LINITED SOURCES JUSTIRICATION

ORDER 53,000
FAR PART 8.405-5

2237 Transaction # or Vista Equipment Transaction & 586-14-3-047-00631 {INSERT)

This acquisition is conducted undar the authority of the Multiple Award Schedule Program. The matarlal -
o serviee isted In par. 3 below Is sole source, therefore, conslderation of the number of cohtrattors
requirad by FAR Subpart 8.4 — Federal Supply Schedules, is precluded for the reasons ndicated balow,

Restrlcted to the follawing sousce: Provide orfglnal monufactirer’s name for material or contractor's
name for service. (if a sola source manufacturer distributes via dealers, ALSQ provide dealer
information.)

Manufacturer/Contractor: Physia-Control, INC: Contract #V797D-30038
Manufacturer/Contractor POC & phone number: 800-342-1142,

Mfgr/Contractor Address: 11813 Willows Road NE/PO Box 97022: Redmond, WA 98073-9723
Dealer/Rep address/phone number; Chils Risner, 800.442-1142 X72415

[7] Tha requested matetlal or service represents the minlmum requirements of the Government,

(1) AGENCY AND CONTRACTING ACTIVITY: Bepartment of Veterans Affalry

VISN: 16 - {G.V} Sanny Montaamery VAMEG

{2} NATURE ANR/OR DESCRIPHON OF ACTION BEING APPROVED:
The G.V. {Sonny} Montgomery YA Medical Canter is currently requesting reptacement deRbrillators that
dra have or are nearing the end of thelr [ife evcle, The brocurement package inclides the purchase and

delivery of 25Monltor/Defibrllator with 4 Chest Comprassion Systems,

3} {a} ADESCRIPTION OF THE SUPPLIES OR SERVICES REQUIRED TO VIFET THE AGENMCY'S NEED:
The HigPak 15, Monitor/befibrillator fram phvsio-Contract is a Clinleally and operatlonally innovative

device that puts sarly, effective defibrilfation into the hands of first responders, Tha UfePak 15 utlizesa
Dbiphasic truncated exponentlal waveform with voltage and duration compensation for patient
impedance and offers a range of defibriilalon therapy from 2 joules up tg 360 ioules.

In efther AED ar manusl mode, the dafibriilator affers the whiest range of deflbrillation tharapy availsble

white also offerlng more advanced monltoring parameters such as ECG, external pacing, synchronized
cardioverslon, NIBP, SPO2 monitoring and dlagnostic 12 lead wapabliitles.




(¢} REQUIRED DELIVERY DATE: September30, 2014

(4) IDENTIFICATION 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 OR SERVICE, {CHECK ALL THAT APPLY AND COMPLETE}

24 Specific characteristics of the materfal or service that Jimit the avallability to a sole source
(unigue features, function of the item, etc.). Descrlbe In detall why only this suggesied source can
furnish the requirements to the exclusion of other sources,

The delivery of defiloriliation up to 360! Is vitel, especially in the overwelght, obese population,
Misslssippl is 3 medically underserved state, and tops the nation In overwaight/obese poputation, When
ime is of the essence and every secohd counts, we want to be able to proyide appropriate levals of care
to all our Veterans. The Lifepak 45 is the only monitor/defibrillator with the capabllity to ascalate
energy dose up ta 360F for difficult-to-defibrillate patients. Clinteal research exists to that shows 200
biphasic defibrillator being ineffective in providing defibrillation/cardioversion therapy to a patlent,
whereas a subsequent shack from a different 360 § biohasle deflbriliator resulted in immediate
defibrilistion/cardioversion. Alse. rapid defibrillation reduces the risk of delay in defibrillation when

every second Increases the chance of survival, Without rapld deflbrillation, the chance of any Veteran

surviving a Code drops dramatically. Market resaarch indicates Ehe LifePak 15, Monitor/Deflhrillator
from Physio-Controt is the only defibrillators that meet the required specifications,

[ These are “direct replagements” parts/components for existing equipment.

[l The materlalfservice must be compatible in all aspects {form, fit and function) with existing
systems presently Installed/performing. Describe the equipment/function you have now and how the
new ltem/service must coordinate, connect, or interface with the axisting system.




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

] An urgent and compelling need exlsts, and following the orderlng procedures would result In
uhacceptable defays, .

(5} DESCRIBE WHY YOU BELIEVE THE ORDER REPRESENTS THE BEST VALUE CONSISTENT WITH FAR 8.4
TO AlD THE CONTRACTING OFFICER IN MAKING THIS BEST VALUE DETERMINATION:

Prices have been negotlated on the Federal Supbly Schedule Contracts and determined to be fair and

reasonable,

(6} DESCRIBE THE MARKET RESEARCH CONDUCTED AMONG SCHEDULE HOLDERS AND THE RESULTS
OR A STATEMENT OF THE REASON MARKET RESEARCH WAS NOT CONDUGTED:

According tb the Ametican Heart Association's Shock energy guidelines, biphaslc engery levels should
ke at manufacturer recommandation {e.., Initial dose of 120-200.1) if unknown, use maximum

avallable. The second and subsequent doses should be equivalent or higher doses may be considered. At
360 ), a higher dose would be available to provide higher levels of snerey/defibriilatlon.

According ko the FDA, there have boen at least 14 events since 20086 in which a 200 3 biphasle

deflbriflator was Ineffactive In providing defibrillation/cardioversion therahy to a patient, whereas a




subsequent shock fram a different 360 § biphasig defibrillator rasutted in iramediate
defibrillation/cardloversion.

(7} ANY OTHER FACTS SUPPORTING THE JUSTIFICATION:

As a teaching faciiity, we have many Providers {attendings/Residents and particularity Electrophysiclopy
Staff] that work at the medical eenter, Standagdization within community practice and a consistent
standard of care als reduces the tisk of defay In deflbrliation and reduces tha risk of human errar,
Educating new staff and re-education current staff is ona thing, but it dogs not trump hands on
experience when a life ls on the ling,

{B) ASTATEMENT OF THE ACTIONS, IF ANY, THE AGENCY VIAY TAKE 7O REMOVE OR OVERCOME ANY
BARRIERS THAT LED TO THE RESTRICTED CONSIDERATION REFORE ANY SUBSEQUENT ACOUISITION
FOR THE SUPPLIES OR SERVICES {S MADE:

Market . resegrch and demonstrations were done by the CPR Commlitee,  This product was
recommantad because of its lnnovation in the standard of care we are ablz to offered to our Veteran
papudation.

() REOUIREMENTS CERTIFICATION: | certify that the requirement outlined in this justification is a
Bona Fide Need of the Department of Veierans 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. 1 understand thal processing of this limited sources justification restricts consideration of
Federal Supply Schedule contractors to fewer than the number required by FAR Subpart 84, (This
signature Is the requestor's supervisor, find control point offical, chlef of service or someone with
respunsib’ty and accountabiiity.)
[Ny

(10) APPROVALS IN ACCORDANCE WITH FAR 8.405-6(dj:

a, CONTRACTING OFFICER'S CERTIFICATION (requlred): [ certily thatthe foregoing justification [s
accurate and complete to the best of my knowledge and belief,




b, P&C: | cartify that the foregoing Justification is accurate and complete to the bast of iy knowledge
and beltef,

¢. NCM/PCM/DESIGNEE: | corlify that the foregalng justification Is accurate and complets to the hast
of my wledge and bellef.

HIGHER LEVEL APPROVAL (Required For ordars over $650,000):

e, SAD: 1 certify the justification meets requiraments for restricting consideration of Federal Supply
_ Schedule contractors to fewer than the number required by FAR Subpart 24,

£, VHA HCA REVIEW AND ARPPROVAL {ovar $650,000 to $12.5 miflion): | have reviewed the foregoing
Justtilcation 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

requlved by FAR Suppart 8.4
. __._t V/ ._/n_. g /






