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JUSTIFICATION AND APPROVAL
FOR USE OF OTHER THAN FULL AND OPEN COMPETITION
(BRAND NAME MANDATORY-SERVICES)
Requisition N0018316RQRT013 - $313,692.36


1.  Identification of Agency and Contracting Activity.

Requiring Agency:
Naval Medical Center Portsmouth	
54 Lewis Minor Street, Bldg. 250
Portsmouth, VA 23708

Contracting Agency:  
NAVSUP Fleet Logistics Center Norfolk (FLCN) 
Contracting Department Norfolk
1968 Gilbert Street, Ste 600
Norfolk, Virginia  23511

2.  Description of the Action Being Approved.  

The action submitted for approval is to provide on a brand name only basis to Elekta for maintenance services on Elekta’s Radiotherapy System, Linear Accelerator (LINAC) equipment and provide maintenance on Elekta proprietary software as required by the Navy Medical Center Portsmouth. The Radiotherapy System, Linear Accelerator equipment is Government owned, but manufactured by Elekta.  The Elekta LINAC equipment and software currently receive services under the existing contract N00189-10-P-1441, which expires on 30 September 2015.  The period of performance for this requirement will be from 01 October 2015 through 30 September 2016. 

This requirement will be awarded subject to FAR 13.5, “Test Program for Certain Commercial Items”. 












3.  Description of Supplies/Services.  

The Naval Medical Center Portsmouth requires IMPACT hardware and IMPAC software maintenance services for Elekta’s Radiotherapy Linear Accelerator equipment (LINAC).   Additionally, this requirement requires (1) preventive maintenance, (2) calibration, (3) safety testing and (4) on site corrective maintenance for  the LINAC equipment.  The LINAC is composed with a desk top computer, a work station, a CPU/monitors and a keyboard, which are manufactured by Hewlett Packard.  The Elekta proprietary software is used to operate the LINAC via the IMD Network at the Naval Medical Center Portsmouth are MOSAIQ, Oncentra, Clarity, METRIQ and CMS software. 

The LINAC is the device most commonly used for external beam radiation treatments for patients with cancer. The linear accelerator is used to treat all parts/organs of the body. It delivers high-energy x-rays to the region of the patient's tumor. These x-ray treatments can be designed in such a way that they destroy the cancer cells while sparing the surrounding normal tissue. The LINAC is used to treat all body sites, using conventional techniques, Intensity-Modulated Radiation Therapy (IMRT) Image Guided Radiation Therapy (IGRT) and, Stereotactic Radiosurgery (SRS) and Stereotactic Body Radio Therapy (SBRT) 

The  LINAC is a machine that directs high-energy beams of radiation at a cancer tumor. As the patient lies on a table, the LINAC moves around the patient to deliver a precise dose of radiation from several angles.  “The LINAC allows doctors to see what’s going on inside the patient as they are delivering the radiation dose and thereby track the progress of the treatment “Another benefit of delivering precise and accurate radiation with a LINAC is that doctors can minimize any side effects of radiation therapy and avoid harming healthy tissue.”  The LINAC can be used to treat a broad spectrum of cancers. The top two cancers treated are breast and prostate cancers.

Estimated Dollar Value

	 Funds
	Base Year

	 
	 FY16

	O&MN
	$313,692.36




4.  Statutory Authority Permitting Other Than Full and Open Competition. 
 
Section 4202 of the Clinger-Cohen Act of 1996 - a sole source acquisition under the authority of the test program for certain commercial items, as implemented by FAR 13.501(a). 




5.  Rationale Justifying Use of Cited Statutory Authority. 

a.  Market research determined that Varian Medical Systems, Inc. can provide the required maintenance services on the LINAC equipment at the Naval Medical Center Portsmouth.   However, Varian cannot provide maintenance on Elekta’s proprietary software, which is essential for proper operation of the LINAC.  Varian Medical Systems is the world leader and the largest player in the LINAC market.  Varian Medical Systems supplies informatics software for managing comprehensive cancer clinics, radiotherapy centers and medical oncology practices. Varian is also a premier supplier of X-ray imaging components, including tubes, digital detectors, and image processing software and workstations for use in medical, scientific, and industrial settings, as well as for security and non-destructive testing. 

On 18 August 2011, Varian Medical Systems successfully connected its ARIA® oncology information and Eclipse™ treatment planning systems to two Elekta linear accelerators in the CZECH REPUBLIC.  The ARIA oncology information system is a comprehensive software solution that supports an oncology clinic. It combines an oncology-specific patient electronic medical record (EMR) with functional components for managing clinical, administrative and financial operations.   ARIA is now in use at 2500 treatment centers around the world.  A phone called to Varian Medical System validated that it could provide the maintenance services on this specific LINAC equipment, but not on the Elekta software.

b.  Market research determined that ROS Radiology Oncology System (ROS)  can provide the required maintenance services on the LINAC equipment at the Naval Medical Center Portsmouth.  However, ROS cannot provide maintenance on Elekta’s proprietary software, which is essential for proper operation of the LINAC.  ROS Oncology System offers a full range of services starting with used linear accelerator de-installations and installations, linear accelerator base frame removals and installations, used linear accelerator relocations, used linear accelerator repairs and maintenance and used linear accelerator refurbishment. Its refurbished linear accelerators go through very careful and systematic inspection and reconditioning processes including thyratron, klystron or magnetron, electron gun, waveguide and other critical linear accelerator parts replacement.
In addition to its linear accelerator services, ROS Oncology System offers the latest technology upgrades to medical centers existing linear accelerator systems, including Intensity Modulated Radiation Therapy IMRT software, Multi-leaf collimator MLC, Image Guided Radiation Therapy IGRT packages, Electronic Portal Imaging Devices EPID, Treatment Planning Systems TPS, and treatment table couch upgrades.  ROS through a global network of third party or OEM engineers are able to respond to linear accelerator services for Varian, Elektra, or Siemen equipment.  A phone called to ROS Oncology System validated that it could provide the maintenance services on this specific LINAC equipment, but not on the Elekta software.
c.  Market research determined that Elekta, Inc. can provide the required maintenance services on this specific LINAC equipment and the Elekta software, as validated by the current contract.

Elekta provides equipment maintenance training and software maintenance training for its technicians, but Elekta does not provide any training for third party companies and their technicians.  Third party companies are allowed to provide maintenance on Elekta’s LINAC equipment only.  Additionally, Elekta sells supplies for their equipment to third party companies and  Elekta does not require third party companies to be certified by them.  Each third party company is responsible for training its own technicians.
Elekta's human-centric software creates an efficient clinical environment in which all activities related to patient care - from diagnosis and treatment to follow-up - are as streamlined as possible, giving clinicians more time to focus on patients.  
Elekta’s software is a leading provider of oncology IT solutions that streamline clinical and business operations to help improve the process of delivering patient care. Elekta’s software offers oncology charting, practice management, clinical laboratory, anatomic pathology, cancer registry, and outcomes reporting solutions. Elekta’s software provides practical solutions that deliver better overall communication, process efficiency, and quality patient care.   In order for other network medical centers to have a seamless exchange of information and an ease of integration the following software products are installed on the Naval Medical Center’s server.  
Elekta- IMPAC Medical Systems has more than 20 years of experience and offers an Oncology specific ONC-ATCB certified Electronic Medical Record (EMR), Practice Management and Treatment Planning System called MOSAIQ.  MOSAIQ Evaluate, the Treatment Planning System, completely integrates with the EMR to unite plan and dose capabilities in a single software framework. Treatment planning, review and activities are streamlined inside the patient chart, reducing patient wait times and delays while improving efficiency and productivity. With MOSAIQ Evaluate the entire radiation oncology team can access and review treatment plans and patient data from one patient chart. Oncology specific EMR solutions for both Radiation and Medical Oncology including but not limited to: oncology charting, practice management, billing, Oncology PACS, clinical laboratory, cancer registry, and outcomes reporting solutions.  
The following Elekta IMPAC and CMS software can only be maintained by a certified Elekta technician.
· MOSAIQ is a complete patient information management system that centralizes radiation oncology, particle therapy and medical oncology patient data into a single user interface, accessible by multi-disciplinary teams across multiple locations.  The flagship product, MOSAIQ, is the first oncology-specific Electronic Medical Records (EMR) certified for meaningful use, and is available for radiation, medical and comprehensive oncology practices.
· MOSAIQ® Oncology Information Management System is designed to manage the complete spectrum of oncology treatments in a single patient record.
· Elekta Software’s advanced data analytics solutions fully complement MOSAIQ Oncology Information System, providing integrated data management, analysis and cancer registry tools to optimize the valuable information collated throughout the system.
· Oncentra® VMAT provides clinicians with next generation planning capability including support for single arc, dual arc and skip arc techniques for compatible Varian and Elekta accelerators.

· Clarity® Soft Tissue Visualization Clarity takes soft tissue visualization to entirely new levels for Radiation Therapy. Easy to learn and use, Clarity is capable of integrating with any External Beam Radiation Therapy workflow and equipment to support simulation, planning and treatment.
· METRIQ™ is Elekta’s Cancer Registry data solution, which integrates with MOSAIQ® to effectively support your cancer registry program through consistency and accuracy of case abstraction and streamlined data collection and communication, leading to more complete oncology data  management for outcomes reporting, as well as access to Elekta’s National Oncology Data Alliance™ (NODA™) for further benchmarking.
· METRIQ meets current regulatory reporting requirements and provides ready access to the data required to effectively review, analyze, and ultimately improve clinical outcomes. The status of all patients in the registry database is updated on an annual basis to provide information for survival and recurrent patterns for cancer programs. Elekta Software also provides tools to help track patient status and matches with comprehensive national mortality listings. 
· The automatic data transfer of clinical charting information from MOSAIQ to METRIQ makes the cancer registry an effective extension of the cancer care program.
[bookmark: _GoBack]CMS software - The function and use of content management systems is to store and organize files, and provide version-controlled access to their data. Most CMS include Web-based publishing, format management, revision control, indexing, search, and retrieval.  A CMS may serve as a central repository containing documents, names, phone numbers, addresses, and scientific data. CMSs can be used for storing, controlling, revising, semantically enriching and publishing documentation.
In conclusion, market research determined the following:

· Due to the advance technical requirement it has been determined that no small businesses could provide the services.

· The Radiotherapy System, Linear Accelerator equipment maintenance services are commercial. 

· There are three large businesses (Varian Medical System, ROS Oncology System, Elekta) that can provide the maintenance services only on the LINAC equipment  (Synergy Model, Serial Number: 151956 ).  

Although, third party contractors can only provide the services on the Elekta equipment, they cannot provide services on the Elekta proprietary software.  In many cases, the third party contractor call Elekta to fix the software problem, and this action allows the system to be down for an extended length of time.

The Naval Medical Center only has one LINAC system and it is imperative for the system to be operational at all times.  The following events occur if the LINAC is down for an extended length of time:

· The cancer patients have to receive their treatment every day.  If one misses treatment for two days, the cancer patient has to restart the treatment from day one.
· The Naval Medical Center provides oncology treatment for 10 to 12 patients per day.  It cost the Naval Medical Center $1m per day when patients are sent to network treatment facilities.  

Based on the fact that the large businesses can only provide maintenance on the equipment and not on the proprietary software, it is determined that Elekta is the only company that can provide  the services for maintenance on the equipment and maintenance on the Elekta software.

6.  Description of Efforts Made to Solicit Offers from as Many Offerors as Practicable.  

Additionally, this current requirement will be synopsized on the Navy Electronic Commerce Online (NECO) as intent to negotiate on a brand name only basis with Elekta. 

7. Description of Market Research
Market research was conducted by using (a) Standard Procurement System, (b) the internet, and (c) previous contracts for the same services.   Additional market research was performed using FPDS-NG ez searches under NAICS code 811219.  Also, market research information was obtained from Chantay Johnson at the Navy Medical Center Portsmouth, and from Joanne Griffin, the Radiology Department Project Manager.

8.  Determination of Fair and Reasonable Cost.  

A determination of fair and reasonableness of price will be based on the Contracting Officer’s price analysis of the contractor’s quote and/or a comparison of previous pricing history and published price list of the same or similar items in accordance with FAR 13.106-3.  



9.  Actions to Remove Barriers to Future Competition.

For the reasons set forth in Paragraph 5, NAVSUP FLCN has no plans at this time to compete future contracts for the types of services covered by this document.  Market research will be performed to ascertain if another source exists for future requirements.

10.  CONTRACTING POINT OF CONTACT  

The Contract Specialist is Gilbert Dobison at (757) 443-1380 or gilbert.dobison@navy.mil and the Contracting Officer is Fannie Richardson, who may be reached by phone at (757) 443-1398 or by e-mail at fannie.richardson@navy.mil.   




































CERTIFICATIONS AND APPROVAL

TECHNICAL/REQUIREMENTS CERTIFICATION

I certify that the facts and representations under my cognizance which are included in this Justification and its supporting acquisition planning documents, except as noted herein, are complete and accurate to the best of my knowledge and belief.

Technical Cognizance:

_____________________________ _________________________ ______________ _____________
		Signature          		  Name (Printed)     	  Phone No.    	    Date

Requirements Cognizance: 

_____________________________ _________________________ ______________ _____________
		Signature          		  Name (Printed)     	  Phone No.    	    Date

(If a single individual has cognizance over both technical and requirements information included in the J&A/LSJ, use of only one signature line is encouraged ["Technical Cognizance:" and Requirements Cognizance:" may also be deleted]).

LEGAL SUFFICIENCY REVIEW

I have determined this Justification is legally sufficient.

_____________________________ _________________________ ______________ _____________
		Signature          		  Name (Printed)     	  Phone No.    	    Date


CONTRACTING OFFICER CERTIFICATION 

I certify that this Justification is accurate and complete to the best of my knowledge and belief.  To the extent that the J&A/LSJ value is between $150K and $650K, the Contracting Officer’s signature below also represents approval of the J&A/LSJ.


_____________________________ _________________________ ______________ _____________
		Signature          		  Name (Printed)     	  Phone No.    	    Date


CONTRACTING ACTIVITY COMPETITION ADVOCATE REVIEW  
To the extent that the J&A/LSJ value is between $650K and $12.5M, the Competition Advocate’s signature below also represents approval of the J&A/LSJ.


_____________________________ _________________________ ______________ _____________
		Signature          		  Name (Printed)     	  Phone No.    	    Date
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