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DEFARTMENT OF VETERANS AFFAIRS

Justifivation and Approval

For

Other Than Full and Open Competition

Contracting Activity: Department of Veterarls Affairs, SAQ EAST, Network Contracting Office 7 plans to
cantract by means other than full and open competition for 2237 # 534-14-1-025-0008

Nature and/or Description of the Action Bei

hg Processed: This is a request for a new firm fixed price

contract by meahs other than full and open competition for a Reagent Rental Agreement for the automated

Cepheid GeneXpert Infinity 48 to perform au

ormated molecular testing for MRSA, €. difficliz, and Chlamydia

and Gonorrhea (CT/NG], inciusive of the reagents, and all consumables, maintenance, and training on a fixed

Description of Supplies/Services Required 1

Meet the Agency’s Needs: Since 2008, The Ralpb H. fohnson

VA Medical Center has used the Cepheld GeneXpert Infinity 48 to perform avtomated molecular testing for
MRSA and Cdifficlie. Cepheid is the only vendor capable of providing the proprietary reagents necessary to

perform testing utilizing the Cepheid iInfinity

B2 mstrumentation,

For the one (1) vear #ase and zach of thel four (4) Option years, there will be the following:

P en— Rongent Prolust Busoripligs | Tests AKIL [ Price kit | Testaimg o |
QM5 Hpert NREA, 70 (320) 20 50 £3984 B 3 514,984 40
 RDERICKEAD Hpert . a9¥cie {30 1 2500 2001 38 & B0
BXCTIMNGE L Hyart TG ik a3 3338 il § h BT 0
_ Bveiaadl 1 e : _
B R ] Laphe) Coloston Budoe Bl fLaod ie:,:m o e 4B -
) it Ty the
ERCUNARLR & . - ot N .
EHHEURINE 50 ST Soleedon Dedce 5 m@;}a% g&t T 250
W}E Progphoticn GoiumniRsn: IR 75480

Statutory Authority Permitting Other than Full ang Open Campetition:

41 USC §253(g}, us implemented by FAR6.30.

{ XY {1} Only One Responsible Source and No Other Supplles or Services Wil Satisfy

Azency Requiraments per FAR 6,302
{21 Unusual and Compelling Urgency ner
(3} Industrial Mobilization, Engineering, O

or Expert Services per FAR 6,302-3;

()
{1

Authorized or Required by Statute FAR
National Security per FAR 6.302-6;

4)
()
&)
7) Public Interest per FAR 6.302-7;

1
()
()
{ )

1;
FAR 6,302-2;
gvelopmental or Research Capability

interpational Agreement per FAR 6.302-4

6.302-5;
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5. Demonstration that the Contractor's Unigue Qualifications or Nature of the Acquisition Requires the Use
of the Authority Cited Above {applicability of authority}: Since 2008, Cepheid has provided the Ralph H.

tohnson VA Medical Center Laboratory Services with the capabilities to pedform highly specialized real time
PCR (MRSA and C.difficile) utilizing samples from various chinicat sites. The availability of this highly
specialized, proprietary instrumentation provides the laboratory with a faster specimen processing time to
determine whether a patient shoufd be isolated or if contact precautions should be taken to decrease the
potential for hospital-acquired infections in the immuncompromised patient population, Cepheid also offers
in-house testing for Chiamydia and Gonarrhea (CT, /NG) which is currently being sent out for referral testi ng.
The highly specialized Cepheid GeneXpert infinity 48 that is less labor intensive, allows random access
testing, and will increase turnaround time efficiency while employing a closed system. The Capheid
GeneXpert Infinity 48 uliows for the growth of molecular testing in the laboratory with the future potential
for expansion to add more tests due to the dasign of this highly specialized instrurnentation. A competition
for new services would result in a substantial duplication of cost to the gavernment that is not expected to
be recovered by competition in addition to unacceptable delays io providing patient care o our Nation's
Veterans.

6. Description of Efforts Made to ensure that offers are solicited from as many potential sources as deemed
practicable: A Request for information was posted to FedBizOps on 9/16/13 and remained open until
9/23/13 without any response from interested vendors. Na responses were received because no other
companies have the proprietary reagents necessary to sugport this requireament. Cepheid is the sole
manufacture and sola distributer of GeneXpert instruments. Cepheid does not have any authorized reseliers
of GeneXpert instruments. Based on current system performance and the fact that no other company
responded to the RFL, VelBiz and Dynamic Small Business Searches, Cepheid is found to be the only source
capable of performing these highly specialized services, in addition, Cepheid provided an official letter on
9/05/13 stating that Cepheld is the sole manufacturer and sole distributor of GeneXpert instrurments,

7. Determination by the Contracting Qfficer thay the Anticipated Cost to the Government will be Fair and
Reasonable: The anticipated cost to the government is §1, 123,896.00, including options. Under section
3{a) above ("MRSA, IVD (10} with 10 tests/kit, $33.29 price/test, $332.90 price/kit, and 360 Tests/rnonth for
a total of 511,984 40/month”} part number GXMRSA-100N-10 is found on manda tory sourge VA NAL FSS #
V797P-5867X price lists with a price of $36,67 per test. We have 3 quote for the same part number;
GXMRSA-100N-10 with a price of $33.29 per test.

The XPERT MRSA, IVD has also been purchased on past VA £S5 Order # VAZ47-13-1-0072 for $44.58
price/test. Our current 333,29 price/test quote is significantly lower,

In addition, past VA FSS Order # VA247-13-)-0072 purchased XPERT C.difficlle for $32.39 price/tests, We are
- proposing to purchase XPERT C.difficile 2t 529.99 price/test. This is also lower than previsus VA purchases,

The tontract specialist also refied on the IGCE prepared by laboratory expert and Supervisory Medical
Technologist, Joseph Pickett to determine that the costs associated with this procurement are Fair and
reasanable.

8. Description of the Market Research Conducted and the Rasuits, or a Statement of the Reasons Market
: Research Was Not Conducted: As described in Section VI above, market research, i accordance with FAR
Part 10, was conducted by an RFI issued 9/16/13, advising industry of the pending acquisition and soliciting
inquiries from Interasted parties. VIP and Dynamic Small Business searches were conducted with NAICs
Code 325413 and it was determined that none of the vendors were capable of performing these services
since they are not authorized re-sellers of the Cephaid propristary reagents requirad for this procurement.
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The mandatory sousces avalatle on GSA and the NAC VA federa Supply S hedules were oviewend i
adehlion 1 exammpmy the g qusdion histary amd expienence wih Lhe naacheUplat o Liees prsvion
arqeastians [Ur e same or similas iTems. Whirle MRSA, W {10) with 10 bestsdlat 6 Tuund uhger Randatorn,
Senror VANAC FO% # V7978 5462, the other 1 ol (eagents segured ale nol s s 10 fegusterd te
procure theve Copbed propielary siems Qpen Market O 9/05/ 13, Cophed provaced @i o 18 beb e
shatig that Copheat i the sole manufactorer and sole desdnbotor of GiaeXpert instrament,

Any Qther Facty Supporiing the Use of Other than Full snd Dpen Competition: Ttu Cephend inhinity 38 Luas
bery v se an the Radph H Jobinson VAMU aince 2008 whers it has been perfornum: automated mobecular
festing for MRSA, C ddficile and Chlaniaydia/Gonorshea. idusive of the proprietary. specaticed Cephiow
tragents dnd aif Comsumalies, mamignance, and traenng peowded by aothonized Cephew spogabsls On
H$/0%/13, Lephesd grovided an offios! lets) stalig that Conhond i the sole manufacliner and sole
distabstor of GeneXperd mironenty

Listing of Sources that Expressed, in Writing, an Inlecest in the Acguisition: Mooe. There were fero
Fasgroses Tronr uerested vendor, Besus mo olher companies have the PIORHRLG Y Foagetils Tl easaly e
support ths requareimend . Qn 970671 5, Cophedtd provided an of it e dber stating thal (bt 15 1he vl

sanufad turer aod sole distributor of GeneXger! nstouniants,

A statement of the Actions, if any, the Azency May Take 1o Remave or Overcome any Barriers to
Competition before Making subsequent scquisitions for the supplies or services required  Appsenval
souphl §Or g one year base with [, twelve month aption perads, sole seuree contract with Cophend b
wrder to olthae lughly speciahize sumprisnt and servees slready o place, and toavesd sulslantial

tduphe slion of wosts awsociated with any compotdive action This acowsition strategy wall ensure that oot

Yeteran's patient Care is nAntinterrupted will unacepptable delays or drstuplion i seevates

Requiremants Cerilfication: teerthy that the rogurement outhned i this justificaton 1 o Bema DHide Need
of the Department of velerans Allars and that the supporting data under my copnizance, wlechare
e buded 1 the pustification, are accurate and complete (o the best of my knowledge and belef

A # , e, .
e e ) I A
Joseph Prekett Apsgyl Dt
qupwerasory Meddal Technalopet

Ralph H Johison V& Medical Center
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13. Approvals in accordance with FAR 6,304

a4 Contracting Officer's Certification: {required) 1 reridy that 1he foregaing justlication s acrurate
comiplele fo the best of my knowledge and balie

Clirss

Charles | Hugiies,
Contratimg Officwr
NCO S

ariel

L 22y worz
Dd‘ [

VISN/PCA QA: | cortily Lhat the foregomg [stlificdlion w et curate and ¢

T heg

Hoben Jones

CQA Procurement Analyst
NCO 7

omplele 1o the hest of my koawledge and

. 4-94- 903

Date

h MCM/PEM: | cectify che Justifscation mests ragquiemints for other than lull and open compatimn

Jasdl . Vas/)s

L

Pruder L;: H\'JW.-'IIL] Bale
Network Contract Manager
NCO 7

U OSAG Feertdy The sl abion meet

qurunwnu lor oaher than full and open compstton

v QM2

Bavid M Fitzpeald, 565 {ate
Dot '

service Aega Oficg, Easd

d VHA HCA Raview and Approvall | have woviewed the foregoing justibcavon and ling it 10 be

camplela and aceurate to the best of my knowledpe and belief sind reconimend approval fover 550
5E n?i fon} bupgiig than full and open ¢ ompeliugs

} _%17/;

Chiel Frovurement and Laginfics Officer
VHA Mead of Cunteacring activity (M A}

Page 4 of 4



