QORTI TAL-APPELL

IMHALLFIN
S.T.O. PRIM IMHALLEF MARK CHETCUTI

ONOR. IMHALLEF GIANNINO CARUANA DEMAJO
ONOR. IMRALLEF ANTHONY ELLUL

Seduta ta’ nhar I-Erbgha, 23 ta’ Frar, 2022.

Numru 1

Appell numru 362/21/1

Associated Drug Company Limited (C-409)
V.

Central Procurement and Supplies Unit u
A.M. Mangion Limited (C-4112)

1. Dan huwa appell ta’ Associated Drug Company Limited [“ADCL” jew “I-
appellanti”] minn decizjoni tal-5 ta’ Novembru 2021 tal-Bord ta’ Revizjoni
dwar Kuntratti Pubbli¢i [“iI-Bord ta’ Revizjoni’], imwaqqaf taht ir-Regola-
menti dwar |-Akkwist Pubbliku [‘L.S. 601.03” jew “ir-Regolamenti’] li
lagghet e¢cezzjoni preliminari tas-Central Procurement and Supplies Unit

[‘CPSU” jew “l-awtorita kontraenti”] illi ma jiswiex rikors tal-appellanti ghal
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dikjarazzjoni ta’ ineffettivita ta’ kuntratt pubbliku taht ir-reg. 277 tal-

L.S. 601.03. ll-fatti relevanti huma dawn:

2. FI-2018 kienet saret sejha “for participation (negotiated) for the supply of
treatment service of PD1 inhibitors”. Fid-9 ta’ Mejju 2019 il-kuntratt [“il-
kuntratt originali”’] kien inghata lil A.M. Mangion Limited ["AMML"] bil-
prodott Nivolumab ghal sentejn bil-fakolta ghall-awtorita kontraenti i
ggedded il-kuntratt ghal sentejn ohra. L-ghoti ta’ dan il-kuntratt originali lil

AMML ma huwiex gieghed jigi kontestat f'dawn il-proceduri.

3. Sussegwentement, wara proc¢edura negozjata minghajr pubblikazzjoni
(“negotiated procedure 6034/21") taht ir-reg 153 tal-L.S. 601.003 sar
kuntratt [“il-kuntratt kontestat”] bejn I-awtorita kontraenti u A.M. Mangion
Limited ["AMML”"] biex din tal-ahhar tissuplixxi I-medic¢ina Ipilimumab u
Nivolumab ghal ghaxar xhur. L-approvazzjoni tad-Direttur tal-Kuntratti,
mehtiega tant ir-reg. 150 tal-L.S. 601.03, inghatat fit-8 ta’ April 2021 u fit-
12 ta’ April 2021. Fl-avviz tal-kuntratt, li nghata, kif irid ir-reg. 111 tal-L.S.
601.03, fil-harda tal-Gazzetta tal-Gvern tal-20 t'Awissu 2021, jinghad illi I-
kuntratt ma’ AMML b’“Negotiated Procedure for the Supply of Ipilumumab
5mg/ml” sar fit-8 ta’ April 2021 u kuntratt iehor b’ *Negotiated Procedure

for the Supply of Nivolumab 10mg/ml vials” sar fit-13 ta’ April 2021.

4. Fit-13 ta’ Settembru 2021 ADCL ghamlet talba quddiem il-Bord ta’ Reviz-
joni taht ir-reg. 277 tal-L.S. 601.003 ghal dikjarazzjoni ta’ ineffettivita tal-
kuntratt, flimkien ma’ danni u penali. CPSU ressqet zew§ eccezzjonijiet

preliminari, viz. i. illi r-rikors huwa inammissibbli ghax il-pro¢edura negoz-
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jata saret kif trid il-ligi, u ii. huwa inammissibbli wkoll ghax sar wara z-

zmien li taghti I-ligi fir-reg. 277(2).

5. Il-Bord ta’ Revizjoni ddecieda li jgis dawn |-ec¢ezzjonijiet u jiddeciedi
dwarhom gabel ma jisma' dwar il-meritu. Imbaghad, wara li sema’ I-
partijiet, fid-decizjoni tal-5 ta’ Novembru 2021 li minnha sar dan |-appell il-
bord laga’ I-ewwel ec¢¢tezzjoni u ma giesx it-tieni wahda ghal ragunijiet li

fissirhom hekk:

eeo ee the contracting authority’s preliminary pleas are based on
the following:

»a) Situations in which the application of ineffectiveness may he filed

»CPSU preliminarily submits that this application is declared inadmiss-
ible, since an application of ineffectiveness may only be filed:

»i.  Regulation 277(2), Public Procurement Regulations (PPR) — “if
the authority responsible for the tendering process has awarded
a contract without prior publication of a contract notice in the
Official Journal of the European Union without this being
permissible in accordance with Directive 2014/23/EG, Directive
2014/24/E and Directive 2014/25/EC”; or

»ii.  Regulation 277(3)(a) PPR “when, notwithstanding an appeal is
lodged before the Public Contracts Review Board, the authority
responsible for the tendering process concludes the contract
before a final decision is given by the Public Contracts Review
Board”; or

»iii.  Regulation 277(3)(b) PPR “when the contract is concluded by a
contracting authority or the authority responsible for the tender-
ing process before the expiry cf the period for the filing of an
appeal as provided for in regulation 271".

»Thus, the Directive, and consequently the Public Procurement
Regulations, limits the instances to where this exceptional remedy
may be availed of. Thus, an application for ineffectiveness may only
be filed in three main circumstances. Firstly, where the contracting
authority has directly awarded a contract without placing an OJEU
advertisement in circumstances where an OJEU advertisement is
required by the legislation. Secondly, where there has been a breach
of the rules relating to the standstill period and that breach has denied
the supplier an opportunity to challenge the contract award in relation
to a separate, earlier, breach. Thirdly, where a call-off contract under a
framework agreement for goods or services with a value over the EC
procurement threshold has been entered into without following the
relevant call-off procedures under that framework.

»Neither of the above-quoted situations are applicable in this case for
the following reasons:
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»i.  the award of the contract without publication was
permissible in accordance with article 32 of the
Directive 2014/24/EC, transposed in regulation 150 et
seg of the Public Procurement Regulations,
particularly regulation 153;

»ii.  there was no pending appeal before this honourable
board or any other competent court or tribunal;

»iii.  regulation 277(2)(6) is inapplicable.

»Consequently, this application for the declaration of ineffectiveness
should be declared inadmissible, therefore rejected, since the ex-
haustive situations in which this extraordinary application can be filed
do not subsist.

»b) Date when application for ineffectiveness was filed
»Regulation 282 of the PPR provides:

»“282. Applications for the ineffectiveness of a contract shall be
deemed admissible if they are made:

»“(a) before the expiry of at least thirty calendar days with
effect from the day following the date on which:

»“(i) the authority responsible for the tendering
process or the contracting authority pub-
lished a contract award notice, provided that
this notice includes justification of the
decision to award the contract without prior
publication of a contract notice in the Official
Journal of the European Union; or

»“(ii) the authority responsible for the tendering
process or the contracting authority inform-
ed the tenderers and candidates concerned
of the signing of the contract; and.

»“(b) in any other case before the expiry of a period of at
least six months with effect from the day following
the date of the signing of the contract.

»The application of ineffectiveness was filed on the 13" of September
2021, which is well after the period of thirty calendar days from the
day in which the bidders were informed of the signing of the contract
so much so that the letter sent by the applicant’'s lawyer requesting
information was dated 10" August 2021.

»CPSU humbly submits that the PPR does not specify the form in
which the bidders are informed of the signing of the contract; thus, the
fact that the applicant was aware of the existing contract proves that it
was aware of the actual signing of the contract.

»The question in the letter sent to the CPSU by means of which the
applicant asked who is supplying Ipilumumab and Nivolumab is
superfluous as locally A.M. Mangion are the sole agents of this
treatment.

»The applicant indicates ... that it was aware of the contract as of July
2021, and it even goes further to indicate that the DH circular 26/2021
indicating the procurement of the treatment was dated 28 April 2021.
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»Thus, the present application was filed after the lapse of the term
within which ... one may file an application for ineffectiveness. This is
the case in any of the above scenarios: whether the period started to
elapse on 28™ April 2021 (date of the DH circular) or in July 2021
(when ex admissis the applicant declares that it was aware of the
signing of the contract), or even on 10" August 2021 (date of letter).

»The period specified by these regulations is a peremptory period and
may not in any way or for any reason be extended.

»This board, after having examined the relevant documentation to this
application and heard submissions made by all the interested parties
including the testimony of the witnesses duly summoned, will consider
the preliminary pleas, as follows:

»a) Situations in which the application of ineffectiveness may he filed
»The board notes the following:

»i)  that the Public Procurement Regulations (“PPR”) are
very specific in regulations 277(2), 277(3)(a) and 277
(3)(b) in listing the grounds permissible for an applic-
ation of ineffectiveness;

»ii) that this board outright notes that regulations 277
(3)(a) and 277(3)(b) have not been breached as there
were no prior appeals lodged before the Public
Contracts Review Board and the signing of the
contract was not done before the expiry of the period
for the filing of an appeal. These two facts are not
being disputed,;

»iii) that the possible ground for application of ineffective-
ness in relation to regulation 277(2) of the PPR
needs, however, further delving into.

»At this point the Board refers to regulation 277(2) whereby it is stated
that:

»“An interested party may only request the Public Contracts
Review Board to declare a signed contract ineffective if the
authority responsible for the tendering process has awarded a
contract without prior publication of a contract notice in the Official
Journal of the European Union without this being permissible in
accordance with Directive 2014/23/EC, Directive 2014/24/EC and
Directive 2014/25/EC.”

»Such Directive recitals are transposed in regulation 150 et seq. of the
Public Procurement Regulation. Specific reference is made to
regulation 150(1) of the PPR whereby:

»“Upon being requested in writing by the contracting authority the
Director may, subject to any conditions he may deem appropriate
to impose, approve the use of the negotiated procedure without
prior publication for public works contracts, public supply contracts
and public service contracts as specified in the following regul-
ations.”»

»In relation to above, this board notes:

»i)  that the contracting authority did not show any ‘intent’
in distorting competition when it aligned the duration

Pagna 5 minn 33



Appell numru 362/2021/1 23/02/2022

of such contract with that of RfP 021-6033/21, i.e. for
a period of 10 months. This as per testimony under
oath of Dr Alison Anastasi;

»ii)  that the Contracting Authority entered into negotiat-
ions with the contract beneficiary in accordance with
clause 1.4 of the original contract of RfP 021-6033/21
after due authorisation given by the Department of
Contracts in accordance with regulation 153(b)(ii) and
(iii) of the PPR;

»iii) the testimony under oath of Ms Jacqueline Gili,
representing the Department of Contracts, whereby
she stated that “the department received a request,
processed the recommendation and the General
Contract Committee decided whether to grant
approval — there was only one phase of approval and
the grounds for justification was regulation 153(b)”;

»iv) the testimony under oath of Professor Nick Refalo
whereby he stated that:

»a. “he is keen to have all three available as they
have different uses” (reference to Dostarlimab,
Nivolumab and Pembrolizumab). Hence, the
board opines that these medicines are not
complete replicas of each other;

»b.  “Nivolumab, according to the witness, is approved
for an exhaustive list of cases and used in
multiple sites mainly in bladder, lung, renal cell
cancers and melanoma but it can be used for
other cases. Ipilimumab can be used in many
sites and combined with Nivolumab can be used
for melanoma, renal cell cancer and lung cancer.
Pembrolizumab is used primarily in lung cancer
as a single drug or in combination with
chemotherapy with other cancers”.

»The board finally notes that therefore the contracting authority
observed the specific regulations as found within the PPR, more
specifically 150(1), 153(b)(ii) and (iii). Hence regulation 277(2) is not
deemed to be a plausible option for an application for ineffectiveness
since the respective recitals of the Directive, duly transposed in the
PPRs, have been duly adhered to.

»The board hence upholds the preliminary plea as brought forward by
the contracting authority.

»b) Date when application for ineffectiveness was filed

»The board opines that, due to its decision in point (a) above, it is
deeming irrelevant to discuss the date when the application for
ineffectiveness should have been filed.

»In conclusion this board, having evaluated all the above and based
on the above considerations, concludes and decides:
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»a) to accept the contracting authority’s first preliminary plea and
therefore declare the application for ineffectiveness as inad-
missible.«

ADCL ressget appell guddiem din il-gorti minn din il-decizjoni tal-Bord ta’
Revizjoni b’rikors tas-16 ta’ Novembru 2021. AMML wiegbet fid-9 ta’

Dicembru 2021 u l-awtorita kontraenti wiegbet fl-14 ta’ Dicembru 2021.

Qabel tqis il-meritu tal-appell il-qorti sejra tqis “punt preliminari” mgajjem
mill-awtorita kontraenti fit-twegiba taghha. L-awtorita tghid illi I-rikors tal-
appell kellu jigi notifikat lill-Avukat tal-Istat kif ighid u jrid |-art. 181B(3) tal-
Kodiéi ta’ Organizzazzjoni u Procedura Civili ladarba |-kawzi hija kontra

dipartiment tal-gvern.

Min huma [-partijiet legittimi fi proceduri bhal dak tallum huwa regolat
mhux bl-art. 181B tal-Kodi¢i ta’ Organizzazzjoni u Procedura Civili izda

bir-reg. 285 tal-L.S. 601.03:

»285. Ir-rikors tal-appell ghandu jkun indirizzat kontra |-awtorita res-
ponsabbli ghat-tmexxija tas-sejha, l-awtorita kontraenti, I-offerent
rakkomandat, jekk ikun hemm, u kull parti ofra involuta fil-pro¢eduri
guddiem il-Bord ta’ Revizjoni dwar Kuntratti Pubblici ... ... ... «

L-Avukat tal-Istat ma kienx parti fil-pro¢eduri quddiem il-Bord ta’ Revizjoni,
u ghalhekk ma ghandux legittimazzjoni biex ikun parti fil-pro¢eduri tallum

guddiem din il-gorti.
Nghaddu mela biex ingisu l-appell ta’ ADCL.

Ghalkemm ma tressaqg ebda aggravju formali dwar hekk, I-appellanti fir-

rikors tal-appell ghamlet din |-osservazzjoni:

»Fis-seduta quddiem il-bord, minkejja li kien hemm qgbil bejn id-
difensuri tal-partijiet li dawn |-e¢¢ezzjonijet jigu trattati u decizi flimkien
mal-mertu (salv it-talba ghad-danni), il-bord ex officio, u bi ksur tal-
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12.

13.

14.

prin¢ipju ta’ proc¢eduri avversarji u l-prin¢ipju li r-rimedji fl-akkwist
pubbliku ghandhom ikunu “rapid” u “effective”, iddecieda li jitratta
dawn |-e¢¢ezzjonijiet I-ewwel u gabel il-mertu.

»Sfortunatament il-bord dahal ghal din il-kawza bi predgudizzju ga
ffurmat dwar kif ser jiddisponi mill-appell tas-socjeta appellanti ... ...
LK

Fl-ahhar mill-ahhar, minkejja dak li jidhrilhom il-partijiet, hija r-respons-
abilita tat-tribunal li, dejjem fil-limiti ta’ dak li trid il-ligi tal-procedura, jimxi
kif jidhirlu li huwa l-ahjar biex jaqgta’ I-kaz quddiemu b’heffa, efficjenza u,
fuq kollox, dustizzja, u ghalhekk huwa fid-diskrezzjoni tat-tribunal i
jiddeciedi ghandux iqis e¢cezzjonijiet preliminari ghalihom gabel ma jisma’
dwar il-meritu jew ghandux jaghti decizjoni finali wahda kemm fuq I-
eccezzjonijiet u kemm fuq il-meritu. ll-fatt li lill-bord deherlu li jkun ahjar li
gabel xejn jaghti decizjoni fuq l-e¢cezzjonijiet la jmur kontra I-“prin¢ipju ta’
proceduri avversarji’ u langas kontra dak tal-effikacja tar-rimedii.
Kummenti bhal dak li ghamlet |-appellanti, li “hija semplicement inkredula
ghal mod ta’ kif mexa u ddecieda I-bord” u li, ghax ghazel li jisma’ u jqis I-
eccezzjonijiet preliminari, il-bord “dahal ghal din il-kawza bi pregudizzju ga
ffurmat dwar kif ser jiddisponi mill-appell tas-soc¢jeta appellanti”, huma

biss kliem zejjed li ma jimpressjonax lill-qorti.

Eliminat kull ekwivoku li seta’ nholoqg bil-kummenti tal-appellanti, il-qorti

sejra issa tghaddi biex tqgis I-aggravji mressga mill-appellanti.

Quddiem il-Bord ta’ Revizjoni tressqu zewd ec¢ezzjonijiet preliminari: (i)
illi r-rikors tal-appellanti quddiem il-bord ma kienx ammissibbli ghax il-
kuntratt ma’ AMML kien jiswa tant il-ligi, u (ii) illi r-rikors tressaq wara li

ghadda z-zmien li fih seta’ jsir. Il-bord laga’ I-ewwel e¢¢ezzjoni u, billi sab
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li r-rikors kien inammissibbli, deherlu li ma kienx mehtieg li jqis it-tieni

wahda.

15. Strettament, l-ewwel ec¢cezzjoni aktar ghandha min-natura ta’ e¢¢ezzjoni
fil-meritu billi tolqot il-validita tal-process li wassal ghall-kuntratt, waqt i t-
tieni eccezzjoni hija tassew preliminari ghax tolqot il-validita tar-rikors
innifsu. ll-qorti ghalhekk sejra tibda billi tqis it-tielet aggravju li jolgot din il-
kwistjoni tad-dekadenza tad-dritt tal-appellanti li b’rikors titlob dikjarazzjoni

ta’ ineffettivita tal-kuntratt quddiem il-Bord ta’ Revizjoni.

16. It-tielet aggravju jghid hekk:

»ll-bord astijena mill jiddeciedi fuq it-tieni eccezzjoni vessatorja
mressga mill-awtorita appellata li r-rikors odjern kien intavolat tard-
ivament skont regolament 282 tar-Regolamenti u dan minhabba i
laga’ I-ewwel e¢¢ezzjoni tal-awtorita appellata.

»ls-socjeta appellanti ged tappella anke minn din il-parti tad-decizjoni
tal-bord u dan ghaliex jekk din l-onorabbli gorti tiddeciedi li ghandha
tilga’ wiehed mill-aggravji precedenti u tichad l-ewwel eccezzjoni
vessatorja tal-awtorita appellata, is-soc¢jeta appellanti tghid li anke din
it-tieni e¢éezzjoni ghandha tigi michuda minn din |-onorbabbli qorti
sabiex ma jkunx hemm aktar dewmien inutli fis-smigh tal-mertu
quddiem il-bord.

»Regolament 282 tar-Regolamenti jagra hekk fug:

»“Applications for the ineffectiveness of a contract shall be
deemed admissible if they are made:

»“(a) before the expiry of at least thirty calendar days with effect
from the day following the date on which:

»“(i) the authority responsible for the tendering process
or the contracting authority published a contract award
notice, provided that this notice includes justification of the
decision to award the contract without prior publication of
a contract notice in the Official Journal of the European
Union; or

»“(ii) the authority responsible for the tendering process
or the contracting authority informed the tenderers and
candidates concerned of the signing of the contract; and

»“(b) in any other case before the expiry of a period of at least six
months with effect from the day following the date of the signing of
the contract.”

Pr eer . regolament 282(a) tar-Regolamenti huwa kompletament
irrilevanti ghar-rikors odjern stante li: (1) ai termini tal-paragrafu (a)(i) I-
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ebda contract award notice ma giet pubblikata fil-Gurnal Uffigjali tal-
Unjoni Ewropea (u l-ebda prova ta’ dan ma ngiebet mill-awtorita
appellata); u (2) ai termini tal-paragrafu (a)(ii) is-soc¢jeta appellanti la
kienet “tenderer” u lanqas kienet “candidate” fin-negotiated procedure
6034/21 — ghaliex ma kinetx mistiedna ghall-istess — u fi kwalunkwe
kaz qatt ma giet infurmata direttament mill-awtorita appellata bl-iffirmar
tal-kuntratt.

»Hawn is-socjeta appellanti trid tindirizza I-argument fallaci li ghamlet
[-awtorita appellata sabiex isostni din l|-e¢cezzjoni preliminari. L-
awtorita appellata argumentat li t-terminu ta’ 30 Jurnata beda
jiddekkorri jew mid-data tat-28 ta’ April 2021 meta ¢-Chief Medical
Officer hareg i¢-Cirkulari surriferita jew mill-ahhar ta’ Lulju 2021 meta
s-socjeta appellanti saret “taf” bix-xiri ta’ Ipilimumab.

»ld-dic¢itura tal-ligi hija ¢ara li t-30 gurnata jibdew jiddekkorru jew mill-
pubblikazzjoni ta’ contract notice fil-Gurnal Uffi¢jali tal-Unjoni Ewropea
jew meta l-awtorita kontraenti infurmat direttament tenderer jew
candidate.

»F’dan il-kaz l-awtorita kontraenti abdikat mir-responsabilitajiet taghha
u la ippubblikat contract notice fil-Gurnal Uffi¢jali tal-Unjoni Ewropea u
langas biss gharrfet lil hadd bil-kuntratt. Anzi, il-mument li s-soc¢jeta
appellant talbet informazzjoni fug dan il-kuntratt, I-awtorita appellata
abbuzivament u in mala fede ghalget il-bibien u stahbet wara I-
“kunfidenzjalitd” u ppublikat kollox I-ghada fil-Gazzetta tal-Gvern.

evo e il ir-rikors odjern gie intavolat fit-terminu prefiss fil-ligi u cioé 6
xhur mid-data tal-ghotja tan-negotiated procedure 6034/21 li giet
ppublikata fil-Gazzetta tal-Gvern mill-awtorita appellata fl-20 ta’ Awissu
2021. ... ... ...

»Ghal dawn ir-ragunijiet u ghal ohrajn li jistghu jingiebu skont il-ligi,
dan l-aggravju ghandu jintlaga’ u din I-onorabbli gorti ghandha tichad
it-tieni ec¢ezzjoni tal-awtorita appellata.«

17. AMML wiegbet hekk:

»L-appellanti, permezz tat-tielet aggravju, ged tipprova tappella minn
decizjoni li ma ttehditx. ... ... ...

»ll-fatt li [-Bord ta’ Revizjoni astejna milli jiddeciedi fuq it-tieni eccezz-
joni mhux disputat. L-appellanti stess tikkonferma li I-Bord ta’ Revizjoni
astejna milli jiddeciedi fuq it-tieni eccezzjoni.

»Mhux kontestat li r-Regolamenti ma jirregolawx appelli ab omissa.
Izda, fir-rigward tal-grati, il-Kodi¢i ta’ Organizzazzjoni u Procedura
Civili hija ¢ara: meta qorti tal-ewwel grad ma tiddecidix wahda mit-
talbiet proposti, ma jinghatax appell ab omissa decisione.

»AM Mangion ghalhekk ma tistax tifhem kif l-appellanti tista’ tappella
minn decizjoni li ma ttehditx, u titlob lil din I-onorabbli gorti tiddeciedi li
t-tieni eccezzjoni tas-CPSU ghandha tigi michuda.
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oo en AM Mangion ma tagbilx li I-Bord ta’ Revizjoni jispezzetta I-
kawzi u b’hekk jistultifika I-iskop tar-rimedju quddiem l-istess bord i,
skont id-Direttiva 89/665/EEC (Remedies Directive) ghandu jkun rapid
and effective means of redress.

»lzda dan ma jfissirx li hemm bazi legali biex |-appellanti titlob lil din I-
onorabbli gorti tiddeciedi xi haga |li ma gietx deciza fl-ewwel istanza.

»In vista tas-suespost, AM Mangion issostni bir-rispett li anki dan I-
aggravju huwa ghal kollox infondat u ghandu jigi michud.«

18. L-awtorita kontraenti wiegbet hekk:

»Dak li ged titlob is-socjeta appellanti fdan l-aggravju huwa illi din I-
onorabbli Qorti tal-Appell isservi bhala gorti tal-ewwel istanza fuq it-
tieni ec¢ezjoni preliminari tal-awtorita kontraenti appellata u tkun hi li
taghti decizjoni meta I-Bord ta’ Revizjoni dwar Kuntratti Pubbli¢i ghazel
li ma jiddecidix fugha.

»L-appellanti jafu ben tajjeb li dak li huma ged jitolbu huwa legalment
improponibbli u dan hekk kif il-gurisdizzjoni ta’ din il-qorti hija wahda
ta’ revizjoni ta’ decizjonijiet tal-ewwel istanza.
»Artikolu 235 tal-Kédici ta’ Organizzazjoni u Proéedura Civili jipprovdi
illi:
»“Meta I-qorti tal-ewwel grad thalli barra fid-decizjoni wahda mit-
talbiet proposti, ma jinghatax appell ab omissa decisione.”

»lzda, kull wahda mill-partijiet tista’, fiz-zmien ta’ hmistax-ii jum
minn dak in-nhar tas-sentenza, bil-mezz ta’ rikors, titlob lill-qorti
tal-ewwel grad li tagta’ dik it-talba; u fug dan ir-rikors, wara Ii I-
partijiet jigu mharrkin mill-gdid, il-qorti tiddeciedi fuq dik it-talba;
fdan il-kaz, iz-zmien ghall-appell mis-sentenza kollha, jew minn
kull parti minnha, jibda jghodd minn dak in-nhar tal-ahhar deciz-
joni:

»lzda, ukoll, kull wahda mill-partijiet tista’, fkull zmien li jkun, titlob
guddiem il-gorti tal-ewwe! grad, bil-mezz ta’ rikors guramentat, id-
decizjoni tat-talba li ma gietx deciza.”

»Huwa minnu li r-Regolamenti dwar |-Akkist Pubbliku ma jipprovdux
ghall-eventwalita fejn ma tigix dec¢iza wahda mit-talbiet jew, f'dan il-kaz,
eccezzjonijiet; perd dan ma ffissirx li s-socjeta appellanti ghandha
tivvinta I-prééedura hi.

»Dak rikjest mir-Remedies Directive (89/665/EEC) u cioé li r-rimedju
ghandu jkun rapid and effective ma ffissirx li I-gorti ghandha twarrab
is-salvagwardji procedurali bazilari li jassiguraw ukoll id-dritt ta’ smigh
xierag.

»Fil-fatt |-ineffettivita ta’ kuntratt kif ged jintalab fdan ir-rikors hija
wahda miz-zewg istanzi fejn regolament 287 tar-Regolamenti dwar I-
Akkwist Pubbliku jaghti I-possibilita lill-awtorita kontraenti biex tappella
minn-sentenza tal-Bord ta’ Revizjoni dwar Kuntratti Pubblic¢i. Fil-fatt
regolament 287 jipprovdi illi:

»“|d-Dipartiment tal-Kuntratti u l-awtorita kontraenti jistghu biss
jirreferu  kwistjoni quddiem il-Oorti tal-Appell fir-rigward ta’
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19.

20.

21.

22.

23.

decizjoni mehuda mill-Bord ta’ Revizjoni li jkollha x'tagsam mal-
ineffetivita ta’ kuntratt jew mal-ghoti ta’ danni.”

»Ghalhekk, peress li s-sentenzi ta’ din l-onorabbli gorti mhux appell-
abbli, l[-awtoritd kontraenti thoss li m’ghandiex tigi mcahhda mill-
opportunita li hija tappella jekk thoss il-htiega, liema fakulta fug kollox
ghandha tinghata lill-appellanti.

»Ghaldagstant dan it-tielet aggravju wkoll ghandu jigi michud.«
Huwa minnu illi I-Bord ta’ Revizjoni ghazel li ma jqisx |-e¢¢ezzjoni ta’
dekadenza tant ir-reg. 282, ghalkemm kien ikun forsi aktar ghaqli li dik I-
eccezzjoni titgies qabel |-e¢¢ezzjoni ta’ inammissibilita, ukoll billi din I-e¢¢-
ezzjoni ta’ inammissibilita, ghalkemm imressga bhala ec¢¢ezzjoni pre-
liminari, effettivament tolgot il-meritu tal-validita tad-decizjoni dwar I-ghoti

tal-kuntratt.

Huwa minnu wkoll illi, jekk I-e¢cezzjoni tigi dec¢iza issa mill-qorti, il-parti

telliefa tigi mc¢ahhda mill-opportunita ta’ revizjoni tad-decizjoni.

Madankollu, billi I-e¢¢ezzjoni hija wahda li tolqot il-pro¢ess kollu quddiem
il-bord u, konsegwentement, quddiem il-qorti, b’mod illi, jekk tintlaga’, I-
ezami tal-meritu tal-validita tal-kuntratt — li huwa mehtieg ghall-ghanijiet
tal-ec¢ezzjoni I-ohra — ikun sar ghalxejn, din il-qorti hija tal-fehma illi jkun
aktar ghaqli li tqis I-e¢¢ezzjoni ta’ dekadenza f'dan l-istadju, ukoll ghax, kif
sejjer jidher mill-konsiderazzjonjiet li gejjin, hija ta’ soluzzjoni facli billi I-

ec¢ezzjoni hija manifestament infondata.

Tlieta huma s-sitwazzjonijiet li jwasslu ghal dekadenza taht ir-reg. 282 tal-

L.S. 601.03.

L-ewwel wahda — taht reg. 282(a)(i) — hija meta r-rikors jitressaq wara li

jghaddu tletin jum minn meta jigi pubblikat avviz dwar |-ghoti tal-kuntratt.
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L-avviz inghata fil-harga tal-Gazzetta tal-Gvern tal-20 t'Awwissu 2021 u r-
rikors tressaq quddiem il-Bord ta’ Revizjoni fit-13 ta’ Settembru 2021,

angas minn tletin jum wara.

It-tieni wahda — taht reg. 282(a)(ii) — hija meta r-rikors jitressaq wara li
jghaddu tletin jum minn meta I-awtorita kontraenti tkun “infurmat lill-offer-
enti u kandidati kkoncernati dwar [-iffirmar tal-kuntratt”. L-appellanti ma
kinitx kandidat jew offerent u ghalhekk langas ghal din ir-raguni ma hemm

dekadenza.

It-tielet raguni ghal dekadenza hija meta jkunu ghaddew sitt xhur “mill-
gurnata wara d-data li fiha gie ffirmat il-kuntratt”. [I-kuntratti gew iffirmati
fit-8 u fit-13 ta’ April 2021, angas minn sitt xhur qabel ma tressaq ir-rikors

guddiem il-Bord ta’ Revizjoni fit-13 ta’ Settembru 2021.

L-ecccezzjoni ta’ dekadenza hija ghalhekk manifestament infondata, u

ohra.

L-ewwel aggravju tal-appellanti huwa msejjes fuq il-premessa li I-pro-
¢cedura negozjata tmexxiet hazin u ma tiswiex, u ghalhekk l-oggezzjoni
tal-appellanti kontra I-ghoti tal-kuntratt kienet ammissibbli. Dan |-aggravju

gie mfisser hekk:

»ls-socjeta appellanti hija aggravata mill-fatt li I-bord sahaq li r-rikors
tas-socjeta appellanti kien inammissibbli stante |i n-negotiated
procedure 6034/21 aderixxa mad-dettami tar-regolament 277(2) tar-
Regolamenti billi kienet permissibli u billi kien hemm |-awtorizazzjoni
mid-Direttur tal-Kuntratti.

»ll-bord ikkonkluda hekk:

»“that the contracting authority entered into negotiations with the
contract beneficiary in accordance with clause 1.4 of the original
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contract of RfP 021-6033/21 after due authorisation given by the
Department of Contracts in accordance with regulation 153(b)(ii)
and (iii) of the PPR.”:»,

» Klawzola 1.4 tat-2018 tender tagra hekk:

»“1.4. Estimated number of patients to be provided treatment
service

»“Treatment service is to be provided to approximately 35 patients
per year.

»“Interested economic operators must be willing to provide the
service for a period of 2 years with an option to extend with a
further 2 years.

»“Department of Health will award the service to the cheapest
offer received.

»“The place of acceptance of the supplies shall be as and where
directed by the Department of Health, and the INCOTERM2010
applicable shall be Delivery Duty Paid (DDP).

»Ir-regolament 153(b)(ii) u (iii) tar-Regolamenti jagra hekk:

»“ The negotiated procedure without prior publication may be
used for public supply contracts in the following instances: where
the supplies can be supplied only by a particular economic
operator for any of the following reasons: [...] (i) competition is
absent for technical reasons; (iii) the protection of exclusive rights,
including intellectual proprety rights.”

»F’dan il-kaz, il-bord effettivament serrah id-decizjoni appellata fuqg din
il-konkluzjoni, izda din hija wahda hazina u sahansitra kontradetta mill-
provi u mid-dritt.

»Ir-rikors promotur imressaq mis-socjeta appellanti sar ai termini tar-
regolament 277(2) tar-Regolamenti li jagra hekk:

»“An interested party may only request the Public Contracts
Review Board to declare a signed contract ineffective if the
authority responsible for the tendering process has awarded a
contract without prior publication of a contract notice in the Official
Journal of the European Union without this being permissible in
accordance with Directive 2014/23/EC, Directive 2014/24/EC and
Directive 2014/25/EC”.

»Ghalhekk il-ligi trid li jikkonkorru Zzewg elementi sabiex dan ir-rikors
jirnexxi, senjatament: (1) ma gietx pubblikata contract notice fil-Gurnal
Uffi¢jali tal-Unjoni Ewropea; u (2) I-ghoti tal-kuntratt without prior
publication ma kienx permissibli skont il-ligi.

»Fil-kaz odjern hemm ammissjoni mill-awtorita appellata li |-ebda
contract notice ma giet ippubblikata fil-Gurnal Uffi¢jali tal-Unjoni
Ewropea.

»Jonqos ghalhekk jigi trattat jekk I-ghoti ta’ negotiated procedure
without prior publication kienx permissibli fil-ligi senjatament regola-
ment 150 u 153 tar-Regolamenti.

» Klawzola 1.4 tat-2018 Tender

»Qabel ma jigi trattat dan il-punt rigward regolament 150 u 153 tar-
Regolamenti, irid jigi trattat I-allegazzjoni li ghamel il-bord ex officio li
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n-negotiated Procedure 6034/21 seta jigi konkluz stante d-dicitura tal-
klawzola 1.4 tat-2018 tender. Biss pero din il-klawzola suécitata ma
tghid xejn minn dan.

»Huwa owvju li I-bord hawn gerfex I-iterazzjoni originali tat-2018 tender
mal-verzjoni tal-istess 2018 tender kif emendata mill-awtorita appell-
anti sussegwentement. Fil-fatt, klawzola 1.4 kienet miktuba kemmxejn
differenti fil-verzjoni originali tat-2018 tender u dan kif gej:

»“1.4. Estimated number of patients to be provided treatment
service

»“Treatment service is to be provided to approximately 50 patients
per year.
»As stated in section 1.2. If any other new indications are

approved, patients will be treated at same treatment price as the
one in this RFP.

»“Interested economic operators must be willing to provide the
service for a period of 2 years with an option to extend with a
further 2 years.

»“Department of Health will award the service to the cheapest
offer received.

»“The place of acceptance of the supplies shall be as and where
directed by the Department of Health, and the INCOTERM2010
applicable shall be Delivery Duty Paid (DDP).”

»ld-dic¢itura enfasizzata tnehhiet wara |-kaz quddiem il-bord numru
1177 flimkien mal-klawzola 1.2 tal-istess 2018 tender.

»Ghalhekk huwa palezi li t-2018 tender ma ta l-ebda awtorita lill-
awtorita appellata sabiex tidhol fnegozjati mas-socjeta appellata ai
termini ta’ klawzola 1.4 tat-2018 tender u ghalhekk fug dan il-punt il-
bord Zbalja kompletament.

»Regolament 153(b)(ii) u (iii) tar-Regolamenti

»ll-bord sab li n-negotiated procedure 6034/21 kien permissibli ai
termini tar-regolament 153(b)(ii) u (iii) tar-Regolamenti.

»lzda gie ppruvat li [-awtorita appellata ma setghet qatt tistrieh fuq il-
fatt li “competition is absent for technical reasons” jew li hemm bzonn
ta’ “protection of exclusive rights, including intellectual property rights”
ghaliex il-prodotti mixtrija mill-awtorita intimata permezz tan-negotiated
procedure 6034/21 ghandu varji kompetituri.

»Bhala stat ta’ fatt ma jistax ikun hemm konkluzjoni ghajr li I-
kombinazzjoni ta’ Nivolumab u Ipilimumab taffac¢ja I-konkorrenza fuq
varji therapeutic indications u dan gie ppruvat b’'mod skjac¢anti u
irrifjutabbli.

»Fl-ewwel lok, l-awtorita intimata stess kienet harget it-2018 tender
ghall-fornitura ta’ PD-1 Inhibitors li jinkludi kemm Nivolumab, Pembroli-
zumab u sahansitra prodotti ohra.

»Fit-tieni lok, is-summary product characteristics prodotti mis-socjeta
appellanti rigward Nivolumab, Ipilimumab u Pembrolizumab juru li
Pembrolizumab hija approvata ghat-therapeutic indications li ghalihom
inhardet in-negotiated procedure 6034/21 ghall-kombinazzjoni ta’
Nivolumab u Ipilimumab.
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»Mhux kontestat li Nivolumab/Ipilimumab u Pembrolizumab ma
humiex replika ta’ xulxin. U din gatt ma kienet xi allegazzjoni li ghamlet
is-so¢jeta appellanti u frankament langas xi argument li ressget |-
awtorita kontraenti.

»Dan kien argument mahlug u imqajjem mill-bord ex officio wara li
interpreta hazin dak li xehed Dr Nick Refalo.

»Fil-kamp tal-medic¢ina, specjalment dik avvanzata bhal trattament tal-
kankru u certu biologics, wiehed irid ihares lil hinn minn jekk prodott
hux replika ta’ iehor u anzi jrid jara jekk zewg prodotti jikkompetux ma’
xulxin minn ottika purament funzjonali jew wahda ta’ performance.

»Dan tridu I-ligi stess fil-proviso tar-regolament 153(b) li jagra hekk:

»“Provided that the exceptions set out in sub-paragraphs (ii) and
(i) shall only apply when no reasonable alternative or substitute
exists and the absence of competition is not the result of an
artificial narrowing down of the parameters of the procurement.”

»Fil-verita Pembrolizumab huwa reasonable alternative or substitute
ghal Nivolumab/lpilimumab ghal ¢ertu therapeutic indications senja-
ment dawk mertu tan-negotiated procedure 6034/21.

»ls-soéjeta appellanti tinsab perplessa bil-fatt li I-bord ma apprezzax
dan il-prin¢ipju fundamentali fl-akkwist pubbliku li anke gie affermat
mill-istess bord f'decizjonijiet pre¢edenti fl-isfond tal-pre-contractual
remedy ai termini tar-regolament 262 tar-Regolamenti:

ot e . il-bord konsistentement mexa mal-ligi u gatt ma accetta i
active ingredient, li huwa prottett minn privattiva (patent), bhal ma
huma Nivolumab/Ipilimumab u Pembrolizumab, b’xi mod ma ghandux
konkorrenza u anzi I-bord f'dan I-istanzi applika I-ligi u I-principji kostit-
uzzjonali tal-akkwist pubbliku tat-trattament ugwali u tal-promozzjoni
tal-konkorrenza genwina billi fetah it-tigrija ghall-konkorrenza.

«Ghalhekk is-socjeta appellanti tinsab perplessa bil-fatt li I-bord kien
dispost li jiftah sejha ghall-offerti ghall-konkorrenza (minflok tkun tigrija
maghluga ghall-prodott wiehed biss) imma qed isibha diffi¢li jiddeciedi
li r-rikors odjern tas-socjeta appellanti huwa ammissibbli.

»Tajjeb li wiehed jghid li fit-trattazzjoni tal-kaz quddiem il-bord |-
awtorita appellata ma ressqget I-ebda argument sabiex tikkorroborra |-
allegazzjoni taghha li x-xiri ta’ Nivolumab u Ipilimumab kien Justifikat
peress li “competition is absent” jew li hemm bzonn ta’ “protection of
exclusive rights including intellectual property rights” — minkejja li I-

oneru kien fugha stante li hija gajmet din id-difiza.

»Anzi ... ... ... l-awtorita appellata fir-risposta taghha intavolata
quddiem il-bord datata 4 ta’ Ottubru 2021 ... ... ... ressqget argumenti
fuq il-gustifikazzjoni tal-“extreme urgency” ai termini tar-regolament
153(c) minflok il-gustifikazzjoni ai termini tar-regolament 153(b).

e en e il-bord sab li n-negotiated procedure 6034/21 kienet gusti-
fikata ai termini tar-regolament 153(b)(ii) u (iii) tar-Regolamenti min-
kejja I-kontradizzjoni fid-difiza tal-awtorita appellata u minkejja i I-
awtorita appellata fit-trattazzjoni tal-kaz quddiem il-bord ma ressqet I-
ebda argument sabiex tikkorrobora I-gustifikazzjoni ai termini tar-
regolament 153(b)(ii) u (iii) tar-Regolamenti.

Pagna 16 minn 33



Associated Drug Company Limited v. Central Procurement and Supplies Limited et

»Ghal dawn ir-ragunijiet ... ... ... dan l-aggravju ghandu jintlaga’ u
ghalhekk ir-rikors odjern huwa ammissibli ai termini tar-regolament
277(2) tar-Regolamenti stante li I-ghoti tan-negotiated procedure

6034/21 ma kienx permissibli skont il-ligi.«
28. AMML wiegbet hekk:

»L-appellanti ... ... ... taghmel referenza ghal sub-in¢iz 2 tar-regola-
ment 277 u tghid li thossha aggravata mill-fatt li I-Bord ta’ Revizjoni
sahaq li r-rikors tal-appellanti kien inamissibbli stante li n-negotiated
procedure 6034 aderixxa mad-dettami tar-regolament 277(2).

v ven e l-appellanti tiddikjara li I-Bord ta’ Revizjoni ikkonkluda dan
peress li n-negotiated procedure 6034 inghatat lil AM Mangion fuq il-
bazi segwenti fil-ligi, ir-regolament 153(b)(ii) u (iii) u li saret ukoll refer-
enza ghal klawzola 1.4 tat-2018 tender.

»|s-CPSU ... ... ... strahet fuq il-kuntratt originali u regolament 153.
»ll-Bord ta’ Revizjoni laga’ din |-e¢¢ezzjoni preliminari fl-intier taghha.
»Klawzola 1.4 tat-2018 tender

»L-appellanti ... ... ... jirreferi ghal “allegazzjoni li ghamel il-bord ex
officio li n-negotiated procedure 6034/21 seta jigi konkluz stante d-
di¢itura tal-klawzola 1.4 tat-2018 tender.”

Do eer ol is-CPSU qalet hekk fir-risposta taghha ghar-rikors tal-
appellanti quddiem il-Bord ta’ Revizjoni:

»“CPSU, which was already procuring the services of Nivolumab
treatment from A.M. Mangion Limited entered into negotiations
with A.M. Mangion in accordance with clause 1.4 of the contract,
after due authorisation given by the Department of Contracts to
enter into negotiations with A. M. Mangion in accordance with
regulation 153 (b)(ii) and (iii) of the PPR.”

»L-allegazzjoni li |-Bord ta’ Revizjoni gajjimha ex officio din hija
ghalhekk skorretta.
»L-appellanti tghid ukoll li I-Bord ta’ Revizjoni gerfex il-verzjonijiet tat-

2018 tender. Dan mhux minnu.

»Is-CPSU (il-Bord ta’ Revizjoni sempli¢iment ikkwota li qalet is-CPSU
bhala parti mid-decizjoni) ghamlet referenza specifika ghal-klawzola
1.4 li tipprovdi li (a) in-numru ta’ pazjenti huwa biss stima u ghalhekk
mhijiex marbuta b’dak in-numru u tista’ tixtri iktar medicina jekk dak in-
numru jizdied, u (b) il-kuntratt originali seta’ jigi estiz b’sentejn.

»Kemm il-verzjoni originali tas-sejha kif ukoll il-verzjoni emendata tat-
2018 tender kienu jipprovdu hekk.

»lssa, huwa fatt (Ii mhux kontestat) li AM Mangion kienet iffirmat il-
kuntratt originali fid-9 ta’ Mejju 2019, kif ikkonfermat mix-xhieda ta’ Dr
Alison Anastasi, u dan wara li rebhet il-kompetizzjoni li nbdiet permezz
tat-2018 tender.

»Huwa fatt ukoll li I-kuntratt originali kellu durata fissa ta’ sentejn,
b’possibilita ta’ estensjoni ghal sentejn ohra. Jigifieri, durata massima
sa Mejju tal-2023.
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»Nonostante, l-appellanti kemm fl-appell kif ukoll fir-rikors u s-sotto-
mossjonijiet taghha quddiem il-bord taghmel numru ta’ allegazzjonijiet
ghal kollox infondati. L-appellanti tipprova tikkonvingi lil din I-onorabbli
gorti li kien hemm xi mala fede mis-CPSU.

»ll-fatti juru li din l-allegazzjoni ma tistax tkun iktar 'il boghod mil-verita.

»ll-fatt huwa — u dan mhux kontestat — li s-CPSU setghet tixtri I-prodott
Nivolumab fi kwalunkwe kwantita nec¢essarja (ghaliex it-2018 tender
kellu biss stima tan-numru ta’ pazjenti ... ... ... ), u ghal perjodu ta’
erba’ snin shah.

»|s-CPSU setghet, legalment u kuntrattwalment, taghlag is-suq ghal
erba’ snin shah (ghallingas fir-rigward ta’ NCLS (non-small cell lung
cancer) and skin melanoma li huma it-therapeutic indications Ii I-
appellanti tallega li jistaw jigu trattati b’Pembrolizumab) u I-appellanti
ma setghet taghmel xejn.

»L-appellanti issa ged tattakka lis-CPSU minhabba durata ta’
estensjoni ta’ 10 xhur, cioé ingas min-nofs id-durata li kellha d-dritt
taghti taht il-kuntratt originali.

»|l-procedura biex timmodifika kuntratt ezistenti u I-pro¢edura biex
taghti kuntratt gdid permezz ta’ negotiated procedure without prior
publication huma simili hafna. Infatti, kemm taht ir-regolament 150 kif
ukoll taht ir-regolament 246, is-CPSU kellha titlob I-approvazzjoni tad-
Dipartiment tal-Kuntratti. Regolament 246(1) infatti jipprovdi hekk:

»“Ghal offerti b’'valur stmat li jaga fi hdan ir-regolament 9(1)(b) u
bl-approvazzjoni minn gabel tad-Direttur, awtorita kontraenti tista’
li I-kuntratt jew il-ftehim gafas jigu mmodifikati minghajr procedura
gdida tal-akkwist fi kwalunkwe wiehed minn dawn il-kaZijiet li
gejjin: ...”
»Fis-sustanza, anki li kieku n-negotiated procedure 6034 ma setax
isir, is-CPSU setghet testendi |-kuntratt ghal Nivolumab ghal 24 xahar,
bla problemi ta’ xejn, ghaliex dan kien provdut b’'mod espress fil-
kuntratt originali.

»L-appellanti ma tikkontestax il-fatt li (a) il-kuntratt originali kien
jipprovdi ghal estensjoni ta’ sentejn, u (b) li dik I-estensjoni kienet tkun
perfettament konformi mal-ligi. Regolament 246(1)(a) tar-Regolamenti
jipprovdi hekk:

»“246. (1) Ghal offerti b’'valur stmat li jaga fi hdan ir-regolament
9(2)(b) u bl-approvazzjoni minn gabel tad-Direttur, awtorita kontra-
enti tista’ li I-kuntratt jew il-ftehim gafas jigu mmodifikati minghajr
procedura gdida tal-akkwist fi kwalunkwe wiehed minn dawn il-
kazijiet li gejjin:
»“(@) fejn il-maodifiki, irrispettivament mill-valur monetarju
taghhom, ikunu gew previsti fid-dokumenti inizjali
tal-akkwist fi klawzoli ta’ revizjoni cari, precizi u
inekwivokabbli, li jistghu jinkludi klawzoli ta’ revizjoni
ta’ prezzijiet, jew ghazliet. Dawn il-klawzoli ghand-
hom jiddikjaraw il-kamp ta’ applikazzjoni u n-natura
ta’ modifiki jew ghazliet possibbli kif ukoll il-kondizz-
jonijiet li tahthom dawn jistghu jintuzaw. Ma ghand-
homx jipprovdu ghal modifiki jew ghazliet li jibdlu n-
natura generali tal-kuntratt jew tal-ftehim gafas; ...”
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»|t-2018 tender kien jipprovdi fparagrafu 1.2:

»“For the purpose of evaluation capping price is based on annual
treatment service on the below regimen as per SPC for NCLS
(non-small cell lung cancer) and skin melanoma.”

»Nonostante s-suespost, l-appellanti inkludiet bhala fatt ... ... ... li AM
Mangion rebhet it-2018 tender bil-prodott Nivolumab “strettament
ghas-segwenti therapeutic indications approvati mill-European
Medicines Agency dak iz-zmien: (1) second-line treatment NSCLC; u
(2) melanoma”.

»Jigifieri l-appellanti mhux ged tikkontesta li s-CPSU setghet tixtri
Nivolumab ghal second-line treatment NCLS (non-small cell lung
cancer) u skin melanoma sa Marzu 2023, kieku riedet.

»Li huwa kontestat mill-appellanti huwa jekk CPSU (a) setghetx tixtri
Nivolumab ghal first-line treatment, u (b) setghetx tixtri Ipilumamab
kemm ghal lung cancer kif ukoll ghal renal cell carcinoma.

»Fir-rigward ta’ (a) — ciog, jekk CPSU setghetx tixtri Nivolumab ghal
first-line treatment — AM Mangion tissottometti bir-rispett li ma jista’
jkun ebda dubbju i t-2018 tender ippermetta Nivolumab ghal NCLS,
ikun li jkun it-trattament (cioé, first jew second line treatment).

»Mhux kontestat li kien hemm tibdil fit-terminoligija tat-2018 Tender ...

»lzda Il-interpretazzjoni tal-appellanti tat-2018 tender hija kkontestata
bis-sahha.

»L-ewwel nett, is-sejha originali kienet tipprovdi hekk:

»“Any indication that is approved and that will be approved, will be
treated at same treatment service price awarded within this RFP.”

»Huwa evidenti li l-iskop taghha kien li tiffissa I|-prezz ghal kull
“indication that is approved and that will be approved” (cioe,
indications li ma kienux NCLS (non-small cell lung cancer) u skin
melanoma).

»It-tieni nett, it-2018 tender (kif emendat) jeskludi dak il-paragrafu u
jirreferi biss ghal zewg therapuetic indications — NCLS (non-small cell
lung cancer) and skin melanoma — fir-rigward tal-evalwazzjoni tal-
prezzijiet. Naturalment, biex evalwazzjoni ssir b'mod |i tirrispetta |-
prinCipji tat-trasparenza u l-ugwaljanza, evalwazzjoni trid issir like with
like. 1t-2018 tender, b’'mod espress, ipprovda hekk ghal finijiet ta’
evalwazzjoni:

»“For the purpose of evaluation capping price is based on annual
treatment service on the below regimen as per SPC for NCLS
(non-small cell lung cancer) and skin melanoma.”

»lt-tielet nett, it-2018 tender fl-ebda parti ma jirreferi ghal first jew
second line treatment u jaghmel referenza biss ghal NCLS (non-small
cell lung cancer) u skin melanoma.

»Mhux biss ma hemmx limitazzjoni ghal second line treatment, kif ged
tallega l-appellanti, izda t-2018 tender jghid “as per SPC” u jipprovdi
wkoll fis-Special Conditions:
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»“When the SPC is updated or revised during the period of validity
of the contract, the contractor must provide CPSU with a copy of
the updated or revised SPC.”

»Jekk Nivolumab jista’ jintuza ghal first u second line treatment skont
[-SPC, fi kwalunkwe perjodu wagqt il-kuntratt originali, onkologu ser
juza Nivolumab fl-ahjar interess tal-pazjent. Dr Refalo infatti xehed li:

»“Usually you use the most effective treatment first. The same
can be applied in many things. Like in football, if you have a team
of players, ideally you start the game with your best players. You
do not start with the more inferior or less effective team. So the
first treatment tends to be the treatment that is more likely to work.
If you have a treatment which is 80% successful and a treatment
which is 20% successful, you would use the first line treatment
that is 80% successful.”

»L-allegazzjoni li t-2018 tender kien jillimita I-uzu ta’ Nivolumab ghal
second line treatment biss fir-rigward ta’ NCLS hija infondata u bla
ebda bazi.

»Anki li kieku t-2018 tender kien jillimita |-uzu ta’ Nivolumab ghal
second line treatment biss fir-rigward ta’ NCLS, li tuza Nivolumab ghal
first line treatment ukoll ma jista’ qatt jitgies bhala substantial
modification (jekk tiehu l-ezempju ta’ Dr Refalo, gisu reserve issa
huwa tajjeb bizejjed biex jibda I-loghba). L-istess prodott ikun ged
jintuza ghall-istess therapeutic indications, biss tkun inbidlet I-ordni
(cioé, ged tintuza bhala first line flok second line).

»Huwa minnu li n-negotiated procedure 6034 mhux limitat ghal Nivolu-
mab izda jinkludi prodott iehor, Ipilumumab.

»L-appellanti ma ressget |-ebda prova jew sottomissjoni fir-rigward ta’
kif modifika ta’ din in-natura tikkwalifika bhala modifika sostanzjali. L-
appellanti sempliciment argumentat li t-2018 tender ma ta l-ebda
awtorita lis-CPSU li 2018 tender tidhol fnegozjati ma AM Mangion ai
termini ta’ klawzola 1.4 tat-2018 tender.

»Regolament 153(b)(ii) u (iii) tar-Regolamenti
»L-Appellanti ... ... ... tallega hekk:

»“‘lzda gie ppruvat li l-awtorita appellata ma setghet qatt tistrieh
fuqg il-fatt i “competition is absent for technical reasons” jew li
hemm bzonn ta' “protection of exclusive rights, including
intellectual property rights” ghaliex il-prodotti mixtrija mill-awtorita
intimata permezz tan-negotiated procedure 6034/21 ghandu varji
kompetituri.”

»Din il-prova li tirreferi ghaliha I-appellanti ma tohrog minn imkien.
Zgur ma tohrogx mix-xiehda ta’ Dr Refalo.

»L-unika haga li giet ippruvata b’mod skja¢c¢anti u irrifjutabbli permezz
tax-xiehda quddiem il-Bord ta’ Revizjoni hija li Nivolumab u Pembroli-
zumab huma prodotti differenti, mhux biss fl-isem, u li mhumiex
interkambjabbli.

»ll-fatt li Nivolumab mhuwiex I-unika PD1 inhibitor fis-sug mhux
kontestat. L-angas huwa kkontestat li kemm Nivolumab (li huwa
prodott li tissuplixxi AM Mangion fMalta) kif ukoll Pembrolizumab (i
huwa prodott Ii tissuplixxi l-appellanti fMalta) huma PD1 inhibitors i
jistghu jintuzaw biex jittrattaw pazjenti li ghandhom kancer tal-pulmun.
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»Infatti, I-appellanti ghamlet numru ta’ mistogsijiet lil Dr Nick Refalo in
ezami biex jigi kkonfermat li dawn il-prodotti huma sostituti ta’ xulxin
izda ma rnexxilhiex.

»Dr Nick Refalo gal hekk dwar dawn it-tliet prodotti:

“... these drugs are not exactly replicas of each other. They are
not the same drug with a different name. They have different
uses.”

»Fir-rigward tal-uzu tal-prodott Pembrolizumab li tissuplixxi I-Appellanti
gal hekk Dr Refalo:

»“Right now it has uses in lung cancer. | would say primarily it is
used in lung cancer, especially in the metastatic setting, in both
squamous and non-squamous histology of lung cancer and it is
used either as a single agent when ... status is very high, above
50% or it can be used in combination with chemotherapy.”

»Meta |-avukat tal-appellanti sagsih specifikament fuqg melanoma u
renal cell carcinoma, u jekk Pembrolizumab huwiex approvat ghal
dawn, Dr Refalo gal hekk:

»“l am quite sure Pembrolizumab is approved in renal cell but
together with Acitimol which is a drug which we do not have.”

»Dr Refalo fir-rigward ta’ Nivolumab qal hekk:

»“So a drug like Nivolumab is used in multiple sites and we are
using it in bladder cancer. It is currently being used in lung cancer.
It is used in melanoma. It is used in renal cell cancer. | mean the
list goes on. There are many sites.”

»Ipilimumab mhuwiex PD1 inhibitor. Ipilimumab huwa prodott differenti
li jintuza ma Nivolumab. Dr Refalo gal hekk meta mistogsi mill-
appellanti:

»‘Lawyer: Now let me ask you the same question about
Ipilimumab. Are you familiar with that treatment?

“» Witness: Yes, as opposed to PDL1, this is CLA4 and it is
usually in many sites, not all, combined with Nivolu-
mab.

»“‘Lawyer: And when combined with Nivolumab, what are the
therapeutic indications for which it is approved and
used in Malta?

»“Witness: | am quite sure that it is currently used in Malta
together with Nivolumab in melanoma. It is used in
renal cell cancer. It is also currently used in lung
cancer. And it can be used in other sites but | think
these are the main uses right now.”

»L-avukat tal-appellanti sagsih hekk ukoll lil Dr Refalo:

»‘Lawyer: | think from what | am understanding, there are
multiple treatments that can be used for certain
therapeutic indications. How would a consultant
decide which one to use on a patient? | know this is
technically a very complex decision for a consultant
but is there a point of reference that one would
typically refer to?

Pagna 21 minn 33



Appell numru 362/2021/1 23/02/2022

»“Witness: One looks at the recommendations. There are many
tools you can use. Usually at SAMOC we use the up-
to-date data which tries to gather this data and keep
refreshing it. Results and toxicity are the main
indicators and also our personal experience because
it is very easy to have data in a trial but it does not
necessarily translate in the real world. ... ... ... A
patient may have a particular age, particular con-
ditions. In the real world, this is not always easy to
replicate, as you can understand.”

»Hawnhekk, Dr Refalo kien ged jispjega kif, nonostante li r-rakko-
mandazzjonijiet ta’ Certi entitajiet huma relevanti, fl-ahhar mill-ahhar
dawk ir-rakkomandazzjonijiet huma bazati fuq trials li jkunu saru fuq
grupp ta’ pazjenti li mhux necessarjament ghandhom l-istess karatter-
isti¢i (etd, piz, kundizzjonijiet partikolari, etc.) bhal pazjenti ohra.

»Dr Refalo huwa onkologu u Clinical Chairperson of the Haematology
and Oncology Department u huwa I|-unika persuna teknika fuq is-
suggett li xehed quddiem il-Bord ta’ Revizjoni.

»Huwa ¢ar ... ... ... li kull prodott (anki meta jintuza ma prodott iehor)
ghandu uzu specifiku, u anki jekk wiehed ged jitkellem fug pazjenti li
ghandhom l-istess marda (kancer tal-pulmun), ma jfissirx li kull prodott
jista jintuza f’kull sitwazzjoni.

»ll-fatt li, fis-summary product characteristics, Pembrolizumab jista’
jkun approvat ghal therapeutic indication li huwa wiehed mill-istess
therapeutic indications ghal liema huwa approvat Nivolumab ma
jfissirx li I-onkologu jista’ jaghti jew wiehed jew l-iehor (cioé, li huma
interkambjabbli).

»L-appellanti, ghaliex ix-xiehda ta’ Dr Refalo in ezami minnha stess
ma ghogbithiex, issa ged tipprova targumenta li |-fatt li Nivolumab u
Pembrolizumab mhumiex replika ta’ xulxin mhux kontestat — u dan
wara li ppruvat, permezz tax-xiehda ta’ l-istess Dr Refalo, tipprova li
huma interkambjabbli.

»lzda fir-rikors taghha quddiem il-Bord ta’ Revizjoni argumentat li
Pembrolizumab huwa “reasonable alternative” jew “substitute” ghal
Nivolumab u Ipilumumab u li Pembrolizumab “does not have different
technical characteristic to Nivolumab and/or Ipilumumab which would
result in incompatibility or disproportionate technical difficulties”. Dan
huwa kliem l-appellanti fir-rikors li pprezentat quddiem il-Bord ta’
Revizjoni biex tikkonvinc¢i lill-bord li CPSU kellha tippublika sejha
(miftuha) u mhux tmur dirett ghand AM Mangion.

Moor v i [-appellanti tghid li fil-verita Pembrolizumab huwa “reason-
able alternative or substitute” ghal Nivolumab/Ipilimumab ghall-certu
therapeutic indications, senjament dawk mertu tan-negotiated pro-
cedure 6034.

»Jekk din l-allegazzjoni hija korretta, kellha tigi pruvata quddiem il-
Bord ta’ Revizjoni biex |-istess bord seta’ jiddeciedi jekk in-negotiated
procedure 6034 kienx permissibbli.

»Mix-xiehda ta’ Dr Refalo, in ezami mill-appellanti stess, johrog b’mod
¢ar u inekwivoku li Nivolumab/Ipilimumab u Pembrolizumab ghand-
hom “technical characteristics” differenti: Qal hekk Dr Refalo:
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»“... these drugs are not exactly replicas of each other. They are
not the same drug with a different name. They have different
uses.”

»L-appellanti, biex tiskarta dawn il-fatti, qed targumenta li dan kien
argument mahlug u imgajjem mill-Bord ta’ Revizjoni ex officio wara li
interpreta b’mod hazin dak li xehed Dr Refalo.

»Dan mhux minnu.

»L-ewwel nett, ir-rikors tal-appellanti quddiem il-Bord ta’ Revizjoni kien
bazat fuq il-fatt li Nivolumab/Ipilimumab u Pembrolizumab huma inter-
kambjabbli, kif spjegat hawn fug.

»lt-tieni nett, regolament 153(b)(ii) u (iii) jippermettu |-provvista ta’
prodotti minn operatur ekonomiku partikolari fdawn i¢-Cirkostanzi: (a)
meta ma jkunx hemm kompetizzjoni minhabba ragunijiet teknici; u (b)
minhabba |-protezzjoni ta’ drittijiet eskluzivi, inkluz drittijiet ta’ proprjeta
intellettwali, biss meta ma tezistix alternattiva jew sostitut ragonevoli.

»|s-CPSU fir-risposta taghha intavolata quddiem il-Bord ta’ Revizjoni
datata 4 ta’ Ottubru 2021 tghid hekk:

»“CPSU, which was already procuring the services of Nivolumab
treatment from A.M. Mangion Limited, entered into negotiations
with A.M. Mangion in accordance with clause 1.4 of the contract,
after due authorisation given by the Department of Contracst to
enter into negotiations with A.M. Mangion in accordance with
regulation 153(b) (ii) and (iii) of the PPR”.

»Fix-xiehda ta’ Ms Gili (Dipartiment tal-Kuntratti), gie kkonfermat li
CPSU stranet fug regolament 153(b)(ii) u (iii)), u li l-approvazzjoni
ghax-xiri ta’ Nivolumab saret abbazi ta’ din ir-raguni:

»“the absence of competition for technical reasons and the pro-
tection of exclusive rights.”

»Din l-approvazzjoni inghatat fApril 2021, kif konfermat fix-xiehda ta’
Ms Gili.

»In vista tas-suespost, AM Mangion ma tistax tithem kif I-appellanti
ged targumenta li din hija xi haga li I-Bord ta’ Revizjoni holom biha.

»Inoltre, mhux minnu li I-Bord ta’ Revizjoni fehem jew ged jinterpreta lil
Dr Refalo hazin. Dr Refalo kien ¢ar immens kif spjegat hawn fuq. IlI-
Bord ta’ Revizjoni, naturalment, strah fuq ix-xiehda ta’ Dr Refalo li iktar
minn darba kkonferma li I-prodotti huma differenti u ghandhom uzu
differenti. L-appellanti ma kellha ebda xhud iehor tekniku.

»Jigifieri I-Bord ta’ Revizjoni kellu xiehda wahda ta’ onkologu (li inzerta
mhux biss huwa onkologu izda jokkupa wkoll il-kariga ta’ Clinical
Chairperson of the Haematology and Oncology Department) liema
xiehda kienet kredibbli, ¢ara u mhux kontradetta.

»L-appellanti taghzel ukoll li tinjora punt iehor importanti hafna li hareg
mix-xiehda ta’ Dr Refalo.

»Dr Refalo, din id-darba in kontro-ezami mis-CPSU, ikkonferma li jekk
pazjent ged jigi trattat b’prodott partikolari, ma tistax tbiddel dak it-
trattament minghajr ma tippregudika s-sahha tal-pazjent.

»Qal hekk Dr Refalo:
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»“It is possible. It is not recommended, in the sense, the current
indications for this treatment once started on it is to discontinue it
after two years. And not before. So if particularly somebody is
doing well on the treatment, | think it would be crazy to dis-
continue it.”

»Dan l-appell jikkon¢erma prodott li ged jintuza biex itawwal |-hajja
tan-nies morda bil-kancer. It-trattament li jintuza mhux trattament ta’
gurnata jew gimgha izda trattament ta’ perjodu twil (tant hu hekk lit-
2018 tender kien jikkontempla “annual treatment” ta’ €60,000 ghal kull
pazjent u kien ghal perjodu ta’ sentejn, b’possibilta ta’ estensjoni ta’
sentejn ohra).

»L-appellanti tafu sew dan nonostante li tghid ... ... ... li n-negotiated
procedure 6034 inghata ghal valur “stratosferiku ta’ kwazi €8.5 miljun”.
Fil-kamp tat-trattament tal-kancer dan il-valur “stratosferiku” fil-verita
m’huwa stratosferiku xejn, tant hu hekk li huwa biss ghal 10 xhur
trattament. It-trattament b’Nivolumab biss kien stmat fit-2018 tender li
ma jabizx €60,000 kull sena ghal trattament ta’ persuna wahda biss.
L-appellanti kkunsidrat dan il-prezz bhala baxx tant hu hekk li quddiem
il-Bord ta’ Revizjoni kienet qalet hekk l-2018:

»“Although the risk sharing agreement (RSA) has been sub-
stantially improved from the original version, the contracting
authority is still applying an additional reduction over an already
capped treatment cost per year, thus driving the entry price to a
level well below the average EU Price.”

»Jigifieri, anki li kieku I-appellanti kellha ragun (cioe, li I-prodotti huma
sostituti ta’ xulxin), xorta wahda pazjent li beda trattament b’Nivolumab
ma’ Ipilumumab ma jistax jagbad u jbiddel it-trattament ghal Pem-
brolizumab qabel ma jghaddi perjodu minimu.

»AM Mangion tissottometti li I-Bord ta’ Revizjoni, wara li sema’ x-
xiehda ta’ Dr Refalo, ma kellu ebda ghazla hlief li jilga’ l-ewwel
eccezzjoni preliminari tas-CPSU.

»AM Mangion tinstab perplessa kif I-appellanti kienet ged tippretendi li
I-Bord ta’ Revizjoni jinjora u jiskarta I-unika xiehda teknika li saret.

»L-appellanti ... ... ... taghmel referenza ghal numru ta’ kawzi fejn il-
Bord ta’ Revizjoni ikkonkluda li sejha li kienet giet ippublikata b’refer-
enza ghal prodotti specifici kellha tinfetan ghal sostituti ta’ dawk il-
prodotti ukoll. Dan mhux kontestat. Jekk awtorita kontraenti ged tif-
formula sejha ghandha tiftah dik is-sejha ghal kompetizzjoni ghal dawk
il-prodotti kollha fis-suq li jistghu jissodisfaw in-necessitajiet tal-
awtorita kontraenti (infatti, il-kawzi kollha li ssemmi l-appellanti huma
pre-contractual remedy ai termini tar-regolament 262). Dan ma jfissirx
li dejjem hemm sostituti, jew li prodotti ta’ I-istess tip (bhal PD1
inhibitors) huma interkambjabbli, jew li jekk pazjent beda trattament
partikolari ghandek twaqqgfu kif jiskadi I-kuntratt u tbiddel it-trattament
tieghu, jew li jekk pazjent marad ftit xhur gabel ma jiskadi I-kuntratt
ezistenti ghandu jistenna sakemm jintrebah kuntratt gdid biex jinbeda
fuq trattament li s-CPSU tista’ tixtri ghad-durata tat-trattament kollu. It-
trattament tal-pazjenti mhux dejjem jikkoin¢idi mad-durata tal-kuntratt.

»ll-Bord ta’ Revizjoni qatt ma seta’ jilga’ l-appell tal-appellanti, meta
kellu xiehda ¢ara u mhux kontradetta ta’ espert fil-qasam partikolari li
kkonferma dak li qalet is-CPSU fl-ewwel ec¢¢ezzjoni preliminari.
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»L-appellanti tghid ukoll li s-CPSU, fit-trattazzjoni tal-kaz quddiem il-
bord, ma “ressget I-ebda argument sabiex tikkorrobora l-allegazzjoni
taghha li x-xiri ta’ Nivolumab u Ipilimumab kien ustifikat peress li
‘competition is absent’ jew li hemm bzonn ta’ ‘protection of exclusive
rights including intellectual property rights’ — minkejja li I-oneru kien
fugha stante li hija gajmet din id-difiza”.

»L-ewwel nett, il-kawza nfethet mill-appellanti, u l-allegazzjoni Ili s-
CPSU agixxiet b’mod skorrett saret mill-appellanti, allura hija I-
appellanti li kellha tipprova l-illegalita. Infatti, l-appellanti ppruvat
taghmlu dan, I-ewwel bix-xiehda ta’ Dr Refalo u wara bix-xiehda ta’ Ms
Gili.

»|t-tieni nett, ix-xiehda ta’ Dr Refalo u Ms Gili, kemm in ezami mill-
appellanti stess, kif ukoll in kontro-ezami, ikkorroboraw u kkonfermaw
il-posizjoni tas-CPSU kif spjegat hawn fug. Ma kien hemm ebda bzonn
ta’ prova ohra (apparti I-fatt li fMalta Dr Refalo ghandu wahda mill-
oghla karigi fil-qasam bhala Clinical Chairperson of the Haematology
and Oncology Department u ghalhekk ix-xiehda tieghu kienet iktar
minn bizejjed).

»ls-sottomissjonijiet saru kemm mis-CPSU kif ukoll minn AM Mangion
f'dan ir-rigward, kemm bil-miktub fir-risposti taghhom kif ukoll bil-fomm
guddiem il-Bord ta’ Revizjoni.

»|n vista tas-suespost, AM Mangion tissottometti bir-rispett li I-ewwel
aggravju ghandu jigi michud.«

29. L-awtorita kontraenti wiegbet hekk:

»ls-socjeta appellanti ssostni li r-rikors taghha quddiem il-Bord ta’
Revizjoni dwar Kuntratti Pubbli¢i kien wiehed ammissibli u li I-kuntratt
attakkat ma kienx permessibli skont il-ligi.

»L-awtorita kontraenti appellata tirribatti mill-gdid li dak pretiz mis-
socjeta appellanti huwa infondat kemm fil-fatt kif ukoll fid-dritt u dan
peress illi n-negotiated procedure kienet permessibbli mil-ligi u debita-
ment awtorizzata mid-Direttur tal-Kuntratti;

»L-ewwel nett |-awtorita kontraenti tixtieq tenfasizza quddiem din I-
onorabbli gorti illi I-kuntratt originali tal-2019, li gie ffirmat wara sejha
mahruga fl-2018 ... ... ... , kien jipprovdi ghall-possibilita illi il-kuntratt
ta’ sentejn jigi estiz b’sentejn ohra.

»Minkejja xi tibdiliet li saru fit-tender document mahrug fis-sena 2018
wara procedura gabel id-data tal-gheluq quddiem ii-Bord ta’ Revizjoni
dwar Kuntratti Pubblic¢i, imkien ma gie espressament indikat fit-tender
li dan it-trattament jista’ jintuza biss ghal tipi ta’ kancer partikolari, u I-
ammont ta’ pazjenti li kellhom jinghataw dan it-trattament kien biss
indikattiv (“approximately”) u dan ghal ragunijiet ovvji peress li wiehed
gatt ma jista’ jghid kemm se jimirdu nies pre¢izament f'sena.

»Fuq kollox l-awtorita kontraenti appellata tixtieq tenfasizza li dan il-
kuntratt kien u ghadu abbazi ta’ pay per use.

»Minflok b’sentejn, l-awtorita kontraenti appellata ghazlet li tmur biss
ghal perjodu ferm igsar u cioe ta’ ghaxar (10) xhur fuq il-kuntratt
originali u dan jirrifletti responsabbilta da parti tal-awtorita kontraenti a
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kuntarju tal-mala fede allegata mis-socjeta appellanti, li marret ghal
din il-pro¢edura ghal zmien qasir sakemm, minkejja li I-kompetizzjoni
hija niegsa, tinhareg sejha pubblika.

»ls-socjeta appellanti ged issostni illi regolament 153(b) (ii) u (iii) ma
kienx applikabbli ghac¢-¢irkostanza in kwistjoni u dan hekk kif, skont I-
appellant, ghandu varji kompetituri.

»Primarjament |-awtoritd kontraenti esponenti ssostni illi huwa prin-
cipju bazilari li min jallega jrid jipprova u l-appellanti nagsu milli jpoggu
prova sodisfacenti li I-prodott akkwistat kellu varji kompetituri.

»Minkejja li l-awtorita kontraenti appellata tafferma I-principju li, filwaqt
li l-istat ghandu jakkwista |-prodotti li ghandu bzonn, it-termini tas-
sejha/talba ghandhom jibgghu miftuha kemm jista’ jkun biex jas-
siguraw kemm jista’ jkun kompetizzjoni, dan il-prin¢ipju ghandu jigi
trattat b’Certa kawtela fil-gasam tal-akkwist pubbliku ghas-servizz tas-
sahha.

»Regolament 153(b) jipprovdi hekk permess ta’ proviso:

»“lzda |-eccezzjonijiet stabbiliti fis-sub-paragrafi (ii) u (iii) ghand-
hom japplikaw biss meta ma tezistix alternattiva jew sostitut
ragonevoli u n-nugqgas ta’ kompetizzjoni mhijiex konsegwenza ta’
limitazzjoni artificjali fil-parametri tal-akkwist;”

»Kemm l-alternattiva hija ragonevoli fdan il-kaz ghandha kemm jista’
jkun tkun minghand il-klini¢i u dan sabiex jigi dejjem salvagwardjat I-
agwa servizz u l-aqwa kura ghall-pazjent.

»F’dan il-kaz xehed fuq talba tal-appellanti dak li huwa fl-umli fehma
tal-awtorita kontraenti appellata l-aqwa persuna li setghet tixhed fir-
rigward ta’ dan il-prodott medicinali u cioe I|-Professur Nick Refalo,
onkologu ta’ esperjenza li huwa ¢-chairperson kliniku tad-Dipartiment
tal-omatologija u l|-onkologija (I-Isptar tal-Onkologija Sir Anthony
Mamo).

»Ix-xiehda tal-Professur Nick Refaio tikkonferma li I-prodott illi tis-
suplixxi s-socjeta appellanti u dak li tissuplixxi s-socjeta apellata huma
konsiderevolment differenti tant li ghandhorn ukoll uzu differenti.

»Fil-fatt il-Professur Refalo jghid:

»“... these drugs are not exactly replicas of each other. They are
not the same drug with a different name. They have different
uses.”

«Fuq kollox il-Professur Nick Refalo fix-xiehda tieghu qal illi I-prodotti
akkwistati bil-kuntratt attakat tant ma humiex identi¢i ghal prodotti
ohra, tant hu hekk illi idealment ikollu access ghalihom it-tnejn.

»Aktar mix-xiehda ¢ara tal-Professir Nick Refalo ... ... ... wiehed ma
jistax ikollu u ghaldagstant ... ... ... il-Bord ta’ Revizjoni kien ikun
‘pruzuntuz’ li jmur kontra I-kelma tieghu u jghid li I-Pembrolizumamb
kien sostitut ragonevoli meta kellu wiehed mill-aqwa Klini¢i fil-qasam li
gal kjarament I-oppost.

»Ghaldaqgstant stante li gie ampjament ippruvat li r-rekwiziti tar-regola-
ment 153(b) (i), (iii) gew issodisfatti, dan lI-ewwel aggravju ghandu jigi
michud.«
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Fil-fehma tal-qorti konsiderazzjonijiet differenti jghoddu fil-kaz ta’ Nivolu-

mab u fil-kaz ta’ Ipilumumab.

ll-kuntratt originali ghax-xiri ta’ Nivolumab kien ghal sentejn izda jikkon-
templa I-possibilita ta’ tigdid ghal sentejn ohra. ll-konsiderazzjonijiet li
jghoddu hawn huma l-istess bhal dawk fil-kaz tar-rikors 361/2021 bejn |-
istess partijiet dwar estensjoni tal-istess kuntratt ghall-istess prodott. Biex
ma jsirux ripetizzjonijiet zejda, il-qorti taghmel referenza ghall-konsider-
azzjonijiet maghmula fis-sentenza moghtija llum fl-istess kaz billi jghoddu
ghall-kaz tallum ukoll safejn jolgot Nivolumab. Fil-qosor, I|-estensjoni
setghet validament issir billi kien jahseb ghaliha I-kuntratt originali u ma
sarux tibdiliet sostanzjali, u ma ghandhiex tkun invalidata ghax l-awtorita
kontraenti nqdiet bil-procedura negozjata flok bil-procedura, possibilment
aktar semplic¢i, ta’ tigdid tal-kuntratt, ghalkemm fiz-zewg kazijiet hija

mehtiega l-approvazzjoni tad-Direttur tal-Kuntratti.

Konsiderazzjonijiet differenti jghoddu fil-kaz ta’ Ipilumumab.

Mix-xiehda li tressqet quddiem il-Bord ta’ Revizjoni rrizulta illi waqt il-kors
tal-kuntratt originali nstab illi ¢erti kondizzjonijiet medic¢i setghu jigu trattati
b’kombinazzjoni ta’ Nivolumab u Ipilumumab. Ukoll jekk ma hux eskluz li
I-istess kondizzjonijiet jistghu jigu trattati wkoll b’Pembrolizumab, il-prodott
importat mill-appellanti, u wkoll jekk tghid sew Il-appellanti illi hemm
prodott li jista’ jikkompeti mal-kombinazzjoni ta’ Nivolumab u Ipilumumab,
madankollu ma jirrizultax illi I-istess kondizzjonijiet jistghu jigu trattati
b’kombinazzjoni ta’ Nivolumab u Pembrolizumab, u ghalhekk Pembrolizu-

mab ma huwiex prodott li jikkompeti ma’ Ipilumumab jekk ghandu jintuza
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34.

35.

36.

37.

b’kombinazzjoni ma’ Nivolumab. Jidher ghalhekk li kienet tiswa d-
decizjoni li jinxtara Ipilumumab flok issir sejha ghal prodotti li jikkompetu
mieghu, ladarba ga, minn zmien il-kuntratt originali, kien gieghed jintuza

Nivolumab u hu ghalhekk mehtieg prodott li jista’ jintuza flimkien mieghu.

Jidher li l-appellanti implicitament tammetti dan meta waqt it-trattazzjoni
bil-fomm argumentat illi, ukoll jekk ma hemmx prodotti li jikkompetu mal-
prodott maghzul fdan il-kuntest partikolari, dan ma jfissirx li ma hemmx
kompetizzjoni bejn fornituri tal-prodott: billi I-AMML hija l-agent lokali tad-
dar li tipproduci Ipilumumab, dan ma jfissirx illi ma tistax timportah ukoll I-
appellanti ghax |-“importazzjoni parallela” ta’ prodotti farmacewtic¢i hija
le¢ital u ghalhekk ma jistax jinghad illi hemm i¢-¢irkostanzi li jahseb ghali-
hom ir-reg. 153(b) (ii) u (iii) ghax il-prodott ikun I-istess, ghalkemm il-

fornitur differenti.

L-aggravju ghalhekk huwa tajjeb safejn jolgot ix-xiri ta’ Ipilumumab izda

mhux ukoll ix-xiri ta’ Nivolumab.

Dan ghandu jwassal ghal dikjarazzjoni ta’ ineffettivita tal-kuntratt ghax-xiri

ta’ Ipilumumab?

Ir-reg. 280(2) tal-L.S. 601.03 ighid hekk:

»280. (1) ... ... ...

»(2) Il-Bord ta’ Revizjoni ma jistax jiddikjara kuntratt bhala ineffettiv,
minkejja I-fatt li jkun gie moghti illegalment, ghar-ragunijiet imsemmija
fir-regolament 277, jekk il-Bord ta’ Revizjoni jikkonkludi, wara li jeza-
mina l|-aspetti kollha rilevanti, li r-ragunijiet aktar importanti li jirri-
gwardaw interess generali jehtiegu li l|-effetti tal-kuntratt ghandhom
jinzammu fis-sehh.«

1

Ara https://ec.europa.eu/commission/presscorner/detail/en/IP_18 3459.
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38. Il-kwistjoni jekk, meqgjusa I-fatturi kollha relevanti, hemmx “ragunijiet aktar
importanti li jirrigwardaw interess generali” biex il-kuntratt jinzamm fis-
sehh hija mhollija, ghallingas fl-ewwel grad, ghad-decizjoni tal-Bord ta’
Revizjoni, bhalma hija wkoll imhollija ghall-istess bord id-decizjoni jekk
jimponix penalitajiet taht ir-reg. 280(1) u jordnax il-hlas ta’ danni taht ir-
reg. 278. ll-qorti ghalhekk sejra biss tiddikjara li |-kuntratt ghax-xiri ta’
Ipilumumab sar bi ksur tal-ligi, u tibghat il-kaz lura lill-Bord ta’ Revizjoni

ghad-determinazzjoni tal-kwistjonijiet I-ohra msemmija f'dan il-pargrafu.

39. Nghaddu ghat-tieni aggravju tal-appellanti, li gie mfisser hekk:

»|l-bord strah ukoll fuq il-fatt li d-Direttur tal-Kuntratti approva |-ghotja
tan-negotiated procedure 6034/21: “The testimony under oath of Ms
Jacqueline Gili, representing the Department of Contracts, whereby
she stated that the Department received a request, processed the
recommendation and the General Contract Committee decided
whether to grant approval — there was only one phase of approval and
the grounds for justification was regulation 153(b)”” u konsegwente-
ment il-bord wasal ghall-konkluzjoni li n-negotiated procedure 6034/21
inghata skont il-ligi.

»ls-soéjeta appellanti bla tlagliq tissottometti li Il-awtorizazzjoni
moghtija mid-Direttur tal-Kuntratti fdan il-kaz ma tiswiex peress Ii |-
awtorizazzjoni hija vizzjata bl-izgwidar tal-awtorita appellata meta
talbitu I-permess.

»Skont il-ligi l-uzu u I-ghoti ta’ negotiated procedure without prior
publication jitlob I-approvazzjoni tad-Direttur tal-Kuntratti u anke li din
tigi mitluba mill-awtorita kontraenti bil-miktub minn gabel:

»“Regolament 150 tar-Regolamenti:

»“Upon being requested in writing by the contracting authority the
Director may, subject to any conditions he may deem appropriate
to impose, approve the use of the negotiated procedure without
prior publication for public works contracts, public supply contracts
and public service contracts as specified in the following
regulations.

»“The request made by the contracting authority must duly
substantiate the need for the negotiated procedure.”

»Ghalhekk, huwa ¢ar u manifest li [-awtorita appellata deliberatament
zgwidat lid-Direttur tal-Kuntratti sabiex tikseb I-approvazzjoni tal-istess
ghall-ghoti tan-negotiated procedure 6034/21 u dan ghaliex ma
spjegatx li hemm prodotti li jikkompetu mal-kombinazzjoni ta’ Nivolu-
mab u Ipilimumab.
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»ls-sinjura Gili inoltre spjegat li hija I-prassi tad-Direttur tal-Kuntratti li
jistrieh fuq ir-ragunijiet moghtija mill-awtorita kontraenti u li jassumu li I-
istess tkun ghamlet prior market research. Id-Direttur tal-Kuntratti ma
jaghmlux investigazzjonijiet awtonomi jew indipendenti dwar il-prodott
jew fuq is-suq imma jistriehu unikament fuq dak li jinghad lillhom mill-
awtorita kontraenti:

»“Normally, the DoC [Department of Contracts] relies on the
assessment of the authority in making the decision.

»[..]

“The DoC would assume that market research would have been
done to justify the authority stating that competition was absent.

»Ghalhekk huwa palezi li ¢ertament la hemm kaz ta’ “competition is
absent for technical reasons” jew ta’ “protection of exclusive rights,
including intellectual property rights”.

»Ghal dawn ir-ragunijiet u ohrajn li jistghu jingiebu skont il-ligi, dan I-
aggraviju ghandu jintlaga’ u ghalhekk ir-rikors odjern huwa ammissibbli
ai termini tar-regolament 277(2) tar-Regolamenti stante li l-approv-
azzjoni moghtija mid-Direttur tal-Kuntratti hija vizzjata u I-ghotja tan-
negotiated procedure 6034/21 gatt ma kienet approvata skont il-ligi.«

40. AMML wiegbet hekk:

»Ms Gili kkonfermat quddiem il-bord li (i) kien hemm talba ghall-
approvazjoni, u (i) li -approvazzjoni nghatat.

»Nonostante dan, l-appellanti tghid “bla tlagliq” li “l-awtorizazzjoni
moghtija mid-Direttur tal-Kuntratti fdan il-kaz ma tiswiex peress |i |-
awtorizazzjoni hija vizzjata bl-izgwidar tal-awtoritd appellata meta
talbitu I-permes”.

»Is-CPSU bl-ebda mod ma zgwidat lid-Dipartiment tal-Kuntratti meta
stranet fugq 153(b).

»Infatti, kemm Nivolumab u Ipilimumab huma patented u Nivolumab u
Ipilimumab jista’ jigi provdut minn AM Mangion biss hawn Malta. L-
ebda wiehed minn dawn il-fatti huwa kkontestat.

»Nonostante dan kollu, l-appellanti b’mod inspjegabbli tallega li “I-
awtorita appellata deliberatament Zzgwidat lid-Direttur tal-Kuntratti
sabiex tikseb I-approvazzjoni tal-istess ghall-ghoti tan-negotiated
procedure 6034/21 u dan ghaliex ma spjegatx li hemm prodotti li
jikkompetu mal-kombinazzjoni ta’ Nivolumab u Ipilimumab.

Poer e kieku kien hemm xi mala fede min-naha tas-CPSU, kienet
taghti estensjoni ta’ sentejn u mhux ta’ 10 xhur.

»Inoltre, kif ikkonferma Dr Refalo, Pembrolizumab mhuwiex sostitut
identiku ta’ Nivolumab u Ipilimumab.

»ll-fatt li d-Dipartiment tal-Kuntratti strah fuq l-ispjega tas-CPSU ma
tfisser xejn. Huwa owvju li d-Dipartiment tal-Kuntratti ha jistrih fuq is-
CPSU i hija esperta fl-akkwist tal-medi¢ina. In ogni caso, li kieku
investiga u saqgsa lil Dr Refalo, chairman tas-Sir Anthony Mamo
Oncology Centre xorta wahda kien jaghti l-approvazzjoni tieghu
ghaliex ... ... ... huma prodotti differenti, mhux biss fl-isem.
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»Minghajr predgudizzju ghas-suespost, anki jekk ghal grazzja tal-
argument il-modifika marret oltre ‘estensjoni pura’ (li ... ... ... mhux il-
kaz), I-appellanti tista’ tattakka biss dik il-parti tal-modifika li tmur oltre
estensjoni pura u mhux in-negotiated procedure 6034 kollu.

»In vista tas-suespost, AM Mangion issostni bir-rispett li anki dan I-
aggravju huwa ghal kollox infondat u ghandu jigi michud.«

41. L-awtorita kontraenti wiegbet hekk:

»Fit-tieni aggravju taghha s-socjeta appellanti ged tallega illi d-
decizjoni tad-Direttur tal-Kuntratti kienet wahda vizzjata bl-izgwidar tal-
awtorita kontraenti appellata, tant hu hekk li fir-rikors tal-appell I-
appellanti ged jghidu ukoll li “l-awtorita appellata deliberatament
zgwidat lid-Direttur tal-Kuntratti sabiex tikseb |-approvazzjoni”.

»B’dan kollu s-socjeta appellanti ged tallega mala fede da parti tal-
awtorita kontraenti appellata liema mala fede ma tirrizulta minn ebda
mill-provi prodotti u b’ebda mod ma giet ippruvata mis-soc¢jeta appell-
anti li ged tallegaha.

»L-awtorita kontraenti appellata tibqa’ ssostni li, ghar-ragunijiet indikati
fil-paragrafi b’risposta ghall-ewwel aggravju, ir-ragunijiet moghtija fil-
ligi huma fondati fil-fatt u fid-dritt u ghaldagstant |-awtorizzazjoni hija
wahda perfettament valida.

»Filwaqt li zzomm ferma I-posizzjoni taghha indikata fil-paragrafu pre-
¢edenti, minghajr pregudizzju ghas-suespost, issostni li kwalunkwe
decizjoni li tittiehed, jew kwalunkwe suggeriment li jinghata, jista’ jkun
suggett ghad-diskussjoni u ghall interpretazjonijiet varji, u b’hekk
jezistu I-grati u I-korpi aggudikattivi.

«Madanakollu, minkejja li azzjoni jew pozizzjoni tkun ged tigi inter-
pretata b’mod differenti minn kif forsi partijiet ohra jtstghu jinter-
pretawha, ma ffissirx li hemm xi azzjoni deliberata malizzjuza biex
jintlahaq xi ghan partikolari u dan japplika ghall kaz prezenti ghaliex
jekk kien hemm fatt li rrizulta bi¢-¢ar fis-smigh quddiem il-bord kien i I-
awtorita kontraenti dejjem agixxiet in buona fede u l-intenzjoni taghha
kienet li dejjem taderixxi mal-provvedimenti tal-ligi, kif fil-fatt ghamlet.

»ll-fatt jibga’ li d-Direttur tal-Kuntratti ta I-approvazzjoni tieghu skont il-
ligi, wara li sema’ lill-awtorita kontraenti, u ghaldagstant I-approvazz-
joni tad-Direttur tal-Kuntratti hija legalment valida; ghaldagstant ma
jista’ qatt dan il-kuntratt jigi ddikjarat ineffettiv u dan peress illi regola-
ment 277 tar-Regolamenti dwar I-akkwist pubbliku jipprovdi hekk:

»[...]

»“(2) Parti interessata tista’ titlob il-Bord ta’ Revizjoni biex jid-
dikjara kuntratt iffirmat ineffettiv biss jekk I-awtorita responsabbli
ghat-tmexxija tas-sejha jew l-awtoritd kontraenti tkun wettget I-
ghoti tal-kuntratt minghajr pubblikazzjoni minn qgabel ta’ awviz ta’
kuntratt fil-Gurnal Uffigjali tal-Unjoni Ewropea bla ma dan kien
konformi mad-Direttiva 2014/23/UE, id-Direttiva 2014/24/UE u d-
Direttiva 2014/25/UE.

»[...I”
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»F'dan il-kaz l-awtorita kontraenti kienet konformi mad-Direttiva
2014/24/EU kif trasposta fir-Regolament dwar I|-Akkwist Pubbliku
partikolarment regolamenti 150 et seq.

»Regolament 150, kwotat ukoll mis-socjeta appellanti, jipprovdi illi “t-
talba maghmula mill-awtorita kontraenti ghandha debitament tissos-
tanzja |-htiega tal-pro¢edura negozjata”.

»Galadarba I-awtorizzazjoni nghatat, ifisser li t-talba kienet sostanzjata
u dan kollu juri li l-awtorita kontraenti kienet konformi mad-Direttiva in
buona fede u ebda parti minn dan il-pro¢ess ma kien vizzjat kif allegat,
izda mhux ippruvat, mis-socjeta appellanti.

»Ghaldagstant dan l-aggravju ghandu jigi michud.«

Dan l-aggravju fi¢-Cirkostanzi jibga’ relevanti ghall-kuntratt dwar Nivolu-

mab, billi ga rajna li I-kuntratt dwar Ipilimumab inghata hazin.

Ghalkemm rajna, fil-konsiderazzjonijiet dwar l-aggravju ta’ gabel dan, illi |-
kuntratt ghal Ipilimumab inghata hazin, ghax mhux minnu li ma hemmx
kompetizzjoni, mhux ghall-prodott izda ghall-fornitur lokali, u tghid hazin
AMML illi “Ipilimumab jista’ jigi provdut minn AM Mangion biss hawn
Malta”, l-allegazzjoni li I-kunsens tad-Direttur tal-Kuntratti, li, kif rajna, kien
mehtie§ kemm ghal Ipilimumab u kemm ghal Nivolumab, sar bi hsieb ta’
gerg jew in mala fide minn imkien ma tirrizulta provata, u din I-allegazzjoni

hija biss sintomu tal-istil ta’ kitba x’aktarx iperboliku tal-appellanti.

Billi dan I-aggravju ma jzid xejn ma dak li nghad dwar I-ewwel aggravju,

ma hu mehtieg ebda provvediment dwaru.

Ghal dawn ir-ragunijiet il-qorti, wara li tichad |-e¢cezzjoni ta’ dekadenza,
tiddisponi mill-appell ta’ ADCL billi tilgghu safejn jolqot il-kuntratt dwar
Ipilumumab u tichdu safejn jolqot il-kuntratt dwar Nivolumab. Tiddikjara li
I-kuntratt ghax-xiri ta’ Ipilumumab sar bi ksur tal-ligi u tibghat I-atti lura lill-
Bord ta’ Revizjoni ghad-decizjoni ta’ dan dwar il-kwistjonijiet imsemmija fil-

para. 38, supra.
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46. L-ispejjez ta’ dan l-appell jingasmu hekk: AMML thallas I-ispejjez taghha u

l-ispejjez |-ohra jingamu bin-nofs bejn l-awtorita kontraenti u I-appellanti.

Mark Chetcuti Giannino Caruana Demajo Anthony Ellul
Prim Imhallef Imhallef Imhallef

Deputat Registratur
da
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