PUBLIC CONTRACTSAPPEALSBOARD

CaseNo. 35

CT 2018/04 Advertisement 37/2004, GPS 70.672 TO3 PT
Analysis of Human Pathological Samples

The call for offers (estimated cost of tender, L&4 890) covering a three-year period
was published in the Government Gazette (closing 06.04.2004) following a
request received by the Contracts Department frm@Government Pharmaceutical
Services (GPS) on 15.01.2004.

Following analysis of seven (7) offers receive@ @ontracts Committee decided to
‘inter alia’ reject the offer submitted by MessrsJEBusuttil Ltd on behalf of Centro
Analisi Fleming SpA on the basis that it was coased not in compliance with tender
specifications and therefore could not qualifyttoe third stage, namely, the opening
of their financial proposal.

The Public Contracts Appeals Board constituted ofAlMred Triganza (Chairman),
Mr Anthony Pavia (Member) and Mr Edwin Muscat (Memh held a public hearing
on 6 July 2005 at the Department of Contracts,i&har, to discuss the objection
lodged by Messrs E. J. Busulttil Ltd against thagdex by the Contracts Committee,
which albeit filed on 31.01.2005, was subsequeiotlpwed by various
correspondence between interested parties, givengte the delay in the public
hearing being formally convened.

During the public hearing, the following entitieene represented as follows

Centro Analis Fleming SpA
Dr Josette Attard — Legal Representative

E. J. Busuttil Ltd
Mr Edwin Busuttil

Government Pharmaceutical Services/ Adjudication Board
Ms Miriam Dowling - Chairperson
Dr Gerald Buhagiar — Consultant Biochemist, Badember
Dr Christopher Barbara — Consultant VirologisbaBd Member
Dr Alicja Grochowska — Consultant Haematologssiard Member
Ms Rosette Spiteri — Department of Health

Witnesses
Ms Carmen Buttigieg — Health Procurement Section
Dott.sa Maria Grazia Marine — Centro Analisi Flegh\SpA
Dott. Filippo Monteleone — CEO Centro Analisi ii@g SpA

The Chairman commenced proceedings by invitingapigellant’s representatives to
explain the motivation behind their objection.



Dr Josette Attard, Centro Analisi Fleming’s Leg&Resentative, stated that the
Department of Contracts had informed her cliends their tender was rejected on the
basis that it was considered not in compliance vetider specifications. She claimed
that from the Adjudication Board’s report it cleattanspired that the tender was
rejected by the Contracts Committee following theommendations made by the
Health Department relating to the Company’s padbpm@ance. As a consequence,
she argued that Centro Analisi Fleming should mointppeded from proceeding to the
following stage, namely the opening of the thirdelope stating that the

Adjudication Board should consider issues solelgtigg to this tender and not allow
itself to be influenced by other unrelated matters.

Dr Attard said that, according to their recordg, Whole of 2004 and in 2005, up to
the month of May, Centro Analisi Fleming SpA hadrieal out 8,062 and 3,974 tests
respectively. Furthermore, according to statistics delivery results amounted to
1.2% which meant that they obtained 98.8% compégrerformance. On the other
hand, the Health Department’s officials, when sjieadly requested to confirm such
statement, declared that they did not have anydecdHowever, Dr Gerald Buhagiar
stated that the service provided was sub-optimeéiNs Carmen Buttigieg remarked
that they had encountered problems with every stigm

While Dr Buhagiar was criticising Centro Analisiefling’sVademecumDr Attard
drew the attention of those present that whilshdpeio stringent with her client’s
supporting literature material, yet the AdjudicatiBoard had accepted one of the
other tenderers’ literature which was, ironicalhagh, remarked Dr Attard,
submitted in the German language. Furthermoresdh®se Board decided to
recommend that this particular tenderer procedldmext stage of the tender
evaluation.

At this stage, Dr Attard tabled a written reportébut the Health Department’s
grievances mentioned in the Adjudication Boardjzoré and the Consultants’
attached statements regarding their past perforenanc

In her concluding remarks Dr Attard reiterated thfér taking into consideration the
fact that their tender was according to specifaaj Centro Analisi Fleming should
not be stopped from the opening of the financiakpge.

During their submissions, Drs G Buhagiar, C Barlzard A Grochowska recounted
their experience as regards Centro Analisi FlenSipg’s performance over the last
two years. All of them claimed that this tendereswot up to the level of efficiency
they required.  From their testimony it tranegdithat the most recurring problem
was the lack of communication such as misinterpicetaof names, performing the
wrong tests and not adhering to the turn-around 8tated in th¥ademecum

Dr Gerald Buhagiar, Consultant Biochemist, said tha Adjudication Board judged
Centro Analisi Fleming’s tender on their past anespnt performance because they
were concerned that in future they would encouthtersame problems. He said that
this tenderer was the most problematic when condparth the previous ones and
that the Department had not received the servieg lthd been accustomed to. Dr
Buttigieg said that th#ademecumvas not appropriately detailed as it should b& Th
Department had reasons to believe that samplesmeeial analysed at Centro



Analisi Fleming’s laboratories but were forwardedther laboratories. According to
the Department’s representative, the fact that nb@sitg were not done in-house was
considered as a very serious concern because byéhe samples reached the
ultimate point of destination, the quality of stgamples could be adversely affected
thus resulting in inaccurate scientific conclusibesg reached. Dr Buhagiar
expressed his concern about instances where sawipiels carried a name of a
certain patient ended up being sent back to Mdiléa having been analysed in
foreign laboratories bearing a patient’s name Iptéifferent from that it would have
originally been dispatched on from Malta.

He said that the contract had originally been ae@ifdr two years and that it was
subsequently extended twice (6 months each ondmmthisions). Although they were
not happy with this supplier Dr Buhagiar stated thay were compelled to continue
using their service because of the lengthy tendgrocedure to be followed, which
would constitute huge difficulties in the procuraerhprocesses involved.

Dr Christopher Barbara, a Consultant Virologisigdghat, once they were dealing
with patients, on many occasions they requiredlt®sery urgently. He said that
complaints about the length of time taken for sampb be analysed and the receipt
of relative results were regularly raised witkntro Analisi Fleminghrough the
Procurement Section of the Health Department. Tivere instances when they had
to send couriers to expedite delivery of resulds.Barbara pointed out that the
service provided by the previous two suppliers, elgBio Scientiaof Germany and
Laboratoire Marcel Merieuxf France, was excellent and they received aflot o
feedback on tests performed.

Dr Barbara also remarked that when his departmeatissed medical issues with
Centro Analisi Fleming, very often, they had comiation problems. He said that
on many an occasion, despite the fact that they ewéted Dott.sa Maria Grazia
Marini to deliver a lecture to improve communicatioetween the two sides,
communication remained an issue which raised actaweerns.

Dr Alicja Grochowska, a Consultant Haematologiaig ghat they complained about
the service provided by Fleming Laboratories beedhis was not up to the level of
standard that was expected from a foreign referiai®@atory. She said that the
problems encountered were related to difficultresommunication, lack of
appropriately detailesfademecunand diagnostic approaches. Dr Grochowska said
that they had problems with the detectiorPbfladelphia Chromosomevhich they
requested to be performed by PCR technique singevis a very useful tool for
early diagnosis. At first, samples were refusedPlo chromosome detection, even
though the test was listed fademecun(item Ref. No 210). The Department’s
Consultant Haemotologist stated that by the tineentlatter was solved a lot of time
had been wasted! Although it was thought thatitei®m did not feature in the list of
this tender, it was later established that it watuided under Item No 158 as Genetic
Philadelphia Chromosome PCR.

Dr Grochowska said that the problem relating toRhetor Il DNA testing was more
serious considering the possible adverse diagnostisequences erroneously
attributed to a patient following the receipt o throng results. For example,
explained Dr Grochowska, in 2003 the Departmentdsad a batch of samples,
randomly taken from 12 patients for the detectibRaxtor Il and they received 12
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positive results. From a scientific point of vietwis was very unlikely because the
percentage of mutation of this particular factoswary low. All patients had to be
called to repeat tests and on this occasion thdtsesere different, that is, not
showing abnormal mutation. Undoubtedly, such adi@®#end to cast serious doubts
on the reliability of such tests, emphasised DraBowvska.

In her testimony, Ms Carmen Buttigieg, from the lte&rocurement Section,
declared that the list included in the tender doentation was based on the present
annual consumption and that, at the end of thedisbption was included stipulating
that the supplier might be required to carry owt atiherad hoctests.

When she was asked by this Board to state whdtbegiroblems the Department was
encountering with this tenderer were ever refetoethe Department of Contracts, the
reply given was in the negative.

Dott.sa Maria Grazia Marini, representing Centrahsi Fleming, testified that with
regards to the Factor 1l DNA problem referred tadoyA Grochowska, it came also
as a surprise to the Italian Company. As a matfte&aad, they double-checked the
results in another laboratory, which in turn proglilithe same results! At this point,
Dr Grochowska intervened and insisted that in sastance the report should have
never been issued.

Dott. Filippo Monteleone, Chief Executive Officer@entro Analisi Fleming Spa.
and member of the Board of Directors@énérale de Santéestified that he had been
occupying the post of CEO with the Company sinceidey 2005. He informed those
present that Centro Analisi Fleming has since liaken over by Générale de Santé
Group giving in the process some information altbetprofile of this Group which
was one of the largest health service providefgamce and in other European
countries. Dott. Monteleone claimed that Général&adnté catered for 1.5 million
patients every year, including testing.

The Italian Company’s CEO stated that they werg gencerned with the level of
communication issues raised to date and that hédwmucommitted to improve the
relationship with Malta.

Dott. Monteleone said that they were carrying otg@ganisation exercise and
investing in IT and communications. As a conseqgaghe placed emphasis on the
fact that, considering that problems being encoedteere predominantly related to
communications, through such investment currergindp undertaken by the
Company, many issues could be resolved within asiesonds or not cropping up at
all.

When Dr Filippo Monteleone was specifically askgdhis Board about the Factor Il
DNA issue he declared that such things were unaabkpto them as much as they
were to any client and, more so, the ultimate pated that it was not permissible to
issue such reports.

Following the submissions of the Health Departme@o®nsultants, Dr Attard said
that although she understood their concern, thenteamts passed regarding
carelessness were not justified. She said thahtsikes concerning both the
misinterpretation of names as well as that relatintipe foreign laboratories



performing the wrong tests, were attributable tper recognition of names because
of handwriting; patients’ names and codes werecleatrly written and, in some
cases, were totally unrecognisable. Dr Attardgdlamajor emphasis on the fact that
the documents referred to by Dott.sa Maria Grazaaii showed that delays and
mistakes were made by the laboratories as mudtedsdal government department.

After Dr Monteleone’s testimony, Dr Buhagiar deelhthat they were not aware that
Centro Analisi Fleming had been taken over by a cempany. He was of the
opinion that this could only lead to an improvemeiithe services provided.

During the sitting the PCAB stated that it foundtitongly inadmissible for anyone to
be dealing with human life and, despite the faat the supplier is regularly
underperforming, sometimes in a supposedly dangar@nner, yet the pertinent
competent authority decides to continue with thatienship, regardless! It was also
inconceivable how, despite the disgruntlement abimaitevel of service being
provided they continued extending the contrachedetriment of patients and how
no alternative measure was found, or remotely sptghemedy the situation. This
Board is of the opinion that, if a supplier is delivering according to the agreed
contract terms and conditions, the matter shouldnineediately referred to the
Contracts Department with the latter considerihglt necessary and based on
sufficient grounds being present, to cancel thedealtogether.

This Board also remarked that, needless to saytibassue of direct orders may
occasionally be a better temporary alternative.

Having considered all that was submitted and argilnedPublic Contracts Appeals
Board

a. takes note of the concern expressed by Dr Grochawsiespect of Factor
Il DNA testing and opines that the arguments snsthby Dott.sa Marini
leave very much to be desired. However, at theedame, this Board also
reflects on the way Dott. Monteleone provided peas@ssurances
regarding the non-repetition of similar anomaliaprening in the future;

b. considers the fact that statistics supplied by Appehave identified a
non delivery rate of 1.2% which, according to thpsesent in the hearing,
is normally considered to be a minimal deviation;

C. notes the different approaches given by the Depantmwith respect to the
Vademecumresented by different companies taking into atersition the
arguments raised in the hearing as well as thesae®lgiven in regard;

d. takes into consideration the testimony given bytDdbnteleone which
gave an update about Centro Analisi Fleming Spétare following the
take-over of the Company li¥énérale de Santed development of which
the Adjudication Board was totally unaware of arfdal is considered by
the same Board members as a positive issue;

e. considers the fact that the question of commurdoatias not properly
managed and that new developments as highlight&blty Monteleone
and the total disposition shown by the latter teuga absolute flow of



communication amongst all interested parties ateettavourably
considered,;

f. gives due importance to the fact that issues rdogdtie pertinent
authority as to carelessness demonstrated byalw@nliaboratory in
question may not have all been justified followingwing of
documentation during hearing which amply demonstr#hat mistakes
concerning the misinterpretation of names were afgdbutable to proper
recognition of codes and so forth (as dispatchelkb&sl authorities) and
this was due to handwritten notes and markingsetative documents not
being recognisable. This Board observes how shieing allowed to
happen when similar documentation should usuallgypewritten to
ensure clarity and avoid possible misinterpretatibfacts;

g. reflects on documentation viewed during the heaaimg) is of the opinion
that delays experienced in the process are ocgudie to non-observance
of time frames on both sides (local client and igmesupplier)

As a consequence, the Public Contracts AppealsdBmarsiders that the objection
raised by Messrs E. J. Busulttil Ltd on behalf ohtt@ Analisi Fleming SpA is
justified.

Hence, this Board finds in favour of Appellant.

This Board recommends that the award of this teskdeuld now proceed with the re-
instatement of Appellant’s offer for further considtion.

Furthermore, the Public Contracts Appeals Boardmsuends that the Appellant
should be reimbursed the deposit paid when filirgdaid objection.

A. Triganza A.Pavia E. Muscat
Chairman Member Member
27 July 2005



