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This appeal should be dismissed. There has been no violation of Cuam procurement faw by the
Greneraf Services Avency ("GSA™Y. The basie complamnt 1s that GSA awarded a contract 1o
purchase a modern vadiological device to a bidder. MedPharm. but the radiological device
offered by MedPharm did not meet the specitications sel out in the Invitation For Bids. The
assertion by the Appellant. IMI-Edison. is incorrect and without merit. here are three claims.
First, the Appeliant clamms that MedPharm s offer is nonresponsive as it fails o provide {or an
optional stretcher. The specification at Section LA states “Standard or exiended arny dignad

wall stand ONLY wath single portable detector and optional stretcher.”™ I MedPlarm'™s Bid

response to this specrfication, under the column of the Bid document tiled BIDDING ON OR
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REMARKS MedPhamm staied “Comphys See MedPharm Bid at Tab < of the Procurement
Record. In fact the specitication requires that the radiofogical deviee be capable of use when the
patient s onasstreteher. The specitication doos not require astreteher. bhut rather use of (he
device with asstreteher. See MedPharm video. provided with the bid and available ot Tah 1 -
Radspeed Demo Video, In this regard MedPharm s bid 1 TESPONSIVE.

s important (o note that the Department of Public Health and Social Services {(TDIPHSS™), the
actual purchaser of the radiological device. jomed m the assessment of the hid by MedPharmn.
finding that tn this aspect o their bid, itmet specitications. See DPHSS confirmation ai
Procurement Record Tab |3

sSecond, Appeliant claims that MedPharm s offer is nonresponsive as it {ails o provide for two

LCD monitors. The specification at Section LI stales " Two (2 oo 48 em LOD color
monstor (1280 024 pixels).” Iy MedPhanm's bid response (o this spectfication. under the
column of the brd document gided BIDDING ON OR REMARKS Medpharmy stated “Two (0
P O momitor 1280 1072 praels)” See MedPharm Bid ot Tab 4 o the Procurement
Record. The only conclusion to draw from this response by MedPlar is that it s
compliance with the bid specification and provide a device with two LCD Monitors as described
the bid specification. It s impossible to understand how this could he considered 4 o
responsive b
Stgmticantly, DPHSS. the actual purchaser ot the radiological device, contirmed this assessimen
ot the MedPhanm bid. finding that it met specifications. See DPHSS™ ratification of same at
Procurenient Record Tab 13
Third: Appelfant asserts that the MedPhan bid provides no dociments (o show corr iphonce with
necessary federal and local resuwdatory auencres. I this respect. GSA sought a review by the
purchasing agency. DPHSS. of the bid submitted by MedPlharm, I the provess of this roview,

MoedPhamy submitted o DPHSS documentation proving that the deviee olfered by MedPham
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s bid. (actualiv. a series of related devices, comprising a complete radiological imaging
systemh ws either compliant with FDA regulations (for example, the CANON CXDIAGEC
maging deviee) or s exempt fhaving reccived a 5ok ) medical deviee exemphion} from FDA
compliance as a medical deviee. specthically exemptmg s high voltage regulator, dias SROSHE X
ray tube mount. radiologic table and its wall-mounted radiographic cassetie holder. See Fxhibi
5o nterested Party MedPham s Comments On Agency Reports whneh provides addinenal
documentation i support of MedPhamn's initial response to the request for documentation from
DPHSS.

Finallv. the assertion by Appeliant that the FDA Quaiity System Regulation at Part 820 (21 CFR
part 820} 1s incompatible with the International Standards Organization [SO standards 15
maccurate. Although i some wavs the quality manufacturing standards being measured by the
FDA and the 1SO are different as they highlieht difterent vidues and require ditferent record
Keepmes m fact the FDA ad 180 sreantzations dowork together i an ongomg cffort (o make
monttormg and gualine assuranes standards compatible. See, lor example. the FDA website o
hitprwws fdigov Medical Deviees DeviceRe ceulationandGuidance Postmark et Requirements,
and. specifically, the article on the relat: wonship between the FDA™s Quality System Regulation
for Devices. Part 820 and 1SO:2000 at hitprwww fda covidownloads Medical Devices Deviee
Regulations and Guidance Postmarket Requirements: QualitySystems Reculutions

UCMI34025 pdl

Cis the respectful assertion by GSA that the MedPharm bid 1o provide the Shimadzu RADSpeed
W Auto digital radiofogical svatem for the Department of Public Meatth and Social Serviees is
i all respects complimt with the specifications set out in the 1FB Tound at Tab 5. the Original

Bid Specification. The wppeal should be dismissed.
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This s anappeal taken from a post-award protest. Fhe protest s dated August 6. 2010 The
Purchase Order Tor the ucquisition of the Radiology Tmaging Svstenm from MedPharm woas tisued
cicduly 282010 o MedPharm by GSAL Theretore any analysis of the proper remedy, even it i
were somehow determined that the appead had merit and that 4 violation of the Procuremoent Act
had been commiitted. should be analvred purssuant to 5 GOA 35452,

Clatter an award i s determined that a solicitation or award of a contract is i violation

of the baw thens

(B T ke person wwarded tie conact fias not acted Frawdaiently or o bud fanin

(1} The contract may be ranfied and affirmed. provided 1t determined that doing so

s in the best interest of the Territory, or
(1) the contract mav be termimated and the person awarded the contract shall be

compensated for the actual expenses reasonably incurred under the contract.

plas areasonable profie pror o ermination.”
There hias heen no assertion that MedPhami bas acted traudulently o bad futh No party has
acted fraudutently or m bad fanh Druring cvery step of this pracess GSA has souacht mformation
and clartfication from its customer. the Department of Public Health and Social Serviees, in the
eftort to acquire a badlv-needed Rixhology Tmaping System 1o include o clarification and
clearance that the system being offered by MaedPharn s consistent with the specifications,
MedPharm readily provided detaded informuion about the systemr offered and the companies.
shimadzu Medical Systems USAL and Canon USAL [ne.. that manutactured the medical devices
that make up the svstem.
fEis respecttully sugeested that 12 1 the inferests of the Ferrstory to atlirm the contract that huas
heen excented. Tos worth notine tat fhis radiofoey imaging svsiem has recenved the No rating
i 2010 from the KEAS. womedienl caquipmient monitoring and eradmg orsanization. KLAS has
the mission o mprove heaithenre technology delivery by honestly, accurately and mpartially
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meastring and reporting vendor performance. The equipment beina provided by MedPharm
and Shimadzu Medical Systems USA 18 not a second class medical device. in fact. health care
providers iave independently accorded 1t the highest honor as the Noo 1 Dieial N-Rav device in

s class Tor 20000 A visit to the KEAS website at www klasrescarclcom will assist i

understanding what this may mean for the Terrtory of Guam

LI Conclusion.

Phere s no evidence to indicate that the bid by MedPharm is non-responsive. There is o ery
mdication mthe bid submitted by MedPharm and m the documentation provided during GSAs
review of the bid, that the tadiofogy imaging svstem otfered by MedPharm mects all of the
specttications and all of the requirements of law. Further, there is considerable competent
evidence o show that it is i the inferests of the Territory to affirm this award, Further. there is
absolutely no evidence provided 1o show that itis i the interests of the Terrftory w terminate the
contract that has been awarded.

Dated this day of March, 2011
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