JUSTIFICATION AND APPROVAL FOR USE OF OTHER THAN FULL AND OPEN COMPETITION
 
1. Contracting Activity.

Contracting Activity: Naval Medical Logistics Command (NMLC), Acquisition Management Directorate, Code 2, 693 Neiman Street, Fort Detrick, MD 21702, acquiring on behalf of the requesting agency, Naval Medical Research Center (NMRC), 503 Robert Grant Avenue, Silver Spring, MD 20901 

2. Description of the Action Being Approved. 

Approval is requested to award a single contract to Seattle BioMed, Seattle, Washington, on a sole source basis, for the conduct of research activities associated with the immunization via mosquito bite with radiation-attenuated Plasmodium falciparum sporozoites (IMRAS) Clinical Trial.  The period of performance is anticipated to be for 36 months.

 3. Description of Supplies/Services.

Seattle BioMed will take primary responsibility for the following Cooperative Research and Development Agreement (CRADA) tasks: 
(1)Determine biomarkers of protection in humans vaccinated with radiation attenuated P. falciparum sporozoites (PfRAS) (Statement of Objectives, Task 4)
(2) Discover antigens targeted by protective immune responses in humans immunized with RAS via mosquito bite (Statement of Objectives, Task 5) 
(3) Compare PfRAS data with ITV and PfGAP trial data using data management and analysis pipeline (Statement of Objectives, Task 6).

Seattle BioMed will also provide supportive activities, including participation in teleconferences, committees and discussions, for the following tasks: 
(1) Develop a human use protocol and regulatory strategy to support PfRAS immunization via mosquito bite (Statement of Objectives, Task 1)
(2) Immunize human volunteers with PfRAS via mosquito bite and collect PBMCs and other reagents for biomarker identification and antigen screening (Statement of Objectives, Task 2); (3) Assess the degree, boosting and duration of protection induced by PfRAS in humans (Statement of Objectives, Task 3).

Estimated Dollar Value

	
	FY 2012
	FY 2013
	FY 2014
	Total

	RDT&E
	$43,040
	 $990,706
	$24,623
	$1,058,369

	Total
	$43,040
	 $990,706
	$24,623
	$1,058,369



4.  Statutory Authority Permitting Other Than Full and Open Competition.  Use one of the following: 

10 U.S.C. 2304(c)(1), One source or limited sources. 

5.  Rationale Justifying Use of Cited Statutory Authority. 
Seattle BioMed, is the only entity with the required regulatory support (cross-referencing portfolio) and the array of systems biology approaches, that when coupled with SBEAMS software allows them to be used in a broadly integrative way such as is needed for successful completion of the IMRAS project.  
The IMRAS Clinical trial is part of NMRC’s “Biomarkers of protection in humans immunized with Plasmodium falciparum irradiated sporozoites” malaria research project, which is being conducted under a Cooperative Development and Research Agreement signed between NMRC and the funder, the Bill and Melinda Gates Foundation  (NMRC-12-3941). NMRC is joined under a Memorandum of Understanding by two additional Department of Defense activities – the Walter Reed Army Institute of Research (WRAIR) and the US Army Medical Materiel Development Activity (USAMMDA) – to address the research tasks under the CRADA. Additionally, an external collaborator is needed with expertise in the systems biology of malaria, as there is no federal partner with this capability.  For this reason, there is a need to engage Seattle BioMed, the premiere entity in this field, under a sole source basis.  
The objective of the cooperative research described in the CRADA is to support the identification of biomarkers of protection to guide malaria vaccine development and deployment of vaccines to the field.  Seattle BioMed is named as a participant in the activities funded under the CRADA as referenced in the CRADA Statement of Work.  This is because the funder, BMGF, has intended that NMRC and Seattle BioMed work collaboratively to address the objectives of the CRADA.  
Seattle BioMed is well known globally for its strength in research on malaria, HIV, tuberculosis, and trypanosomiasis.  Seattle BioMed’s Malaria Program comprises five principal investigators who are key leaders in the fields of immunology, parasitology, systems biology, antigen discovery and whole sporozoite vaccines.  The research capability of Seattle BioMed is sustained by multiple core facilities including DNA Sequencing, Proteomics, Flow Cytometry, Imaging, Protein Production, Bioinformatics and the Insectary.  Of particular relevance to this contract, Seattle BioMed is the only institute in the world with infectious disease research and systems biology fully integrated in one building.
A critical activity of the IMRAS project is to compare data from the IMRAS clinical trial (to be conducted at NMRC under the CRADA) with parallel analyses performed on samples from volunteers who are participating in two similar clinical trials (to be conducted under separate BMGF-funded protects) also involving immunization of research subjects with malaria sporozoites via mosquito bite: (1) the infection and treatment vaccination (ITV) clinical trial and (2) the P. falciparum genetically attenuated parasite (PfGAP) vaccination clinical trial.  Both of these trials have been sponsored by Seattle BioMed and the former is being conducted currently at Seattle BioMed, while the latter was conducted previously at another site, Walter Reed Army Institute of Research, a DoD facility.  The BMGF has currently funded Seattle BioMed to compare the data from (1) and (2), under a direct grant to Seattle BioMed called the Biomarker Discovery Project (Dr. Ruobing Wang, Seattle BioMed, is the PI). In order to make this comparison, the laboratory at Seattle BioMed developed a unique data management system specifically designed for systems biology research (SBEAMS).  This data management system is being used to organize, store, protect, and integrate the data generated in these two separate projects. The data management system is not vaiable commercially and is proprietary to Seattle Biomed.
Now, with the signing of the CRADA with NMRC, BMGF has requested that the IMRAS clinical trial be conducted and that the results be integrated with those from trials (1) and (2).  This will enrich the data set on immunization with sporozoites via mosquito bite, and therefore the power of the analysis to search for biomarkers of protection against malaria.  BMGF has specifically requested that the IMRAS data be analyzed by investigators at Seattle BioMed, intending that the unique data management system developed by Dr. Alan Aderem be applied to IMRAS as well as to trials (1) and (2).  Seattle BioMed agreed in discussions with BMGF that they will configure the elements of their dedicated server infrastructure and software to meet the specific goals of the IMRAS project.  Therefore, the NMRC mission to identify protective immune signatures under IMRAS is predicated on using Seattle BioMed’s Systems Biology expertise and data management infrastructure.
In addition to its unique qualifications to conduct systems biology assessments to search for biomarkers of protection, Seattle BioMed is uniquely positioned to strengthen NMRC’s application to the FDA Center for Biologics Evaluation and Research (CBER) for permission to conduct the IMRAS Trial.  Specifically, NMRC will cross-reference the Seattle BioMed Investigational New Drug Applications (INDs) for PfGAP and ITV trials that describe similar immunizations and procedures to be used in this trial (all three trials immunize human volunteers with malaria sporozoites administered via mosquito bite as described above).  This will allow CBER to use this information in support of NMRC’s  application, and also underscore the collaborative nature of this research.
The ability of NMRC to obtain IND allowance for the IMRAS clinical trial will be significantly compromised without the opportunity to cross-reference Seattle BioMed’s INDs.  Of note, the IND supporting PfGAP on the one hand, and the IND supporting ITV on the other hand, both sponsored by Seattle BioMed, are the only such IND’s allowed for clinical testing by the FDA. The only other ITV trials conducted in medical history were conducted at the Radboud University of Nijmegen Medical Center (RUNMC) under European regulatory authority and therefore cannot be cross-referenced.  Only one PfGAP trial has ever been conducted in medical history, and this is the one sponsored by Seattle BioMed conducted at WRAIR.  To lose the ability to cross-reference these two studies, which is what would happen if Seattle BioMed were not selected for this contract, would severely jeopardize the likelihood that CBER will allow NMRC’s  IND and thus jeopardize the conduct of the IMRAS clinical trial.
In sum (1) Seattle BioMed is uniquely positioned to support the systems biology analysis of the IMRAS project (Tasks 4 and 6), (2) Seattle BioMed is uniquely positioned to support NMRC’s regulatory approach to obtaining IND allowance from the FDA (Task 1) and (3) collaborating with Seattle BioMed is implicit in NMRC’s CRADA agreement with the BMGF.  In addition, Seattle BioMed is qualified to support the other taskings in this contract (Task 2, Task 3 and Task 5).
Previous relevant Federal award(s):
Seattle BioMed received a $1.7M appropriations grant from the Department of Defense (grant number W81XWH-09-1-0531) which ran from September 2009 to March 2012. A portion of this grant went to support establishment of key scientific cores pertinent to the Malaria Clinical Trials Center. This funding allowed for development of the Clinical and Translational Research Laboratory (CTRL) which focuses on Good Clinical and Laboratory Practices (GCLP) clinical sample processing and assay conduct. Additionally, within their Center for Mosquito Production and Malaria Infection Research (CeMPMIR) the funding supported establishment of segregated research and Good Manufacturing Practices (GMP) clinical insectary facilities.  All milestones of this appropriation were met and the CTRL and CeMPMIR facilities are both currently fully operational and supporting ongoing studies.

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

The proposed contract action will be synopsized on the FedBizOpps website in an attempt to locate other potential sources. NMRC constantly conducts market research into the capabilities of different entities in the marketplace specifically pertaining to systems biology. Research conducted into entities (all of which NMRC has intimate knowledge of because of ongoing collaborative work) such as Genocea, Inc; GenVec, Inc; University of California Irvine and the University of Washington / Benaroya Research Institute have shown none have the required capabilities. Seattle BioMed, is the only entity with the required regulatory support (cross-referencing portfolio) and the array of systems biology approaches, that when coupled with SBEAMS software allows them to be used in a broadly integrative way such as is needed for successful completion of the IMRAS project.  

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. 

For the reasons set forth in Paragraph 5, NMLC has no plans at this time to compete future contracts for the type of services covered by this document.  If another potential source emerges, NMLC will assess whether competition for future requirements is
