JUSTIFICATION AND APPROVAL (J&A)
FOR OTHER THAN FULL AND OPEN COMPETITION

(SOLE SOURCE)
1.  IDENTIFICATION OF AGENCY AND CONTRACTING ACTIVITY:  

Requiring Activity: 
Commander

Naval Medical Center Portsmouth

Materiel Management Department

Contracting Division, Bldg #250

54 Lewis Minor Street

Portsmouth, Virginia 23708
Commanding Officer

Naval Hospital Camp Lejeune

100 Brewster Blvd

Camp Lejeune, NC 28547

Contracting Activity:
Commanding Officer





Fleet and Industrial Supply Center (FISC)




1681 Gilbert Street, Suite 600




Acquisition Department, Code 200





Norfolk, Virginia 23511-3392

Requisition Number:  N0018312RQOPA97


         N6809312RC04016
2.   NATURE/DESCRIPTION OF CONTRACT ACTION:  FISC Norfolk plans to issue a sole source commercial Request for Quote (RFQ) to Advanced Medical Optics (AMO) Sales and Service, Inc. for the procurement of CustomVue Treatment Cards, License Fees, and High Myopic Custom Added Vue Packs as required by the Ophthalmology Department, Naval Medical Center, Portsmouth, VA (NMCP) and Naval Hospital Camp Lejeune, NC (NHCL).  This requirement will be awarded under an Indefinite Delivery Indefinite-Quantity (IDIQ) contract with Firm Fixed Price provisions subject to FAR Part 12, Acquisition of Commercial Items in conjunction with FAR Part 15, Contracting by negotiation.. Currently, these products are purchased under contract N00189-08-D-0078.  
3.   DESCRIPTION OF REQUIRED SUPPLIES/SERVICES:  NMCP requires the procurement of Two Treatment Cards, P/N 00303057-11 (50 EA), License Fees, P/N 1000-0100 (100 EA), Second Day Shipping (4 EA), High Myopic Custom Added Vue Pack, P/N 0030-4835 (300 EA), which includes Custom Added Vue License Fee (10 EA), Custom Added Vue Treatment Card (10 TX), Custom Added Vue Enhancement Card (2 TX), Prevue Card (2 TX), and Prevue Lens (2 EA), and an additional Second Day Shipping (4 EA). These products will be used with Government-owned STAR S4 IR TM  Excimer Laser Correction System manufactured by VISX USA Inc.  The treatment cards are programmed with the serial number of the STAR S4 IR TM Excimer Laser Correction System and are inserted into the laser to allow the laser to be used for surgery.  The High Myopic Custom Vue treatment cards are the vehicle by which AMO collects licensing fees. NHCL requires the procurement of  two hundred (200) CustomVue Vision Key Treatment Cards and License fees package (part# 00304835) consisting of one card with 10 treatment each. Fifty (50) each of Star S4 Lisik/PPK Card and License fee package (part # 0030-335-11), Calibration Cards (part # 0030-4016) abd PI Interface kits for intralase laser. Each Treatment card package shall include ten (10ea) CustomVue License fees, (10Tx) CustomVue with High Myopic Treatment Cards, (2 Tx) CustomVue Enhancement Cards, (2 Tx) PreVue Cards, (2ea) PreVue Lens. These products will be used with Government-owned Excimer Laser Correction System manufactured by VISX USA Inc. The treatment cards are programmed with the serial number 5255 of the STAR S4 IRTM Excimer Laser Correction System and are inserted into the laser to allow the laser to be used for surgery.
4.   STATUTORY AUTHORITY PERMITING SOLE SOURCE:  The statutory authority for this action is 10 USC 2304(c) (1), as implemented by Federal Acquisition Regulation (FAR) 6.302-1.  There is only one responsible source able to provide the necessary service satisfactorily and expeditiously and no other suppliers will satisfy the agency requirements.
5.   DEMONSTRATION OF CONTRACTOR’S UNIQUE QUALIFICATIONS OR NATURE OF ACQUISITION:  The Naval Medical Center Portsmouth, VA and the Naval Hospital Camp Lejeune, North Carolina are mandated by the Refractive Surgery Advisor for Navy Ophthalmology (in consultation with the Specialty Leader for Ophthalmology) to perform Photorefractive Keratectomy Surgery.  VISX USA, Inc., now AMO Sales and Service, Inc., owns all rights; title; and interest in the cards and in all of its patents, trademarks, trade names, inventions, copy rights, know-how, and trade secrets relating to the design, use, manufacture, operation or service of the system and relating to the performance of Licensed Procedures. The licensing agreement was signed at time of the purchase of the equipment from VISX USA, Inc. under contract SP00200-99-C-8012 issued on 11 June 1999 by Defense Logistics Agency, Defense Supply Center Philadelphia. The STAR S4  IR TM Excimer Laser Correction System is approved by the U.S. Food and Drug Administration (FDA) for LASIK eye surgery.  This requirement will fulfill the needs of the War-fighter patients who have been scheduled for the procedure.  In addition, it will allow continued high volume pace of surgery that has been established as a high priority for the fleet as described in the Navy-Wide War-fighter Corneal Refractive Surgery Program.  If Naval Medical Center Portsmouth and the Naval Hospital Camp Lejeune follow all contractual requirements of AMO Sales and Service Inc., the contractor will be liable for any patient incident caused by their machine or equipment.  An award to another source would result to the awardees’ rejection of liability for damage to the equipment or patient non-favorable incidents.  In addition, an award to another source, even if any were qualified (which there is none), would potentially result in unacceptable delays in fulfilling the needs of the War-fighter patients who have been scheduled for the procedure and would undermine their mission readiness.
6.   GPE ANNOUNCEMENT/POTENTIAL SOURCES:  The synopsis required by FAR 5.201 will be published in the Government-wide Point of entry as intent to negotiate on a sole source basis to AMO Sales and Service, Inc., 1700 E ST Andrew PL, Santa Ana, CA 92705.
7.  DETERMINATION OF FAIR AND REASONABLE COST/PRICE:  A determination of fair and reasonableness of price will be based on price analysis by the Procuring Contracting Officer of the contractor’s offer and/or a comparison of previous pricing history, published price list of same or similar items, or any other reasonable bases, in accordance with FAR 15.404-1 (b).
8.   DESCRIPTION OF MARKET SURVEY:  A market search was conducted by the Ophthalmology Department at Naval Medical Center, San Diego, with the following results:  Alcon, Mentor, Allergan, Baxter, and Escalon were contacted on the question of compatibility of maintenance, disposables and supplies for existing Government-owned STAR S4 IR TM Excimer Laser Correction System.  No company above will take liability for damage to the machines or patient non-favorable incidents.  No company contacted would guarantee or warranty compatibility for non VISX USA Inc. (AMO Sales and Service, Inc.) supplies used on the VISX laser system.  As a result, there are no other sources to provide this product.

9.   ANY OTHER SUPPORTING FACTS:  N/A
10.  LISTING OF INTERESTED SOURCES:   AMO Sales and Service, Inc., is the sole source vendor. No known listings of sources have expressed, in writing or otherwise, an interest in this acquisition.
11.  ACTIONS TAKEN TO REMOVE BARRIERS TO COMPETITION:  Future requirements will be handled on a case-by-case basis.  Naval Medical Center Portsmouth and Naval Hospital Camp Lejeune will continue attending conferences and researching trade publications in search of alternatives to these items. However, AMO Sales and Services, Inc.  remains the only known source capable of meeting the Navy's needs.

12.  STATEMENT OF DELIVERY REQUIREMENTS:  NMCP required delivery dates will be stated on individual delivery orders, and NHCL required delivery date is 01 October 2011 with second day shipping.
13.  TOTAL ESTIMATED DOLLAR VALUE OF THE ACQUISITION COVERED BY THIS J&A:  The total estimated contract amount for a base year and four (4) option years is $7,464,443.00.
	 (NMCP)
	 (NHCL)
	Total

	Base Year
	$756,120.00
	Base Year
	$736,768.60
	$1,492,888.60

	Option Year 1
	$756,120.00
	Option Year 1
	$736,768.60
	$1,492,888.60

	Option Year 2
	$756,120.00
	Option Year 2
	$736,768.60
	$1,492,888.60

	Option Year 3
	$756,120.00
	Option Year 3
	$736,768.60
	$1,492,888.60

	Option Year 4
	$756,120.00
	Option Year 4
	$736,768.60
	$1,492,888.60

	Total
	$3,780,600.00
	Total
	$3,683,843.00
	$7,464,443.00


15.  POINT OF CONTACT:  Javier A. Aponte, Contract Specialist, Tel: 757-443-1388, javier.aponte@navy.mil








J&A or LSJ Number

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

LEGAL SUFFICIENCY REVIEW

I have determined this Justification is legally sufficient.

_____________________________ _________________________ ______________ _____________



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

