LIMITED SOURCES JUSTIFICATION
ORDER >$3,000
FAR PART 8.405-6

2237 Transaction # or Vista Equipment Transaction #: 618-17-1-106-0003

This acquisition Is conducted under the authority of the Multiple Award Schedule Program. The material
or service fisted In par. 3 below Is sole source, tharefore, consideration of the number of contractors
required by FAR Subpart 8.4 — Federal Supply Schedules, is precluded for the reasons indicated helow.

Restricted to the following source: Provide griging! monufacturer’s name for material or contractor’s
name for service. (If a sole source manufacturer distributes via dealers, ALSO provide dealer

information.)

Manufacturer/Contractor: Roche Diagnostic Corp

Manufacturer/Contractor POC & phone number: Angie Cope. 317-521-3086

Migr/Contractor Address: 3115 Hague Rd, PO Box 50457 Indlanapolis, IN 46250-0457

-
PO ¢

Dealer/Rep a&t:iress/phone number: lordan Bendal, address same, (608) 632-2431 i a

[[] The requested material or service represents the minimum requirements of the Government.

(1) AGENCY AND CONTRACTING ACTIVITY: Department of Veterans Affairs

NCO 23-8t Cloud MIgnesota
4801 Veterans Drive

5t. Cloud Min
56301
VISN: 23
{2) NATURE ér}won DESCRIPTION OF ACTION BEING APPROVED:
lon Is to estab! k hase Agreement } for a base periad plus fo
optiop peri the purch a ents for assays 1o run on
existing/Minneapolis VAHCS's owned Roche [nstrumentation located at the Minneapglis VA Meal
Care System, Minneapolis Migneso;a The gﬁg}{ﬁ !ng!gﬂg HCV viral load, HIV viral load, Factor 2, Factor
5. EGFR, and KRAS, The di les mu i wing instrumentation: COB

Amplifrep, Tagman, MagNA Pure, Roche ngh Cvcler,

(3) @ A DESCRIPTION OF THE SUPPLIES OR SERVICES REQUIRED TO MEET THE AGENCY'S NEED'

Assay kits compatjble with Instrumentation gurrently owned by the VA. The assay kits needed are enly

available through Roche Diagnostics, because only their kits will run on the Roche Instruments.




{b) ESTIMATED DOLLAR VALUE:

(c) REQUIRED DELIVERY DATE: 10/01/2016

i dr
(4] IDENﬂFiCATION OF THE JUSTIFICATION RATIONALE (SEE FAR 8.405-6), AND IF APPLICABLE; A

DEMONSTRATION OF THE PROPOSED CONTRACTOR’S UNIQUE QUALIFICATIONS TO PROVIDE THE
REQUIRED SUPPLY QR SERVICE.

] Specific characteristics of the material or service that limit the availability to a sole source
{unique features, function of the item, etc.), Describe in detait why only this suggested source can
furnish the requirements to the exclusion of other sources.

1 A patent, copyright or proprietary data limits competition, The proprietary data is:

_ {If FAR8.405- i sting. Do not Include specific proprieta ention thy
g roced ow that proprietaty supglies or services are bein 1
5 i
{1  These are “direct re ments” components for existing equipment.
X The materlal/service must be compatible In all aspects {form, fit and function) with existing

systems presently instalied/performing, Describe the equipment/function you have now and how the
new item/sawice must coordinate, connect, or interface with the existing system.

3551 kits g_omp_g }b!g with mstrumentatlun currently owned by the VA. Tha assay kits nﬂndnd are mgiv

Roche Dia se on wi!l uh on the instr nts. The ftems
er this BP are con ents) to be used with i rrently ow t
Minneapoljs VA HCS. if a diffarent rother than Roche was electe instrumentation to
accommodate 3 change would cost the facilliy at least $500,000.

] The new work is & logical follow-on to an original Federal Supply Schedule order provided that
the original order was placed in accordance with the applicable Federai Supply Schedule ordering
procedures. The original order must not have been previously issued under sole source or limited source
proceduyres, .

An urgent and compelling need exists, and following the ordering proceduras would result in
unacceptable delays.




{5) DESCRIBE WHY YOU BELIEVE THE ORDER REPRESENTS THE BEST VALUE CONSISTENT WITH FAR 8.4
TO AlD THE CONTRACTING OFFICER tINM MAKING THIS BEST VALUE DETERMINATION:

'P-2037A. In accordance

EAR 8 4Q& 19;, §§£ hgs already dete rmmed thg prices to be falr and reasonable

(6) DESCRIBE THE MARKET RESEARCH CONDU{TED AMONG SCHEDULE HOLDERS AND THE RESULTS
OR A STATEMENT OF THE REASON MARKET RESEARCH WAS NOT CONDUCTED:

Market research determined that only one vendor (Roche) can provide the kits needed for existing
Minneapclis owned leboratory instrumentation. These disposables for specimen testing via Federal -

Supply Schedule contract No, V797P-7037A, SIN #605-6B,

(7} ANY OTHER FACTS SUPPORTING THE JUSTIFICATION:

Mone

(8) A STATEMENT OF THE ACTIONS, IF ANY, THE AGENCY MAY TAKE TO REMOVE OR QVERCOME ANY
BARRIERS THAT LED TO THE RESTRICTED CONSIDERATION BEFORE ANY SUBSEQUENT ACQUISITION
FOR THE SUPPLIES OR SERVICES IS MADE:

Whenever new assays are needed by the Minneapolis laboratory and there are no pre-owned

instrumentation to run the new assavs on, thus saving funding, there will be a competitive acguisition
repla ng at that time.

(9) REQUIREMENTS CERTIFICATION: 1 certify that the requirement outlined in this justification is a
Bona Fide Need of the Department of Veterans Affairs and that the supporting data under my
cognizance, which are included in the justification, are accurate and complete to the best of my
knowledge. | understand that processing of this limited sources justification restricts consideration of
Federal Supply Schedule contractors ta fewer than the number required by FAR Subpart 8.4. (This
signature is the requestor’s superviser, fund control point official, chief of service or someone with
responsibility and accountobility.)

Gt § Aol fiay 46, 2006

SIENATURE & DATE
John Holter Micro/Molecular Lab super PALMS/Micro-Molecular Lab
NAME TITLE SERVICE LINE/SECTION

Minneapolis VA Medical Center
FACILITY




(30} APPROVALS IN ACCORDANCE WITH FAR 8.405-6(d):

a..CONTRACTING OFFICER'S CERTIFICATION {required): | certify that the foregoing Justification is

accurate and complete to the best of my knowledge and helief.
Digltally signed by MELANIE A STOCHMAN

M ELAN I E A ;:ﬂignv, demva, o=internal, uu?peupre,
STOCKMAN 197716 m::va’:;.;mi:;‘:‘m"s’gm’?;i?: 5/26/2016
ate: R 2239 05"
Melanle Stockman Date
Contracting Officer

NCO 23- 5t. Cloud Minnesota

b. DIRECTOR OF CONTRACTING/DESIGNEE: | certify that the foregoing justification is accurate and
complete to the best of my knowledge and bellef. :

‘BEN EDICT A_ gg;;;tgly;ignedbynmmcmseﬂz

[ de=gov, do=va, o=Imtama), ou=people,
09 2342.19200300.100..'=benseitzgvag

SEITZ 253829 & e e 6/01/2016

Diate: 20150681 152242 0500

Daryl Berg Date
Director Contracting
NCD 23

¢. VHA HCA REVIEW AND APPROVAL {over $650,000 to $12.5 million): | have reviewed the foregoing
justification and find it to be complete and accurate to the best of my knowledge and belief and approve
for restricting/consideration of the Federal Supply Schedule contractors to fewer than the number
required by FAR Subpart 8.4

Digitally signed by Randy L. Hays 534204

R d L H 5 34 2 0 DN: de=gov, dc=va, o=internal, ou=people,
a n y . a yS 0.9.2342.19200300.160.1.1=randy.hays@va.gov, ch=Randy L. Hays 534204

Date: 2016.07.20 10:24:13 -H7'00

Randy L Hays Date
Acting Director, SAQ Central Region
SA0 Central Head of Contracting Activity {HCA)



