assessing pipeline competition, the Commission has
previously focused on instances where one party is planning to enter a market with a new product
within a period of two years and the other party (or the parties combined) has a market share of 35%
or rr/rore on any possible market definition where the pipeline products and existing products
overlap.”

»  Ouwg, mapatnpeital otadlakd TAon CUVEKTIUNONG WS SUVNTIKA AVTAYWVLOTIKWY
NPOLOVTWYV TIOU BplokovTal 0€ MPWLLO oTASLO avATTTUENC KOl YLOL TOL OTIOLL UTTAPXEL
ueyaAvutepn afefalotnta yla 1o €av Ba MEPACOUV ETUTUXWC T ETTOMEVA oTadla
KALVIKWV SOKLUWV Kol Bar KukAodpoprioouv TEALKA OTNV ayopda. -
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AYNHTIKOZ ANTATQNIZMOZ & KAINOTOMIA (PIPELINE COMPETITION)

1.2. Early-Stage Pipeline Products & Cannibalisation

* NOVARTIS/ GLAXOSMITHKLINE ONCOLOGY BUSINESS (M.7275)

(103) “Roche is currently conducting only a Phase Il clinical trial for its B-Raf inhibitor.....

(104) ...Post-transaction, the Notifying Party will internalise that investing in one of the clinical research programs can be expected to
cannibalise future sales of its other clinical research program. In light of the few competing research programs in this area, the
transaction is likely to significantly reduce the Notifying Party's incentive to continue investing substantial amounts in R&D on both
MEK and B-Raf clinical research programs in parallel.

(108) Pipeline products at early stages of clinical development face higher uncertainty as to their future clinical use than pipeline products at
advanced stages of development. However, the uncertainty about the outcome of on-going clinical research does not preclude an
assessment of the likely effects of the Proposed Transaction on the development of such pipeline products. Whatever the level of
uncertainty might be, a reduction in the efforts invested to bring forward a clinical research program can reasonably be expected to
reduce its probability of success. Ultimately, the abandonment of an entire clinical research program for a certain product or products
would have as necessary consequence the failure in bringing such products to the market.”

33
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AYNHTIKOZ ANTATQNIZMOZ & KAINOTOMIA (PIPELINE COMPETITION)

1.2. Early-Stage Pipeline Products & Cannibalisation

* J&J/ACTELION (M.8401)

(50) “If the pipeline product of one of the Parties is likely to capture significant revenues from the competing product of
the other Party, the merged entity will likely have the incentives to discontinue, delay or re-orient one of the two
pipelines. Indeed, from the perspective of each innovator, the expected loss of profits on the products of the other
party (i.e. because of sales cannibalisation) adds to the opportunity cost of innovating, making it more likely that
an_early pipeline product is suppressed, deferred or re-directed (particularly in the presence of significant
development and commercialisation costs).

(53) ...Consumers, in particular doctors and patients, would suffer from the loss of product variety and reduced intensity

of future product market competition, with the likely resultant price increases, in the market where the
discontinued, delayed or re-oriented product would have been introduced but for the Transaction.”

34

—Ynomvayiba:—  _Yn6 m Beopun unootipi§n: —

A e ZWEZEB

Awopydvwon:

NOMIKH BIBAIOOHKH




5th, INTERNATIONAL CONFERENCE =~
D lonCOMPETITIONLAW & POLICY -~~~

V. A£LOAOYNON ZUYKEVTIPWOEWV:
AYNHTIKOZ ANTATQNIZMOZ & KAINOTOMIA (PIPELINE COMPETITION)

> Awkplon pnetoL “cannibalization” ko “Innovation competition”
 Dow/DuPont (M.7932)

(2108) “The Commission further notes that its theory of harm rests on the broader notion of innovation
competition rather than on the notion of cannibalisation of existing products. This is because
cannibalisation is often meant to refer to a diversion of sales from one or several existing products to an
innovative product sold by the same firm. Innovation competition, instead, more broadly refers to the
extent to which innovative products of one firm may divert sales and profits from both existing and
other innovative future products of rival firms. Through innovation, rival firms therefore impose a
negative externality on each other. Accordingly, the Commission notes that even if innovation were to
involve no cannibalisation of the sales of existing products, a merger between two out of a limited
number of innovators in _a _market could reduce innovation incentives, by leading to the partial
internalisation of the impact of innovation competition between the merging parties. This would likely
be the case if, absent the merger, firms would compete with innovative products in some markets with a
sufficient likelihood, diverting existing and future sales from each other.” 35
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1.3. Innovation Spaces
 Dow/DuPont (M.7932)

(352) “In conclusion, in order to assess innovation competition, the Commission will both consider metrics of innovation
taking place at industry level, as well as innovation takmg place in spaces consisting of groupings of crop/pest
combinations (as will be defined specifically for the areas where the Parties overlap in Section V.8.8).”

(1) At the level of innovation spaces, the overlaps between the Parties' lines of research and early pipeline
products as well as between lines of research and early pipeline products of a Party that will compete in a
market where the other Party is an existing or potential supplier; and

(2) At the industry level, the overlap between the Parties' respective global R&D organisations, that is the
resources, personnel, facilities, and other tangible and intangible assets dedicated to research, development
and registration of new active ingredients (?ncluding lines of research, field testing facilities, registration
capabilities).

(2162) However, the R&D players do not innovate for all the product markets composing the entire crop protection industry
at the same time. They also do not innovate randomly without targeting specific spaces within that industry. When
setting up their innovation capabilities and conducting their research, they target specific innovation spaces which
are upstream of lucrative product markets and product markets which are of strategic interest for the R&D player in
question. In order to assess innovation competition, it is thus important to consider the spaces in which this
innovation competition occurs.” 36
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AYNHTIKOZ ANTATQNIZMOZ & KAINOTOMIA (PIPELINE COMPETITION)

> Bpoyuypoviec & LOKPOYPOVIEC APVNTIKEC ETUITTWOELC OTOV AVTOYWVIOUO VIO KALVOTOUIO
e  Dow/DuPont (M.7932)

(3056) “In the case of the Transaction, the Commission considers that a first form of harm to innovation
competition would likely be the discontinuation of overlapping lines of research and early pipeline
products which target the same innovation spaces. This effect would likely be a short-term effect of the
Transaction for those overlapping lines of research and early pipeline products that would likely be
discontinued, deferred or redirected very soon after the merger is implemented as a result of the
integration efforts following the Transaction. The Commission finds it reasonable that the integration
efforts are [post-merger integration information].

(3057) “The Commission finds that a second form of harm would result from the lower overall incentives of the
merged entity to innovate as compared to the merfyin parties separately before the transaction. This is
likely to be a medium and long term structura eg'ect of the transaction going beyond the mere
discontinuation of current innovation projects. The concern here is that in the medium and long-term,
because of the lack of rivalry incentives to innovate, the merged entity would pursue less discovery work,
less lines of research, less development and regqistration work and ultimately bring less innovative Als to
the market than the merging parties would have done absent the transaction.”
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» ZYNOWH: Ta 4 Entineda AvAAuonc TwWV EMLITTWOEWV HLOC CUYKEVTPWONG

. BMS/Celgene (M.9294)

(22) “In line with the past decisional practice in the pharmaceutical sector and the Commission’s decisions in Dow/Dupont and Bayer/Monsanto, the
Commission has taken into account a four-layer competitive assessment framework, which corresponds to the overlaps between the parties’
activities in terms of:

(a) Actual (product and price) competition, assessing the overlaps between the parties' existing (marketed) products;

(b) Potential (product and price) competition, assessing the overlaps (i) between the parties’ existing (marketed) and pipeline products at advanced
stages of development and (ii) between the parties’ pipeline products at advanced stages of development. For pharmaceutical products, the
Commission in principle considers programmes in Phase Il and Il clinical trials as being at an advanced stage of development;

(c) Innovation competition in relation to the parties’ ongoing pipeline products, assessing the risk of significant loss of innovation competition
resulting from the discontinuation, delay or redirection of the overlapping pipelines (including early stage pipelines); and

(d) Innovation competition in relation to the capability to innovate in certain innovation spaces, assessing the risk of a significant loss of innovation
competition resulting from a structural reduction of the overall level of innovation.” 38
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>  Kpuipla afloAdynong twv EMUMTWOEWV HLOG GUYKEVTIPWONG OTOV OVTAYWVIOHO OTNV

Kollvotopia
X H}\K'%LLVOTOpiO( QTOTEAEL CNUOVTLKN TIUPAUETPO TOU QVTAYWVLOHMOU OTOV PAPUOKEUTLKO
kKAAbo

R

» Evtovn mnoapouciot TOU QALWVOUEVOU TNG TPOOTOCLOG TWV ETUXELPHOEWY UEOW
OLKALWUATWY MVEUUATLKNG LOLoKTNolog
\/

% Ol OUMMETEXOUOEG ETUXELPNOELG ELVOL ONUOVTIKOL KOl QUECOL QVTOYWVLOTEG OTNV
Kalvotopla e mapepudepelc LKavoTnTeC £peuvag Kot avantuéncg (R&D)

* H 6our tng ayopag mou_adopa Spactnplotnteg epsuvag Kat avartuéng (R&D) Exel
XOLPOLKTNPLOTLKA OALYOTTWALOU.

»  'EAAewpn avtidpaonc AAAWV avToywVLOTWYV TTOU KOLVOTOUOUV
»  Eumodla etcodou otnv ayopad

4

L)

L)

4

L)

(R )

L)

L)
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VL. Alopewtu«x Mstpa (Remedles)

» [potipnon ywa dtapBpwtikeg deopevoelg (structural remedies) péow petapifaonc dpaotnplotnrag

> Tpoobloplopog Tou kataAAnAou eVPOUG TwV SECUEVCEWV aVadOPLKA LE T ETILUEPOUG OTOLXELD TIOU
npemneL va petofLBacBoulv:

\/

o Awowpata veupatikng tbloktnolag (mAnpnc petapBifaocn i kowvn eKPETAAAEUON;)
Aebopeva & eyypada

Noapoxn mpooBaocnc oe eykataotdoel R&D péow ovpBaong MAPoOXNC UTINPECLWY
ArtoteAéopata KAWVIKWY SOKLLWY

Texvoyvwola (Kol OXETIKEC UTIOOTNPLKTIKEC UTINPECLEC OTIWC TL.X. EKTtaLOgUON)

MPooWTLKO (EMLOTAOVEC, LNXoVIKOUG, SLEVOUVTEC TUAUATOC, KATT.)

2XETIKEC OUMPAOCELC LE Tpita pLEPN (TT.X. cUpBACELC TpOoURBELAC TIPWTWV UAWV)

MetaBiBaon uploTAUEVWY TIPOIOVTWVY

» Eupeon apyxwou ayopaotn (Up-front buyer clause) 40
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(1) NAoec avtaywVLIOTIKES TEXVOAOYLEC/EPEUVEC KALVOTOULOC TIPETIEL VO UTIAPXOUV TIPOKELLLEVOU LAl CUYKEVTPWON

Vol LNV €TILPEPEL APVNTLKEC CUVETIELEC OTOV OLVTAYWVLOLLO Lo KOLVOTOMIO;

*  KatevBuvtripleg ypauuéec yla tnv epapuoyn tou apdpou 101 tng Zuvdnkng yla tn Asttoupyia tn¢ Evupwnaiknic Evwong o€ ouU@wVIEC UETAQOPAC TEYVOAoyiac:

157. «[lMpokewuevou va ripowdInvei n nmpoBAeYuotnta népav tnc epapoync tou KAKMT kat va teploplodei N EUNEPLOTATWUEVN EEETAON UOVO OTIC TTEPUTTWOELG
mou eivat mdavov va eugavifovv mpayuatika npoBAnuata avrtaywviouou, n Emtporty vioUetei tnv dmoyn OtL, amoucsia TEPLOPLOUWY LOLXITEPNC
ooBapotntac, dev eivatl mbavov va veiotatal napaBaon tou apPpou 101 tn¢ JuviBnknc otav UNMApPYoUV TECCEPLC ) MEPLOCOTEPEC aVeEAPTNTA EAEYXOUEVEC
TEYVOAOyieC MAEoV TwV TeYVoAoyLwv mou eA€yyouv oL oUUBAAAOUEVOL TNG CUUQPWVING KAl OL OMOLEC UITOPOUV VA UTTOKATAOTHOOUV TNV TTAPOXWPOULEVN
TEYVOoAoyia LUE mMapamANoLlo KOOTOC yLa TOV XprHoti.

Mo va ektiundel kata mooov undapyel o enapkn Baduo duvardtnta UMOKATAOTAONS QUTHC THG TEYVOAoyiag, MpEmel va AauBavetal umoyn n oxetikn
EUMOPLKN LOYUC TwV €V AOyw TeyvoAoylwv. H avtaywviotikn mieon mou emBaldel uia texyvoloyio meplopiletal eav Sev amotedel eumopika Biwotun
evaAdaktikn AUon otnv mopaxwpoUUEVn TeExvoloyia. »

. MEDTRONIC/ COVIDIEN (M.7326)

(186) “Currently, in Europe, 10 companies have a DCB with CE mark, namely Medtronic (described in Section IV.2.3.6.c.i), Aachen Resonance, Atrium Medical, Bard,
Biotronik, Boston Scientific, Cardionovum, Cook Medical, Eurocor and iVascular (described in Section IV.2.3.6.c.ii).

(187) Covidien, on the other hand, only has a pipeline DCB called Stellarex which is described in Section IV.2.3.6.c.iii.
(228) .....the market investigation further pointed out that these other DCBs are relatively new products which lack sufficient data to prove reliability and efficacy.

(231) .... It therefore appears that the existing competitors would not be in a position to exert sufficient competitive pressure on the merged entity on tl{rf DCB
market post-Transaction.”
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(2)  Awawoloyeital n SLAPOPETIKA QAVTLUETWTIILON TNG XPOVLKNG dlaotaong oy AapBavetal urogv yo tny

Swamiotwon tNG Umapéng i pn duvntikou aviaywviopou; Mote aokel pa texvoloyio/epevva yla
KOLLVOTOMLOL aVTaYWVLOTIKN Ttieon o€ pol AAAN;

X AuvVNTIKOG OVTAYWVLIOMOC OO TPITOUG WE AVIAYWVLOTIKA Ttieon 2 Movo BpaxunpoBsopa
*  PFIZER/HOSPIRA (M.7559)

(51) “Finally, the other competitors identified by the Notifying Party such as Epirus, Amgen/Actavis and Dr. Reddy's, do not have an infliximab
biosimilar in advanced stages of development, and are therefore not expected to become a competitive constraint in the EEA in the
foreseeable future.”

X AUVNTIKOC AVTAYWVLIOUOC METOED TWV HEpWV w¢ Bswpia BAABNS = BpaxumpoBsopa KAl pakponpoBsopa
«  NOVARTIS/ GLAXOSMITHKLINE ONCOLOGY BUSINESS (M.7275)

(108) “Pipeline products at early stages of clinical development face higher uncertainty as to their future clinical use than pipeline products at
advanced stages of development. However, the uncertainty about the outcome of on-going clinical research does not preclude an
assessment of the likely effects of the Proposed Transaction on the development of such pipeline products.”
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(3) Avtamokpivetat n Stapkng Stevpuvon Tou MAALCIOU AVAAUCNG TWV EMUTTWOEWY OTNV KAUWVOTOWIA OTNV
OLKOVOLLLKI TTPOLYHLOTLKOTNTOL TTOU ETILKPATEL 0TOV KAQOO TNG pappakoBLlopnxaviog;

m Metatomion Tng SDOLO'FHDL(')THTOLC épepvac KOLL avdnru&nc (R&D) amd peyaAec GAPUAKEUTIKEC ETOLPELEC OE ULKPEC
biotech emMXELPNOELC AOYW TEXVOAOYLKNC TTPOOO0U, OTTWG:

. n xenon aAyopiBuwv mou emtpenel MAEov TIOAG TEpApOTa va dle§ayovtal o€ UTOAOYLOTH avTi O€
EPYQOTNPLO
. sequencing DNA TexvoAoyieg €XOUV UELWOEL GNUAVTIKA TO KOOTOG EVIOTILOMOU YEVETIKWV HOpiwv (genetic
mutations) mou pmopouv va odnyrnoouv otn dnuLlouvpyia VEou Gpapuakou
= H amdvtnon Oivetat amd tnv owkovoulky Oswpio mepl €EELOIKEVONG KOl  OCUYKPLTLKOU TAEOVEKTAMOATOC

(Specialisation & Comparative Advantage)

* O peyaleg GOPUAKEVUTIKEG ETALPELEG ETILKEVTIPWVOVTAL OTLG SpAOTNPLOTNTEG TTOU ATALTOUV HEYOAOUG TTOPOUG
StaBéoiuou kepahaiou kal epmELpia, OMWG OL KAWLIKEG SOKIMEG OTo TeAeutaia otddia avamtuéng evog
dapuakou, n AnPn adeslag ywa tnv kukAodopia tou pappakou Kal n epmopia Tou pappakou, EVW

. 8[ ULKPEG biotech ETXELPAOELG ETUKEVIPWVOVTAL OTA TIPWLHA OTASLA EPEUVOG YLA TNV AVATITUEN EVOG VEOU
OPHAKOU

= JUVETWG, Ttapatnpeital mAéov petdfocon amod tnv Taon dLaTpnong ECWTEPLKOU TUAUATOG EPELVAG KAl AVATTTYENG
otnv avaBeon tnc dpaotnPLOTNTAC AUTAC OE TPITEC ETXELPAOELC UKPOU peyEBouc (from internal to external R&
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(4) Elvat ocvpdwvn n taon NG Olapkolc OlevpuvonG Tou TAOLCLOU OVAAUONC TWV ETUTTWOEWV MLOG
OUYKEVTPWONC OTNV KOLVOTOULA E TO EPOPUOIOUEVO ATMOSELKTLKO LETPO;

* Yntodeon Tetra Laval BV kata Ertttportnic (T-5/02)

(331) «.... TO yEyovocg Kat uovov ot n Tetra KATEYEL KTEYVOYVWOIQ» KOL KTEYVIKN UTTEPOXN» OTOV TOUEQ TWV QONTTTIKWV YXPTIVWV KOUTLWV Kat N SIG dev umopei emi
TOU MTQPOVTOC «VA QVTAYWVLIOTEL TO cUoTNUa adlaAg(mTou mapaywync aonTKwWV XApTVwV KouTtlwv tng Tetra» (attiodoyikn okeyn 218) dev apkei yia va
anodeiel ot n SIG N ot aAdot avraywvioteC tng dev Exyouv tn duvarotnta va weeAnBouv ano evOEXOUEVN amOQAaon TNE VEAC OVIOTNTAC VO ELOOYEL
ALYOTEPEC KAVOTOUIEC OTOV TOUEQ TWV XAPTIVWV KouTlwV. H uveia tn¢ Emitponnc kata tnv en' akpoatnpiov culNtnon oto gNUAVTIKO KOOTOC TWV KOLVOTOULWY
OTIC ETIOIKEC ayopEC, av Kal AuatteAnc kat mdavotata 0pdr, Sev umopei kadautn va SIKXLOAOYNOEL TO CUUTTEPACUA TNE EMITPOTC OTL OL AVTAYWVIOTECG TNG
Tetra bev eyouv ™ duvatotnta va wPEANBOUV oo TV arré@aon tN¢ VEAC OVTOTNTAC VA ELOAYEL ALYOTEPEC KAULVOTOUIEG. »

*  YnoOeon Emtpornti kata Tetra Laval BV (C-12/03)

(44) “The analysis of a ‘conglomerate-type’ concentration is a prospective analysis in which, first, the consideration of a lengthy period of time in the future and,
secondly, the leveraging necessary to give rise to a significant impediment to effective competition mean that the chains of cause and effect are dimly
discernible, uncertain and difficult to establish. That being so, the quality of the evidence produced by the Commission in order to establish that it is necessary
to adopt a decision declaring the concentration incompatible with the common market is particularly important, since that evidence must support the
Commission’s conclusion that, if such a decision were not adopted, the economic development envisaged by it would be plausible.”
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* YnoOeon CK Telecoms UK kata Ertttportric (T-399/16)

(111) «Qotooo, 600 MmO Uakpomvon &givat n avaAuon twv mpoontikwv eEEALENC TG ayopac kot 000 mio Sucdiakplteg, aBBatleg Kau
SuoanmObEIKTEC Eival oL OYECELC QUTIOU Kol QMOTEAEOUATOC TOCO ONUAVTIKOTEPN Kadiotatal n molotnta TwV AnodEIKTIKWY OTOLYEiWV
JTOU MPOOKOWU((eL n Emitpornn mpokeluevou va amodeiéel tnv avaykalotnta ANnYnc amo@aonc n omoia KNPUOCEL ULX OUYKEVTPWON UN
ouvuBartn ue tnv eowteptkn ayopd (nmpBA. amopaon tn¢ 15n¢ @eBpouvapiov 2005, Emtpornry kata Tetra Laval, C-12/03 P, EU:C:2005:87,
okeYn 44). Me alda Adyia, 0co mio mepinAokn n aBéBain eival n Sewpia nepi {nuiag mou SlatunmwveTal mPOC TEKUNPiwon tng
ONUAVTIKNG TAPAKWAUONG TOU QIOTEAECUATIKOU aVTAyWVIOUOU mou mpoBdAAetal kata utac mpaénG OUYKEVIPWONG N 000 mLo
duocamobelKTn gival n oxéon ALTioOU Kal AMOTEAEGUATOC aTTO TNV omoia armoppéeel N Jewpia auth TOOO TTLO AMALTNTIKOC TIPETIEL Vo E(val O
SLkaotr¢ TG Evwaonc kata tn ocUYKeKPLUEVN EEETOON TWV AMOSELKTIKWY OTOLYEIWV TTOU TTPOOoKOouileL ouvapwc n Enttpornn.

(118) >to mAaiolo tn¢ avaAuonc ULac CNUOVTIKAG TAPAKWAUONC TOU QITOTEAECUATIKOU QVTOYWVLIOUOU, N Urtapén tn¢ ormola¢ CUVAYETOL OO ULO
Seoun amodelKTIKWY oTolyEiwV Kot evOeiéewv kat otnpiletal o mAndoc¢ Sewplwyv nepi {nuiacg, n Emttpornn o@eiAel va TPOOKOUIOEL EMAPKEIC
anodeifeic mpokewévou va amodeifel ue coBapn mdavornra tnv unapén onUAVTIKWY TAPAKWAUCEWV KATOTILV TNC CUYKEVTPWONC.
Erouévwe, n anaitnon nepi arodeiewv gival €V MPOKEIUEVW QUOTNPOTEPN OTTO EKEIVN CUUPWVA LE TNV OMOI N CNUAVTLKN TTHPAKWAUON
TOU QITOTEAECUATIKOU QVTOYWVIOUOU Eival «TEPLOTOTEPO rudavn napd anidavn», ue Baon tn «otaduion mdavotnTwvy», OnTwe UmooTnpilet
n Enttportr. Avtidetwe, elvat Atlyotepo avotnpn o€ oUyKpLon UE T otnptl{ouevn otnv «AAswdn evAoync auiBoldiac»
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(5) Aappavovtol vmoPLv KatA TNV €EETAON HLOC CUYKEVTIPWONG Ol ETUMTWOELS TIou Ba emidépel o BEuata
dnuociov cupdépovrog;

- To ApBpo 21(4) KavoviopoU JUYKeVIpwoewv TIPORAETEL TNV SUVATOTNTA CUVEKTIUNONG EMUMTWOEWV Ot Bfpata dnuooiou
oupdEpovtoc povo amo ta Kpdatn-MeAn.

* lllumina/GRAIL (M.10188)

H nmpootaocia tng dnuootag vyelag we wdélela dnpociov cUPPEPOVTOC LKAV VO AVTIOTOOULOEL TIC APVNTIKEC OUVETIELEC ULOG
OUYKEVTPWONC OTOV OVTOYWVLOUO;

[llumina's Chief Executive Francis deSouza states:

“The stakes are so high in terms of the number of lives that could be saved and the public health benefit of getting this test out broadly into
the population and making it more accessible to people around the world... We felt the moral obligation to exercise our right and challenge
this process this time.”
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