PUBLIC CONTRACTS APPEALS BOARD
Case No. 211
Adv. No. 234/2009; CT/2339/2009; GPS 02.095.T09MH

Tender for the Supply of Statin Preparation — Simvatatin Tablets/Capsules
(10mg, 20mg, 40mg and 80mg)

This call for tenders was published in the Govemin@gazette on 19 June 2009. The
closing date for this call for offers was 11 Augge09.

The estimated budget for this tender was € 2,417,53
Nine (9) tenderers had originally submitted thdiers

Rodel Ltd acting on behalf of Accord Healthcare fikeld an objection on the 12
February 2010 following notification received frahe Contracts Department
wherein the tenderer was informed that its offes Waing rejected for being non-
compliantsince the product is not locally registered andatwek stamp was not
included in Annex IX with the consequence thattdreler was being recommended
for cancellation.

The Public Contracts Appeals Board composed of Nhed Triganza as Chairman
and Mr. Anthony Pavia and Mr. Carmel J Espositmasbers convened a public
hearing on Wednesday, 28 July 2010 to discusthection.

Rodel Ltd
Dr Norman Vella Director
Dr Simon Galea Testaferrata Legal Representative
Mr Manoj Prakash Representative of Accord Healta Ltd
Mr Samrat Kamdar Representative of Accord Healthd td

Government Health Procurement Services (GHPS)
Ms Anna Debattista Director

Adjudicating Board
Ms Miriam Dowling Chairperson
Ms Miriam Azzopardi Member

Department of Contracts
Mr Francis Attard Director General (Contracts)



After the Chairman’s brief introduction as to hdwe thearing was going to be
conducted, the appellant was invited to explainntioéive/s of the objection.

Dr Norman Vella, representing Rodel Ltd, the apgpliCompany, explained that by
letter dated 5 February 2010, the Department oti@ots informed his firm that the
tender was recommended for cancellation and tisdirm’s offer was found non-
compliant because the ‘product is not locally resgesd’ and ‘in Annex IX bank stamp
is not included’. Dr Vella added that his firm ha@cted to these two issues raised by
the Department of Contracts in the reasoned leftebjection dated 18 February
2010.

Dr Vella pointed out that clause 11 of Annex IMibhe tender document stated that:

“In the event that the medicinal product being tftedoes not have a valid
Marketing Authorisation, or a valid Article 126 Aifhorisation, or a valid
Parallel Importation Licence or a Central Authorigan by E.M.E.A. at the
closing date for the submission of the offer, ¢ Responsible/Qualified
Person, accept to undertake

) to ascertain that the offered medicinal produadugy
registered strictly within a 6-week period from ttlesing date
of the respective tender, or otherwise”

Dr Vella added that in the covering letter dateflugust 2009, submitted with
envelope 2, it was stated that ‘we can confirm Wahave started procedures to
register this product in Malta within 6 weeks undgicle 126A’. He stated that the
Medicines Authority issued the licences on the SoBer 2009 tcAccord Healthcare
Ltd in respect of the 10/20/40/80mg tablets, whicarizes were forwarded to the
GHPS and to the Contracts Department on the 9 Deee009.

Dr Galea Testaferrata, legal representative of Rliadie submitted that his client had
done its part in time to obtain the necessary tesrwithin the 6 week period but the
responsibility to issue licences for medicinesedsolely with the Medicines
Authority . He argued that his client could notgemalised because the Medicines
Authority failed to issue the licences within tfeguired 6-week period.

Mr Anthony Pavia, PCAB member, noted that the temldeument was quite clear in
the sense that the medicinal product offered hdmbteegistered strictly within a 6-
week period from the closing date of the respedtweler and he, therefore, asked for
a chronology of relevant events and the followiragwestablished (even following
some verifications carried out there and then bySslimrat Kamdar - a representative
of the foreign principals which Rodel Ltd represelatcally - over the phone with
officials of his firm):

* Closing date of tender: 11 August 2009
* 6 weeks after that date: 22 September 2009
» Date when licences were issued

by Medicines Authority: 5 October 2009

» Date on which the application



was sent to MA: 17 August 2009

(this was confirmed by Mr Samrat Kamdar even thduglas stated in the
appellant’s tender submission that action startedhf taken on the 7
August 2009 and received by MA on 19 August 009

Mr Manoj Prakash, representing Accord Healthcatk €kplained that most
companies did not use to register their producidatta because of the small size of
its internal market and, as a result, the Maltegbaities had introduced the 6-week
registration period so as to allow for both bettempetition and better prices. He
added that the grant of a licence within a 6-westkqga applied to a medicinal
product in respect of which a marketing authorsatiad already been issued in the
UK or in another EU member state.

Ms Anne Debattista, director GHPS, remarked that:

* besides the dates indicated above, one had tdhatithe call for tenders was
issued in the Government Gazette and on the depatsnwebsite on the 1Rine
2009;

* the information she obtained from the Medicineshiuity was that the appellant
Company had lodged its application to registefall doses of this medicine on
the 19August 2009;

* 6 weeks from the 11 August 2009 would be the 22epeper 2009 and the GHPS
was informed of the product registrations on tli2zegember 2009;

» she agreed with what Mr Prakash had stated thaiaMald adopted the 6-week
registration period following Malta’s accessiornthe EU because there was a
shortage of registered medicines in Malta, a sadaabhat has improved by time
and that it was reflecting itself in wider compietit and cheaper prices — e.g. this
call for tenders elicited 9 offers;

» one of the offers received, that by S.C. Labormiearfra S.A., was in fact found
to be compliant in all respects by the closing dditdhe tender and, consequently,
recommended for award with regard to item 1 - 1@aqgsules/tablets;

» it had been made amply clear to operators in thdiaimes sector that there should
be no direct link between the time the applicatmregister a product in Malta
was submitted and the participation in a tendepirggess but that the two
procedures had to be kept distinct from one anp#ref

» the fee to register a product in terms of Art. 126&s €116.46 (Lm 50).

Dr Galea Testaferrata raised the issue that itether of rejection datedFebruary
2010, the Contracts Department had indicated thatproduct is not locally
registered’ when the product was in fact registenethe 5 October 2009, i.e. well
before the 5 February 2010. He argued that onatra@nsider that as a very fine line
but still it was a very pertinent point so muchtisat he could not accept the reason
for disqualification as presented. Dr Galea Testata stated that he would perhaps



have accepted a reason for rejection stating flegptoduct had not been registered as
per Art. 126A.

Ms Debattista replied that the adjudicating boaskased the submission according
to the specifications and conditions set out intémeler document and when the
adjudicating board made that remark it meant tafroduct was not registered as
requested in the call for tenders.

Dr Galea Testaferrata remarked that in previous BP@écisions it was stated that the
GHPS had all the opportunity to carry out its ovemifications and that, although it
was not a legal obligation on the part of the cacting authority to do that, it was
certainly a moral obligation on the part of the ttacting authority to check with the
applicant or with the Medicines Authority whethke tproduct was in fact registered.

The Chairman PCAB commented that each case hagl¢orisidered on its own
merits as there were instances when seeking clatifns was either not considered
necessary or even not permitted.

Mr Carmel Esposito, a PCAB member, observed tre@HPS did not trace this
product on the 28 October 2009 list of productstgtions in terms of Art 126A on
the Medicines Authority website when the producs wafact registered on the 5
October 2009.

Ms Debattista reiterated that, first of all, theguct was not registered as on
22September 2009, as laid down in the tender comditiand that, albeit the product
was registered on 5 October 2009, it appearedeMtdicines Authority website for
the first time on 30 November 2009 and, moreover d@ppellant Company had stated
that it had informed the GHPS of this registration9 December 2009.

Ms Debattista remarked that there has been a dawelat in this respect in the sense
that competition has been on the increase in #gutosand, as a consequence, it was
decided to do away with the clause whereby tende@uld register their product
within 6 weeks from the closing date of the tendestead, proceeded Ms Debattista,
the department was insisting in the tender docuneitthe medicinal product had to
be registered as at the closing date of the temudmas being asked that a copy of
the registration certificate should be attached Dédbattista, however, pointed out
that the scenario was different when this calltéorders was issued.

Dr Galea Testaferrata insisted that the hearingtatick strictly with the reasons for
rejection, one of which clearly stated that ‘thedarct is not registered’ and he
claimed that that referred on 5 February 2010.a#tged that this same kind of
medicine was already being supplied to GHPS and,rasult, he questioned why the
contracting authority was going to disqualify a da@mnd relatively cheap product for
the sake of formalities.

Ms Debattista insisted that the adjudicating bdead to evaluate the offer on the
documentation submitted. She informed that Goventrhad issued calls for the
supply of small quantities of this medicine untith time that the tender under
reference was adjudicated and she confirmed tkeabthPS did place orders for this



product, supplied by the appellant Company sineeg duly registered on the
closing date and it was the cheapest.

Mr Prakash noted that the other seven tendererbdwa found non-compliant at
some stage of the tendering process and it app#aaetis firm remained the only
participating tenderer with regard to items 2 taet,20/40/80 mg tablets and so he
guestioned the rationale behind the cancellatiahisftender for a mere few
additional days taken to have the product regidiere. from 22 September to
50October 2009.

Ms Debattista remarked that the other tenderers vwgected for a number of reasons
ranging from the delivery period, not quoting fdrdosages, product registration, the
shelf life and missing information.

Dr Vella remarked that the small format of Annex‘Bfnancial Identification’ as
presented in the tender document did not allowegible printing of the tenderer’s
details and so the requisite information was pdrge an Accord Healthcare Ltd
letterhead, which information was certified as @trect and in order’ by Ms Joanna
Lewis, Senior Commercial Manager of HSBC plc anddited thereto were (a) a
copy of Ms Lewis’s business card and (b) the baatement of account no.
68021189. Dr Vella contended that this kind ohauatication by the bankers of
Accord Healthcare Ltd was by far superior to a bardber stamp with no
certification.

Dr Galea Testaferrata claimed that the form at Arxewas rather small for it to be
filled in properly and, as a consequence, it wasddel that they would submit it,
admittedly, in a different format but still withlahe requested information. He added
that although the letter did not bear the banldsngt still there were the certification
by Ms J Lewis, HSCB senior commercial manager,tardousiness card. Dr Galea
Testaferrata remarked that it was no justificatmdisqualify a tender on mere
grounds of formality when the things that mattenegdte in fact submitted.

Ms Debattista remarked that at tender opening steg€ontracts Department had
clearly indicated that, with regard to the appédl@ompany’s submission, Annex IX
‘Financial Identification’ had been found blank.

The Chairman PCAB observed that the adjudicatirayddid not raise any issue as
to the information submitted in the letter but siyngtated that the bank’s stamp was
not on the document.

Mr Manoj Prakash stated that his firm was inforrtieat it was not the practice at
HSBC to issue such information on its letterheatb@tamp such documents because
the current practice was to do that electronically.

Dr Galea Testaferrata considered that the cettiicanade by Ms J. Lewis and the
reproduction of her business card were adequatdigubs to the bank’s stamp. He
continued that his client had adopted this sameasgp when participating in other
tendering processes and no objections had beedraysthe contracting authorities.



Ms Debattista emphasised that on Annex IX ‘Findndentification’ it was clearly
indicated that ‘the bank stamp plus signature oklbr@presentative’ and the ‘date
plus signature of the account holder’ were all gétiory requirements.

The PCAB noted that with regard to the ‘Financiiritification’ form the appellants
submitted the following (a) in the tender submiss@ letter bearing the letterhead of
Accord Healthcare Ltd signed and dated by the addooider along with the
certification by Ms Joanna Lewis HSBC bank managgether with a photocopy of
Ms Lewis’s business card and certification andwhih the reasoned letter of
objection dated 18 February 2010, they submittedRmancial Identification’ form
on a letterhead of HSBC and signed by Ms JoannasLew

Dr Galea Testaferrata reiterated that one of theams why his client lodged the
appeal was the statement made on the 5 Februa@yi30the Contracts Department
that the ‘product is not registered’ and that nohmm was made that the product was
not registered within 6 weeks from closing datéeoider. After pointing out that (i)
the product had in fact been registered on thetdligc 2009, (ii) his client had
satisfied all the other conditions and (iii) higeat was already supplying this
medicine to GHPS, Dr Galea Testaferrata questitmedvisdom behind the
recommendation of the adjudicating board to rdptlient’s offer which would
consequently lead to the cancellation of the tender

As for the missing bank stamp, Dr Galea Testafercansidered that the requisites
stipulated in Annex IX were adequately satisfiedreif in a different format.

On his part, Mr Prakash remarked that, due to adays’ delay in the issue of the
product registration, the contracting authority wastemplating the rejection of his
tender which would lead to the cancellation oftéradering process and the initiation
of a fresh process which would take months to aaiel Mr Prakash, therefore,
appealed to the authorities to assess the situatibanly from the point of view of
the documentation presented but also from a widespgective.

Ms Debattista highlighted the following facts:
» the call for tenders was published on thegdd®e 2009;

» the product had to be registered either by thargjodate of the tender, i.e. the
11 August 2009, or, at most, 6 weeks after that,da. 22 September 2009;

» the adjudicating board had to evaluate accordinbegublished tender
conditions and it could not take into account teeedlopments that took place at
later stages; and

* one tenderer was in fact found entirely compliaithwegard to item 1.

Ms Debattista explained that the situation in Malts changing both with regard to
product availability/competition and to prices, ainwere going down as far as
medicine supplied to government was concerneddlstoeexplained that the prices of
medicine procured by government were significaokigaper from prices of medicine
purchased from private pharmacies).



At this point the hearing was brought to a close.

This Board,

* having noted that the appellants, in terms of tmeasoned letter of objection’
dated 18 February 2010 and also through their Vetlimmissions presented
during the public hearing held on 28 July 2010, bbjgcted to the decision
taken by the General Contracts Committee;

* having taken note of Drs Vella and Galea Testaf@sand Mr Prakash’s
interventions, particularly, wherein these (a)esfahat in their letter dated 7
August 2009, submitted with envelope 2, it wasestdhat they could confirm
that they had started procedures to register todyct in Malta within 6
weeks under article 126A, (b) stated that the Madi Authority issued the
licences on the 5 October 2009%ocord Healthcare Ltih respect of the
10/20/40/80mg tablets, which licences were forwdrtethe GHPS and to the
Contracts Department on the 9 December 2009, ifcaneed that the
responsibility to issue licences for medicinesedsolely with the Medicines
Authority and that they could not be penalised bseahe Medicines
Authority failed to issue the licences within tlegjuired 6-week period, (d)
raised the issue that in the letter of rejectioted®February 2010, the
Contracts Department had indicated that ‘the producot locally registered’
when the product was in fact registered on the tolaar 2009, i.e. well before
the 5 February 2010, (e) remarked that the smatidib of Annex IX
‘Financial Identification’ as presented in the tendocument did not allow for
legible printing of the tenderer’s details and se tequisite information was
printed on an Accord Healthcare Ltd letterhead ciwhnformation was
certified as ‘all correct and in order’ by a Serodiicial of HSBC plc in
England, with the appellant Company’s represergatigiming that such
document was by far superior to a bank rubber staitipno certification and
that it was no justification for the contractinglaarity to disqualify a tender
on mere grounds of formality when the things thattered were in fact
submitted and (f) informed those present that tireey been told that it was not
the practice at HSBC plc to issue such informatiorihe Bank’s letterhead or
to stamp such documents because the current gractis for all to be carried
out electronically;

* having taken into consideration the points raisgifls Debattista, particularly
those relating to the fact that (a) the informattwe obtained from the
Medicines Authority was that the appellant Comphag lodged its
application to register all four doses of this nogt on the 1@ugust 2009,
(b) six weeks from the 11 August 2009 would haventhe 22 September
2009 and the GHPS was informed of the product tregisns on the 9
December 2009, (c) the product was not registeye2Plseptember 2009, as
laid down in the tender conditions, and that, dltfe product was registered
on 5 October 2009, it appeared on the Medicine$évity website for the
first time on 30 November 2009 and, moreover, pgedant Company had
stated that it had informed the GHPS of this regigin on 9 December 2009,
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(d) it had been made amply clear to operatorsemtldicines sector that there
should be no direct link between the time the ajapilbn to register a product
in Malta was submitted and the participation ie@dering process but that the
two procedures had to be kept distinct from onetleaaro (e) the adjudicating
board assessed the tenderers’ submissions accaoding specifications and
conditions set out in the tender document and thdhe case of the appellant
Company’s submission, the product on offer hadoeein registered as
requested in the call for tenders and (f) the adatohg board had to evaluate
the offer on the documentation submitted,;

* having also noted Ms Debattista’s remark whichrrefieto the fact that, since
competition had increased in this sector, centrtli@ities decided to do away
with the clause whereby tenderers had to regis&r product within 6 weeks
from the closing date of the tender and that navdipartment was insisting
in the tender document that the medicinal prodadtto be registered as at the
closing date of the tender and was being askedathapy of the registration
certificate should be attached;

* having also reflected on Ms Debattista’s statenttgaitGovernment had issued
calls for the supply of small quantities of thisdi@ne until such time that the
tender under reference was adjudicated and shermoexfthat the GHPS had
placed orders for this product, supplied by theedippt Company, since it was
duly registered on the closing date and it wastieapest;

* having noticed that the adjudicating board didnagge any issue as to the
information submitted in the letter but simply sththat the bank’s stamp was
not on the document

reached the following conclusions, namely:

1. The PCAB feels that as regards the rubber stampregtj considering that all
information was submitted in the appellants’ oraitender submission, albeit
in a different format, yet this still included th&SBC plc’s official’s details
and certification. This, the PCAB argues, showddéinstigated at least a
request for a formal confirmation by the evaluatimard. This Board is
aware of the mandatory requirements but it opihas tn this particular
instance, there was sufficient scope for a minichadification process to be
followed by the evaluation board.

2. The PCAB opines that with regards to the regisiratf the medicinal product
within 6 weeks from the closing date of the teralestated in the tender
document, one could be tempted to favour the argtsmaised by the
appellant Company, namely that it had done so amat Wwappened thereafter
was beyond its control. This could be a corre@rpretation if the argument
were to be dealt with ‘per se’. However, one ltasansider all holistically
and this approach provides the PCAB with furthedféor thought in so far
as, whilst one could extend the argument in a vealp &tate that as long as
one applies within the six week time frame allirgefthen this Board will have
to accept the argument that even if one were ttydppsuch registration on
the last day prior to the expiration of the six wéene frame then all should
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be considered in accordance with the tender doctisn@guirements. This
Board feels that, all things being equal, the spirthe clause governing this
condition, as reflected in the tender documerdefinitely not contemplating
such a scenario. The PCAB has no doubt that itine fiame envisaged in the
tender document aims at establishing that thersgidtration is actually in
place by the expiry of the six week time frame. &ltheless, in this particular
instance, the Board notes that, whilst it may bhesatered to be quite
bureaucratic, yet one has to note that whilst tieeeesix week time frame and
the appellant Company was well within the saidqueof time considering
that it had submitted the application for registnatone week after the closing
date of the tender, yet, this Board agrees witratgegment raised by Ms
Debattista that, in similar circumstances, themaglirect link between the
time the application to register a product in Madtsubmitted and the
participation in a tendering process as the twaguaares have to be kept
distinct from one another. If this Board were toede to appellant
Company’s request it could be technically acceptivegidea that a tenderer
will commence the procedure on the last day precgthie expiry of the six
week time frame and this is unacceptable and apthiescope of the
condition imposed by the tender document itself.

3. The PCAB finds comfort in knowing that similar temdpecifications have
been updated in a way as to reflect a more precidainequivocal way of
interpretation of the said clause which now stétas now the department is
insisting in the tender document that the medigmaduct has to be registered
as at the closing date of the tender and thatdetenis being asked that a
copy of the registration certificate be attachethwhe submission.

As a consequence of (1) to (3) above this Boamisfagainst the appellant Company.
In view of the above and in terms of the Public tCacts Regulations, 2005, this

Board recommends that the deposit submitted bgdlteappellants should not be
reimbursed.

Alfred R Triganza Anthony Pavia Carmel J E$foos
Chairman Member Member

11 August 2010



