JUSTIFICATION AND APPROVAL

FOR USE OF OTHER THAN FULL AND OPEN COMPETITION
ADDENDUM

1. Requiring Activity: Naval Medical Center San Diego (NMCSD)


Contracting Activity: Naval Medical Logistics Command (NMLC)

Requisition Number: N00259RCE0036

2. Description of the Action Being Approved. 

Award of a modification to the base firm fixed price, Indefinite Delivery-Indefinite Quantity contract to Prometheus Laboratories Inc. (Prometheus) to provide testing on patient specimens that are intended to diagnose and/or treat celiac diseases.  The contract would have a base period of one year and four one year option periods. The purpose of this contract is to provide accurate, timely laboratory testing services for Naval Medical Center San Diego (NMCSD).  Services will include all necessary qualified personnel, transportation, materials, equipment, and supplies to perform and report accurate and timely laboratory testing.  The following is required:

a. NMCSD will ship samples to vendor using a rapid delivery service. 

b. Shipping kits will be provided by vendor.

c. All reports must conform to College of American Pathologists (CAP standards (e.g. a report must contain the patient’s full name, patient number, requesting physician, data and time of collection, date and time of receipt by requesting lab, date and time reported, test results with appropriate test range, initials or number of laboratory technician performing the test and the name of the laboratory performing the test).

d. All laboratory test results will either be mailed, faxed or delivered to Naval Medical Center San Diego when results are completed 

The standard of care for testing by Prometheus specializes in gastrointestinal disease serological and genetic testing using proprietary and patented markers with sophisticated pattern recognition technology to aid clinicians.  Irritable Bowel Syndrome (IBS) has traditionally been a disease diagnosed (ruled in or out) by "process of elimination."  However, Prometheus has developed a blood-based biomarker test that can directly diagnose IBS; this is possible using the IBS Diagnostic Serology 7 test to differentiate the diagnosis of IBS from Celiac Disease (CD), Ulcerative colitis (UC), and non-IBS.

The original contract was created from estimated workload predictions due to no historical data since this was a new requirement.  As the fiscal year progressed, it was noted that the requests for testing sent to Prometheus was larger than originally anticipated (providers saw more patients requiring the need for celiac testing then previously estimated).

 3. Description of Supplies/Services. 
Laboratory specimens from patients at NMCSD are to be sent to Prometheus for testing and processing.  Prometheus primarily focuses on the treatment, diagnosis, and detection of gastrointestinal, autoimmune, and inflammatory diseases and disorders.  The dates of service will run from 01 January until 30 December, beginning FY 09 and ending FY 14. The testing will cost an estimated $120,000 in FY 09 and increase each year an estimated $5,000, to reach approximately $650,000.

Total cost on contract number N62645-09-D-5011 will increase by $374,995.00 from $610,000.00 to $984,995.00.  

The contractor’s laboratory will meet the following requirements:

a. Supplier to provide a copy of their College of American Pathologists Certification as required by CAP Accreditation and their Clinical Laboratory Improvement Act (CLIA) accreditation.

b. Reference lab must act in accordance with commercial practices.

c. All subcontracted referral facilities used by the contractor shall also meet the above requirements.

Estimated Dollar Value 

	FY 09
	FY 10
	FY 11
	FY 12
	FY 13
	Total

	DHP
	DHP
	DHP
	DHP
	DHP
	DHP

	$120,000.00
	$195,000.00
	$214,500.00
	$235,950.00
	$259,545.00
	$984,995.00


(DHP-Defense Health Program funds)

The total increase is divided among the CLINs as follows:
· CLIN 1001

· Period of Performance: 10/01/2009 – 09/30/2010

· Increase by $70,000.00 from $125,000.00 to $195,000.00

· CLIN 2001

· Period of Performance: 10/01/2010 – 09/30/2011

· Increase by $84,500.00 from $130,000.00 to $214,500.00

· CLIN 3001

· Period of Performance: 10/01/2011 – 09/30/2012

· Increase by $100,950.00 from $135,000.00 to $235,950.00

· CLIN 4001

· Period of Performance: 10/01/2012 – 09/30/2013

· Increase by $119,545.00 from $140,000.00 to $259,545.00

4.  Statutory Authority Permitting Other Than Full and Open Competition.  

The statutory authority permitting other than full and open competition for this acquisition is 10 U.S.C. 2304(c)(1), Only One Responsible Source as implemented by paragraph 6.302-1( c) of the Federal Acquisition Regulation.

5.  Rationale Justifying Use of Cited Statutory Authority. 

Prometheus holds the patent for the specific tests for this requirement. The Department of Defense has entered into contract W81K04-06-D001 with Quest Diagnostics (Quest) for laboratory testing services requiring that all laboratory testing be done at Quest unless Quest can not provide the testing services.  Other labs, including Quest, can provide some of these tests; however, no other one lab can provide all of these tests, which is a requirement to correctly diagnose celiac disease.

Prometheus Laboratories is the only laboratory that performs all of the testing for the diagnosis of celiac disease; these tests include the following: IBD First Step – Generation II; PRO-Predict Rx Metabolites (Thiopurine Metabolites -- 6-TGN, 6-NNPN); TPMT Enzme Activity (phenotype); and Serum Infliximab/HACA Measurement.    The tests mentioned above are needed by the NMCSD medical staff for the diagnosis of patients with celiac disease.  It is critical for evaluation of results that the same methodology is used to test the specimens. According to the medical experts at NMCSD, accurate interpretation of the complete panel set of diagnostic test results on a patient can be achieved only if all tests have been performed by the same laboratory using the same method.

In addition, the NMCSD Laboratory Department, Core Lab Division conducted market research by comparing Prometheus test menu with Quest Diagnostics’ Menu.  The research identified that Quest Laboratories does not perform the test indicated above.

Prometheus’ advanced high-resolution DNA probe analysis of HLA-DQ haplotypes allow for disease risk stratification depending upon which HLA genes are detected.  This multi-antibody profile is only offered at Prometheus.  If another laboratory were to be awarded this contract, the treatment and management of celiac disease patients would be disrupted because Prometheus Laboratories is the only laboratory that performs specific FDA approved testing needed for diagnosing patients with celiac disease.    

The current contract with Prometheus to provide these services was issued on a sole-source basis due to the factors above.  

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

A notice will be posted to the Government Point of Entry, www.FedBizOpps.gov.  All responses will be evaluated.
6a. A description of efforts made to ensure that offers are solicited from as many potential sources as practicable, including whether a FBO notice was (state the date) or will be publicized as required by FAR 5.2. 

A notice of intent was posted to FedBizOps (FBO) for the base award.  It was posted for fifteen days and gave notification to any interested parties that proposals will be accepted in order to allow the government to determine if a competitive solicitation should be issued.
A notice of intent for the modification will be posted on FBO in addition to the addendum for a period of fifteen days to notify any interested parties that the current contract is being increased.
6b. If a synopsis is not to be submitted, state which exception under FAR 5.202 applies. 

N/A

6c. If you did not use Note 22 in your synopsis, explain. 

N/A

6d. If market research was conducted per FAR Part 10. 


NMCSD has performed market research and is currently working with Quest Diagnostic laboratories to evaluate test menu availability and methodology sensitivity and specificity.  This evaluation project will require some time and effort to complete but will be conducted as a work-in-progress task.  Quest Diagnostics does not currently offer all five of the tests that are required in order to complete the testing for celiac disease.

In addition, the NMCSD Laboratory Department, Core Lab Division conducted market research by comparing Prometheus test menu with Quest Diagnostics’ Menu.  The research identified that Quest Laboratories does not perform the test indicated above.

Market research dictates that Prometheus has the intellectual proprietary/patent information with several of their tests being registered trademarks for which other laboratories do not have the rights to use.   Unlike Quest Diagnostics which uses more traditional tests to diagnose Celiac disease such as Gliadin Antibody (IgA, IgG), IgA serum and Tissue Transglutaminase Antibody (IgA and IgG), Prometheus takes it a step further by also incorporating genetic testing into the battery of tests to diagnose or predict future afflictions from Celiac disease.  The Prometheus Celiac Genetics test is one that analyzes a patient's genetic profile for the HLA DQ2 gene and the HLA DQ8 gene both of which are associated with Celiac Disease.  This genetic test is highly specific and can predict with a 95% to 100% whether or not a patient has true Celiac Disease.  Also, this test information can tell the doctor if the patient is at risk of ever developing the disease.  So Prometheus takes traditional lab testing a step further by not just testing levels of certain proteins but looking at the patient's genetic make up to accurately predict future disease or confirm present disease.

6e. If “yes,” describe how the market research was conducted and what the results were. 

The market research was done by contacting Quest Laboratories customer service department to determine if celiac disease testing could be performed at the facility.  The research concluded that Quest Laboratories does not perform the following specific celiac disease testing at its laboratories: IBD First Step – Generation II; PRO-Predict Rx Metabolites (Thiopurine Metabolites -- 6-TGN, 6-NNPN); TPMT Enzme Activity (phenotype); and Serum Infliximab/HACA Measurement. 

6 f.  If “no,” explain why not. 

N/A

7.  Determination of Fair and Reasonable Cost.   

The contracting officer has determined the anticipated cost to the Government of the supplies/services covered by this J&A will be fair and reasonable. 

8.
Actions to Remove Barriers to Future Competition. 

NA
If another potential source emerges, NMLC will assess whether competition for future requirements is feasible in accordance with the guidelines in the FAR.

9.  Contracting Point Of Contact.
LCDR Milavec
Naval Medical Center San Diego

(619) 532-9340
(A SEPARATE SIGNATURE PAGE SHALL BE USED FOR CERTIFICATIONS, LEGAL CONCURRENCE AND ASN (RDA)/NAVSUP ED APPROVAL)
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