
JUSTfFiCATION AND APPROVAL 

FOR OTHER THAN FULL AND OPEN COMPETiTION 


1. 	CDolraCtjog AcIMty: Department of Veterans Allalrs 

Oftlce of Acquisition Operations 

Strategic Acquilltion Center 

10300 Spotsylvania Avenue. Suite 400 

Fradencksburg. VA 22408 


2. De8cdRtfon of Actpn: 

The proposed sole source action is for a fjnn-fjxed-prk:e (FFP) contract for procurament of the 
da Vinci SI Robotic Surgleal Systems (ada Vinci system-). The de Vlncf system II capable of 
acoornmodeflng • single or dual surgeon mnaole. and 88110ciated aCQtJ80riee such as 
fIuoreaoent lmaglru. akIIe practloe platform, and raplaceable components used during surgery. 
The procurarnent wllinclude Installadon. aeceptanoe telling, tNlnlng, and a manufacturer's 
wananty. ThIa effort II proQ088d to be awarded to the de Vinci system manufadurer. Intuitive 
Surgical, Inc., 1288 Kfer Roed. Sumyvale, CaUfomla 94086. 

3. PugjotjQn of SuRDIn or Sef\1oH: 

Department of V••rans Affaire (VA) VetelBM Health Administration (VHA) Medical Centera 
provide a wiele range of 8ufgk:a1 services to our Veterans. Including traditional surgery, critical 
care, orthopedlca, neurology, oncology. podiatry. urology. and vlalon care. VA ..1ce to offer 
our Vetenms advanced turglcal techniques comparable to ste1eoof-Ihe-art commerdel surgical 
IOlutbnl to Indude robotic Minimally Invasive SUrgery (MIS) procedul'88. These technlque$ ere 
proven 10 reduce the I18k at infection, minimize blood Io8IlNhen compared 10 traditional 
procadurea, aignlficanl¥ reduoe poatoperaUve patn leading to a faster patlant ",covary time, 
reduce patient hoepIal.tay, and contribute to positiVe Plychologlcal outcol1l88 88 it pertains to 
poataufgical &carring. The propoeed action Ie to ~ulre slale-of-Che"8rt robotic surgical systems 
that allow for MIS procedures for a variety of medical conditions. VHA requlrae a robotic 
8urglcall)l8.m that OIn pertonn urological, laparoscoplc, gynecologio, limited transomt 
otolaryngology, general thoracoscopic. and Ihorac:oscoplcally asalsled cardiotomy proceduras. 

VHA ...ks a robotic surgical system with a multiple surgical uaes to expand and/or augment 

!he operetlonlll capablltlee of VA Medical Centers and medical staff while aigniflcantly 

deCl'BBUlg the apece required 10 perfonn Ihose aulger1es. The robotic surgical system .han 


. consist of either a alngla or dual surgeon console which provfdes the surgeon with intuitive 
controls. range of motion, fine tIasue manipulation capabHity, and 3-D Ylsualizatlon chalBctertatiC 
of open eurgery while aimultllneously allowing the surgeon to work through ama. ports of MIS 
surgery for the surgical proCedures lIlted above. The dual console wi. albw for a second 
surgeon to perform complex lUlgical procedures that can share controls raal-Ume between two 
(2) eurgeon COI'llOIe&. or "law.and monitor Ihe finst 8Urgaon c:oneale for lralnlng PUrpoS8S. In 

addition 10 acquIring Ihe robotic surgical system, VHA requinN acceNOriea, and ,erviQM 

coneletlng of InstaUatlon, training, and manufsclUl'er's warranty. 


Any robotic wrgical l)'8tem must be approved for uso In the United States by the US Food end 
Drug Administration's (FDA) C8n1er for DeviCes and Radiological Health (CORH), the federal 
agency ANPOnsibie for regulalJrlg firma who manufacture. repackage, relabel. and/or import 
medlCaJ devices sold In the Unilad States. According to 21 Code of Federal Regulations (CFR) 
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Part 801 Subpart E. a manufacturer cannot commerciaHy distribute medical devices in Ihe 
United Stata4 until the FDA authorizes them to do so. 

The total estimated price of this actiOn including the accessories and associated selVicea is 
$41,039,515.00. DelIVery will be phased-In with aU deliveries completed within 120 days of the 
Nob of Award. 

4. StatutoI)' AutbodtY: 

The statutory aulhortty permltlfng other than full and open compelitJon Is 41 USC.3304(aX1) as 
Implemented by the Federal Acquisition Regulatlon (FAR) Subpart 6.302-' entitled. "only One 
Responsible Source and No Other Supplies or Services Will Satisl'y Agency Requirements. ~ 

5. RatIonsle SUPQortlng Use of Authority Cited AbQvg: 

Baeed on extensive malket research, as described in paragraph 8 of this c.tocumenllhe da 
Vinci 1)'118m, rnanuflctured by Intuitive Surgical. Inc., is the only robotic aurgicalsyatem that 
rneets ell the Nquintments of VHA. 

Unlike other robotic surglcalsy&lems lhat ara on the maricet. the de Vina system Is the only 
robotic 8urgical system that allows surgeons to perform a wide variety of surgical procedures as 
oppeNd b only one type of eurgery which 15 criUcel to VHA requirement&. Speaflcally, the em 
VInci system can be used ~ perform urological, laparosoopic. gynecologic. Imlted transoral 
otolaryngology, general thoraco&copic. and thoracoscopically uai8ted cardiotomy procedures. 
When the da Vincllyatillm is used, patients experience le88 trauma and pain. have minimal 
scarring, f••ter recovery and a shorter hospital stay, whiCh are all goals for VHA patient care. 

Due to the proprietary nature of the da Vinci systam and lite sole ownership of the patents by 
IntuItive Surgical. Inc., the only accessoriel that are Interoperable with the system are 
aCC8810riea aold by Intuitive Surgical. Inc. No other robotic surgical acoe880rlaa are 
compaUbie. 

Furthermore. the da VIne:! system Is the only FDA approved robotic surgical system that Is 
capable of performing !hit VHA required surgeries. FDA classified the dB Vlnd syatem as a 
Cla8s II device. which received a P,emarkel Notiflcetion 510(k) clearance approval pursuant to 
21 CFR 807 Subpart E. A 510(k) Is a premarileting submission provided to FDA to demonstrate 
that the device to ba ffiIIrketed ia as safe and effective (i.e., substantially equivalent (SE) to a 
legaly marketed device that Is not subjecl to premarital approval. While market reseaf'Ch.shows 
thet there are other robotic surgical aya1ems. they are limited to specific typea of surgeries. 
and/or are not FDA .ppro....d. With ~ard to II1$I.aUation. training and the manufacture(s 
warranty. only Intuitive Surgical. Inc, the sole patenl owner, can perform theae services due to 
the proprlatary nature of the robotic surgical system. 

6. Efforts to Obtain Competition: 

Market rasearch was conducted as set forth in paragraph 8 of this document and did not 
yield any addltlonalaourcea that can meet the Govemment's requlremenls. There Is no 
known competition for this acquIsition. 
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7. Actions to In4D881 CQmootjtjon: 

The de Vinci system is the only FDA approved robotic surgical system currently on the 
market that can perform m\lltipie medical surgical procedures as required by VHA. The 
Govemment will continue to conduct market research to ascertain If there are Changes In 
the market place that would enable future ectlons to be competed. 

B. Market Research: 

extensive market I81earch was conducted from June 18, 2012 to August 6,2012 to 
determine If other potential contractors. spedflcally small businesses. could meet the robotic 
surgical system ftlquHmeot as specifed in this Justifioation and Approval document (J&A) 
and Statement ofWork (~OW). 

The overall North American Industry C1anificatlon System (NAICS) code was determined to be 
339112 (Su'l1lcaland Medlcallnatrument Manufacturing); with the small business size standard 
of 500 employees, . 

A search of ServIce DlaabIed,Veteran-Owned Small BU8Inesees (SDVOSB) and Volentn­
OWned SmaH Buelneu.ea (VOSS) under NAI,CS Code 339112 was conducted on June 25,2012 
atwww.vetblz.gov; SIxty-two (62) SOVOSB and VOSB were identified. but none (based on our 
review of their product literature at their respective webaltes) manufactul'8d robotic surgical 
ayatem•. 

A search of the General Services Administration (GSA) Federal Supply Schedule (FSS) was 
oondudrld on June 25. 2012. While there 8m vendors under FSS Spedalltem Number (SIN) 
6511 A (Medical Equlpment,and SuppI1e8), s review of that section Indlcated that there were no 
oontractorB listed that could supply robotic lurgical systems. It wal verified that Intuitive 
Surgical:. de Vinet SI SYltem Is not available on the GSA FSS. 

Sources Sought Notice was po&ted to www.fbo.govon July 17.2012, with reaponse date of July 
20.2012 for capabUlly statements from vendors. No capability statements or Inqulnes were 
made in ..pony to this notice. To further ensure that no other manufacturers have a robotic 
multi-surgical aystem.s required by the VA. an updated Sources Sought Nob seeking 
1OU1"C88 of robotic swgk:al equipment to meet VHA requirements was posted on July 30.2012 
with reaponae date from vendors of August 6, 2012. No Inquiries or capability &tatements from 
vendors or man~rers were received in response to this notice. A third Sources Sought 
Nob was P05ted August 9, 2012 with reaponsea due August 16,2012. No Inquiriea or 
capability Ilatementa from Iny source were received In response to this notice. 

An Intemetseerch was oonducted from June 18.2012 to August 6,2012 to confirm whether or 
not them were other robotic surglcals)'8lem manufacturers, The search yielded no other 
Immediate, available competitors to Intuitive Surgical, Inc,. that would maet the unique• 
• pec;lalb:ecl requirements of VHA, Fur1hermore. ,.earch articles on the Internet were I'8vlewed. 
In th... artJcleG, there Mm raferences t» other manufacturel'8 of robotic surgical systeln6. 
However. the review Indicated that manufacturel'8 had either not made robotic surgical systems 
or wellt mBnI.lacturing robotic surgical systems that were limited In scope and rocused on one 
type of surgery/medical treatment (e.g., orthopedic. joint replacement, radiation therapy, etc,) 
not the array of unique, specialized requirements needed by the VHA In conducting critical 
patient care of Veterans. 
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The atllele 'DRell=§Outpe'robotlc SUfQfKY Dlllform going to too medical 'March labs. Raven " 
IYltem dewlgped " UC SlOt. Cruz 40d Unlyersltv ofWulzjzQfpn. dated January 12, 2012, 
Indicates thet the Unlvel'llty of Washington and University of california - Santa Cruz have 
begun work on a Raven II Surgical System that uses an open source model. They have 
nteelved 8 grant from the National Science Foundation (NSF) to place these robotic surgical 
s)'Stems at seven unlvel'8lt1es in the US; however, this system is not avaUable 10 non-university 
endUes at pres.nt.1s not FDA approved, and would not be available to mMt VHA needs). 

The FDA certification of the Intuitive Surgical's de Vinci Si System was verified thfCM.Igh the FDA 
Internet site. 

FDA approvalla required prior to the use of any medical device (e.g.• the Intuitive Surgical's da 
Vinci SI Syswm). Conflnnatlon that'FDA approval Is needed was provided by a VHA Chief 
BiomedICal Engineer, who staled lhat any medical device being used for clinical we must be 
FDA-approved. The requirement was verified and states: 

P.....rkat Notification 510(k) ·21 CFR Part 807 Subpart E 
If your device AtQUireI the submiaeion of a Premal1<:et Notification 510(k}. )'Ou cannot 
cotnrTl8f'Claily distribute the device until you receiva a letter of 6ubaIBnUeI equivalence 
from FDA authorizing you to do so. A 510(k) muet demonstrate that the device is 
sublitntlaUy equivalent to one legally In commercial distribution in the United States: (1) 
before May 28, 1976; or (2) to a device that has been determined by FDA to be 
substantially equivalent. 

Market research revealed that no other authorlIed resellera (preferably amaH buainesees and 
SDVOSB) could provide the da Vlncllystem. It was confirmed that Intuitive Surgical, Inc. (via a 
prop"ry rights letter) Ie the sole manufacturer of this Item and Its misted accessories. There 
are no authorized r&-88Ilers or deelers of the system or other manufactul8rs able to compete for 
this reqUirement. 

As part of the above rnearch and confirmation, additional medical research and robot 
mamlacturing company web... wel'8 reviewed and searched to Include medlcaldevlce­
network.com; Hanlen Medical; Acrobot Company; Curexo Technology Corporation; 

On July 26, 2012, an email from the FDA, provided a link to other robotic .urgiea\ systems 
that are FOA-epproved as indicated In the table ~Iow. but as indicated In the table. the FDA 
approved robotic surgical syslams Bn5 Hmited in &cope and cannot perfonn the array of 
unique. specialIZed requirements needed by VHA. 

.....ur.ctu.rwr o.y~NarM Proc:edu.... Approved For 
Intuitive SurgIcal da Vinci Sl System Urologic aurgloal procedures, 

generallaparoecoplc IUrgical 
procedures; gynecological 
laparoSCDplc surgical 
procedures, general 
cardigvascular 
and non-cardiovaacular 
lhoracoacoplc surgical 
procedures, and 
thoraC0500plcally 
s$8lsted cardiolQ"ny procedures. 
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-------------------

Signature: _=~~--,~=___ 

Mllnufacturw Device ....... Proadu.... For 
Mako Surgical MAKOIIIavtY OrthoPedic 
~MedfoaI Sensei SurgiCal System Specialized robotic catheter 

system that IlS controlled by a 
physiclan aod i. designed ror 
aoc:urale poaItIonlng, 
manipulation and atable contJol 
of catheler and astheter-based 
technologies during 

eur.oT ROBOOOC 
cardlovaecular procedures 
Orthopedic 

The Buy American Act (41 USC. §§ 10s - 1Od) was considered with no compliant sources 
found. 

9. Other fA: 


·No other facta are applicable to this J&A. 


10. TtchnlCllagl Rtaulnm:)8Q1B Certlficadon: 

Icertify that the IUPPOrUng data under Trri cognizance, which are Included in this justification, 
are accurate and complete to the best of my knowledge and belief. 

_:[luidld~ 
TIle: 1'~ ~ 
11. Eolr and Reuonab!e celt PttennjnatJon: 

I he",by determine Ihat the anticipated price to the Government for this contract action will be 
fair and fHlDnabie baNd on comparison of commercial and govemment pricing. 

Dale: _____________Name: 

Signature: _________Procuring CCntracting OffiQlf 

12. Procuring ContmSfSlng OffIcer CertlJication: 


I certify that thla Justification Is accurate and complete to the beat of my knowledge and belief. 


Procuring ContIBeting OffIcer 
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13. Lg18yff!daoW r.trllglUqo: 




