ATTACHMENT 1:  STATEMENT OF WORK

MICROBIOLOGY AND INFECTIOUS DISEASES BIOLOGICAL RESOURCE REPOSITORY (MID-BRR) 

1) BACKGROUND AND INTRODUCTION:
Research supported by the National Institute of Allergy and Infectious Diseases (NIAID), National Institutes of Health (NIH), Department of Health and Human Services (DHHS), strives to understand, treat, and ultimately prevent the myriad infectious, immunologic, and allergic diseases that threaten millions of human lives. The NIAID Division of Microbiology and Infectious Diseases (DMID) supports extramural research to control and prevent diseases caused by all infectious agents other than HIV, including research to counter bioterrorism. This includes basic and applied research to develop and evaluate therapeutics, vaccines, and diagnostics that is funded through a variety of research grants and contracts.  

Toward this aim, DMID supports an array of research services. Included are programs that make preclinical and clinical translational research services, as well as organisms and state-of the art reagents, DNA sequencing, data and analytic tools, and biocontainment and core facilities, available to investigators (http://www3.niaid.nih.gov/research/resources/dmid/). For the most part, these services are currently provided through multiple, specialized programs. DMID seeks now, however, to adopt an integrated approach to the provision of services by creating unified, comprehensive, coordinated programs. This strategy is being employed to: advance science by promoting cross-fertilization across and within disciplines and approaches; serve the research community more conveniently; achieve efficient use of resources through economy of scale and avoidance of duplication; and provide the flexibility needed to respond to changing priorities.

Accordingly, DMID is establishing the Microbiology and Infectious Diseases Biological Research Resources Program (hereinafter called the Biological Research Resources Program). The Biological Research Resources Program will integrate and consolidate the functions currently carried out by numerous NIAID-supported repositories (http://www3.niaid.nih.gov/research/resources/dmid/repos.htm). Of these currently supported programs, five concentrate on targeted groups of bacteria (Shiga toxin-producing Escherichia coli, resistant staphylococci, respiratory pathogens, and mycobacteria responsible for tuberculosis and leprosy); one is dedicated to emerging viruses and arboviruses; one focuses on Aspergillus species; and three are dedicated to individual parasites (filarial worms, schistosomes, and plasmodia). Another program, which focuses on NIAID Category A, B and C Priority Pathogens (http://www3.niaid.nih.gov/topics/BiodefenseRelated/Biodefense/research/CatA.htm) provides a comprehensive collection of research materials, including those deposited by other Government-supported research projects, to be made available to the biodefense and emerging infectious disease scientific communities.  Together, these collections contain approximately 15,000 unique catalog items and more than a half million units for distribution.
The Biological Research Resources Program is designed not only to meet the currently defined needs of scientific communities, but also to meet emerging needs for research materials as they are identified. The Biological Research Resources Program comprises multiple components. The Microbiology and Infectious Diseases Biological Resources Repository (MID-BRR), which this contract establishes, will serve as a central repository that will provide one-stop shopping for the broad community of microbiology and infectious diseases researchers. The MID-BRR will receive, acquire, authenticate, produce, preserve, store and distribute most of the organisms and reagents needed to comprise the comprehensive collection. 

A separate and complementary Request for Proposal (RFP) has solicited proposals for the Animal Models of Infectious Diseases program (https://www.fbo.gov/spg/HHS/NIH/NIAID/NIH-NIAID-DMID-AI2008041/listing.html), which will provide the capacity to ensure a supply for the MID-BRR of organisms that must be grown in animals as well as reagents integral to research on these organisms. 

The MID-BRR will also serve as a repository for research materials produced by other Government-supported research projects and research service programs. The MID-BRR Contractor is expected to interact with these programs as well. (See diagram below.)
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Human Microbiome Project: http://nihroadmap.nih.gov/hmp/.    

Regional Centers of Excellence: http://www3.niaid.nih.gov/research/resources/rce .

Centers of Excellence for Influenza Research and Surveillance: http://www3.niaid.nih.gov/research/resources/ceirs/ 

Proteomics Research Centers: http://proteomicsresource.org/.   

Pathogen Functional Genomics Research Centers: http://pfgrc.jcvi.org/. 
Animal Models of Infectious Diseases: https://www.fbo.gov/spg/HHS/NIH/NIAID/NIH-NIAID-DMID-AI2008041/listing.html
Sharing research resources is fundamental to progress in science. The NIH is interested in ensuring that research resources developed with NIH funding are made available to the research community for further research, development, and application, in the expectation that this will further the research enterprise and accelerate the development of products and knowledge of benefit to the public. The NIH endorses the sharing of final research data and resources to expedite the translation of research results into knowledge, products, and procedures to improve human health. The Biological Research Resources Program has been designed to ensure that the research community will have access to myriad research materials developed through numerous sources.
2) SCOPE:
The Microbiology and Infectious Diseases Biological Resource Repository (MID-BRR) will provide NIAID with a central repository for the acquisition, authentication, production, preservation, storage, and distribution of a broad range of unique and quality assured research materials for the infectious disease research community that will aid in the development and evaluation of vaccines, therapeutics, and diagnostics.  This program will include biodefense, non-biodefense, and emerging infectious disease research materials covering the more than 270 organisms in DMID’s research portfolio, allowing NIAID to respond to changing priorities as scientific research and public health needs shift.  The repository inventory will include organisms as well as reagents developed from and integral to research on those organisms.  This program will utilize a quality assurance program for the operation of a biological resource center that includes the facilities, equipment, qualified personnel, and all other necessary resources and services for importing and acquiring, authenticating, producing, storing, and distributing research materials.

For the purposes of this contract research materials include both organisms and reagents:

· Organisms include, for example, bacteria, viruses, parasites, and fungi, including NIAID Category A, B and C Priority Pathogens (http://www3.niaid.nih.gov/topics/BiodefenseRelated/Biodefense/research/CatA.htm) and NIAID designated emerging infectious disease agents or organisms (http://www3.niaid.nih.gov/topics/emerging/list.htm).

· Reagents include, for example, biochemical, biologic, cellular, genomic, immunologic and molecular specimens and/or resources integral to research on these organisms.  Reagents may also refer to toxins and other agents such as prions; to antiviral and anti-infective drugs and therapeutics, chemicals, agents that modulate the immune system, vaccines, vaccine constructs and vaccine adjuvants, and diagnostic tools and kits for detection and measurement.
3) TECHNICAL REQUIREMENTS:
Independently, and not as an agent of the Government, the Contractor shall furnish all the necessary services, qualified personnel, material, equipment, and facilities not otherwise provided by the Government as needed to perform the Statement of Work below.  

A. ESTABLISHMENT OF BIOLOGICAL RESOURCE REPOSITORY

1. Initial Transition
a. The Contractor shall plan, coordinate and implement an orderly, secure, and efficient initial transition of all activities, materials, data, and other documents from the existing contractors. 

b. The importation of collections stored in DMID-supported repositories to the MID-BRR will be negotiated with the Project Officer at the time of award.  The Project Officer will review and provide comments on the prioritization and scheduling of shipments from the existing repositories.  The Contractor shall receive collections from other existing repositories as instructed by the Project Officer. 

c. Upon receipt of organisms and reagents:

1) Confirm that the number and identity of organisms and reagents in each newly-imported collection match those stated to be transferred from the existing repository contractors. 

2) Process all received organisms and reagents and ensure that all vials or containers are labeled with barcode-readable labels identifying the contents.  

3) If necessary, add labels that will overwrap existing labels to include original information, as well as the MID-BRR reagent tracking barcode number.

4) Enter all received organisms and reagents into the MID-BRR inventory and tracking system.

5) Reagents received into the MID-BRR from existing repositories may be of different quality.  The Contractor shall accept these reagents as is and make them available to the research community without further evaluation or authentication unless specified by the Project Officer.

6) Store organisms and reagents under appropriate temperature and lighting conditions. 

2. Facilities, Equipment, and Other Resources

Provide and maintain the following facilities, equipment, space and other resources necessary to carry out the technical requirements set forth in the Statement of Work for the entire contract period of performance in compliance with all Federal, NIH, and state and local regulations and guidelines.  

a. Aseptic and/or sterile conditions, as appropriate.

b. A clean agent fire suppression system that is environmentally acceptable and leaves no residues.

c. Temperature-controlled floor space with the capacity to maintain a room temperature of 66°F to 72°F especially when all equipment is operational. Space must be sufficient for the installation, storage and maintenance of equipment, including refrigerators, freezers, and vapor-phase liquid nitrogen Dewars, and have sufficient working space for the receipt, processing, packaging, storage, and distribution of materials.

d. Sufficient space and equipment for weighing or dispensing solid and liquid materials into aliquots and labeling vials. For some non-infectious materials, automated processing and aliquotation equipment may be appropriate. Because of the nature of some of the materials, secure facilities shall be available for the appropriate handling of infectious agents and for hazardous materials.

e. An automated temperature monitoring system for all refrigerator, freezer, and liquid nitrogen storage units. The system shall be composed of individual temperature probes for each unit monitored 24 hours per day/7 days per week by a dedicated computer. This monitoring system should be capable of maintaining the performance history (temperature, repairs, initial validation) for every storage unit in the facility, and should interact with the facility’s inventory and tracking system, so that equipment performance and storage history data are linked to sample history as part of overall quality assurance and quality control.

f. Notification of necessary on- or off-site personnel by telephone/beeper/computer in the event of a storage unit malfunction. 

g. Immediate repair of malfunctioning equipment. 

h. A central alarm system to monitor for power failure 24 hours per day/7 days per week. Should power failure occur, complete and automatic back-up power shall be immediately available, such that uninterruptible electrical power to all equipment, including all refrigerators and freezers, computers, temperature monitoring systems, all back-up systems, and security systems, shall be available. 

i. An auxiliary electric generator capable of operating all storage equipment, security systems and necessary lighting with adequate back-up power supply (diesel, gasoline, or natural gas-powered generators with a minimum 72-hour fuel supply on hand at all times) on-site to minimize effects of electric power failure. The back-up generator must be tested monthly under continuous full load for at least one hour. Emergency stand-by refrigerators and freezers shall be available in case of mechanical failure of storage space.

j. Storage for bulk and/or packaged reagents at:

+2 to +8° C

9,000 total cubic feet
-15 to -20° C

11,000 total cubic feet
-70 to -90° C

2,000 total cubic feet
VP-LN2*


1,300 total cubic feet
* Vapor-phase liquid nitrogen conditions
k. Storage for materials produced under cGMP (current Good Manufacturing Practice), or materials that may be destined for pre-clinical use as specified by the Project Officer.

B. Biological Resource REPOSITORY ACTIVITIES
1. Inventory and tracking system:  Establish and maintain an information system to monitor the receipt, processing, storage and distribution of all research materials managed by the MID-BRR.

a. The system shall be housed in an environment with an adequate level of redundancy in power, connectivity and cooling, including:

1) Web-based access to the system by requestors, the Project Officer and designees.
2) Industry-standard authentication and authorization subsystem with confidential access codes that shall be known and accessible to the Project Officer and designees. The Project Officer will determine the information to be disseminated and to whom it shall be made available.

3) IT System Security Plan (ITSSP) that meets the OMB Circular A-130, NIST guidelines and NIH guidelines for IT system security.  The ITSSP must provide a summary of the security requirements for the system and describe the security controls in place or planned for meeting those requirements.  The ITSSP must be reviewed and approved by the NIAID Information Systems Security Officer (ISSO) within 30 calendar days after the effective date of the contract.

4) Ensuring that Information Technology System protection measures meet Department of Health and Human Services (DHHS) requirements by complying with the HHS IRM Information Security Program Policy at http://www.hhs.gov/ocio/policy/2004-0002.001.html.

5) Security against loss of data, to include an off-site secure facility for storage of back-ups of all database files and programs. A comprehensive Backup Plan (BP) that specifies the procedures used to insure against data loss shall be provided to the Project Officer for approval within 30 days after the effective date of the contract.

6) Continuity of Operations - a comprehensive Operational Recovery Plan (ORP) and Disaster Recovery Plan (DRP) that specifies the procedures used to restore operations following a natural or man-made disaster shall be provided to the Project Officer for approval within 30 days after the effective date of the contract.

7) Capability of being transferred to the NIAID or subsequent contractor without interruption.

8) A System User’s Manual that documents the system in its entirety for use by MID-BRR staff. The Manual shall be posted at a designated place, and be updated as needed.

9) Use of software and computer-based systems that are compatible with DMID computer-based systems and platform support for both Windows and Macintosh operating systems providing 100% feature parity.  

10) Use of a robust, scalable and commercially-available relational database and web environment.

b. Assign a unique identifier to each individual container of material processed in the MID-BRR to assist in the inventory and tracking of materials, from receipt through ultimate disposition. Use state-of-the-art bar coding software and hardware.

c. Record the complete history by individual container of all materials in the MID-BRR from receipt through ultimate disposition. Provide, within 60 calendar days after the effective date of the contract, an updated plan for tracking the complete history by individual container for approval by the Project Officer.

d. Monitor usage of Biological Research Resource Program materials in the MID-BRR. On a Quarterly basis, generate data extracts to the Project Officer that contain the materials usage information (for example, per institution, laboratory) to be used for planning and/or evaluation. The content shall be agreed upon by the Contractor and the Project Officer within 60 calendar days after the effective date of the contract.  
e. In addition to standard reports (See Reporting Requirements and Other Deliverables), prepare and generate ad hoc reports and data extracts requested by the Project Officer and/or designees.

f. As requested by the Project Officer, transfer all information stored in the inventory and tracking system, from the Contractor’s in-house inventory and tracking system to a Government-owned, secure database. The Contractor shall work with the Project Officer and the NIAID database developer on plans to transfer data and data structure to the NIAID database. Thereafter, the Contractor shall continue to support data collection and/or data entry and quality assurance/quality control activities as needed for the data uploaded into the NIAID database.

2. Identification and Acquisition
a. Identify strains and clones of other organisms (in addition to those transferred from the existing contractors), including strains and clones of NIAID Category A, B and C Priority Pathogens, (http://www3.niaid.nih.gov/topics/BiodefenseRelated/Biodefense/research/CatA.ht), emerging infectious disease agents, (http://www3.niaid.nih.gov/research/topics/emerging/list.htm), and reagents that are not readily available, as requested by the Project Officer. Prioritize acquisition of these additional materials based on the needs of the microbiology and infectious diseases research community, availability, and cost.  

b. Acquire additional materials after receiving written approval from the Project Officer. The acquisition of additional materials (either by purchase or donation) shall be an ongoing endeavor.  Acquire, authenticate, produce, store, and make available for distribution additional materials throughout the performance period of the contract, including materials produced in animals by the Contractor (as necessary), and materials created by contractors participating in the Animal Models of Infectious Diseases program, and other Government-supported grantees and contractors, as requested by the Project Officer.

c. Purchase additional materials through a competitive process. 
d. Maintain documentation supporting the price reasonableness for all acquisitions and the criteria for evaluating and selecting all sources for reagent acquisitions. 
e. At the request of the Project Officer, receive, acquire, authenticate, store, and distribute any materials produced under current Good Manufacturing Practice (cGMP, 21 CFR, Parts 210 & 211) conditions in compliance with cGMP.  Qualify (or audit) each subcontractor producing such products before acquisition of materials.  

f. Handle all materials at the appropriate biosafety level (BSL-1, BSL- 2, BSL-3, or BSL-4).

g. Perform a 5 percent location quality control check for all acquired materials within one calendar day after placing samples in their storage location and entering this information in the inventory and tracking system. 
h. Provide the Project Officer with a monthly summary to be included in the Monthly Progress Report of all newly-acquired collections and materials. 

3. Authentication
Authenticate materials following quality assurance/quality control procedures, including the following specific requirements. Additional requirements will be specified as necessary by the Project Officer.

a. Authenticate organisms (bacteria, viruses, parasites, and fungi, etc.) by typing and strain validation to verify genus and species identification (e.g., using genetic markers of clonal identity and virulence genes, or sequencing of flagellin and toxin genes to subtype strains). The number and types of assays to be performed shall require prior approval by the Project Officer. Examples include assays to establish identity by sequencing or typing, purity, viability, growth characteristics, concentration, and virulence. 

b. Authenticate biological and biochemical reagents, which include for example, cells, tissues, cell lines, lysates, nucleic acids, protein and peptide preparations, including antibodies, nucleoside analogs, antimicrobials, and chemicals and other compounds or natural materials that may be used for developing therapies against pathogens, including NIAID Category A, B and C Priority Pathogens and emerging infectious disease agents. Authentication shall be conducted to establish the following qualities, as appropriate.  For example, assays shall include:

· Clonality

· Purity

· Sterility

· Stability

· Chemical composition

· Biological activity

· Solubility

c. Techniques used to establish the above qualities shall include, for example:

· Spectrophotometry 

· Neutralization and infectivity assays 

· High performance liquid chromatography (HPLC)

· Mass spectrometry

· Restriction enzyme analysis 

· Polymerase chain reactions 

· Immunoblotting 

· In-situ hybridizations 

· Tritiated thymidine incorporation

d. The Project Officer can require that some reagents be acquired, produced, and distributed to the research community with little to no authentication.  

4. Production 
a. Produce materials to inventory levels as recommended by the Project Officer, in consultation with the scientific community, and/or as demand dictates.  Production of materials includes expansion of renewable materials, e.g., cell lines, viruses, microorganisms, and recombinant DNA and production of reagents (as necessary) in animals. 

b. Identify key indicators and associated measures for monitoring and assessing the performance of the facilities, equipment, operations, and personnel with respect to production. Provide acceptable and non-acceptable (upper and lower) specification limits for all key indicators. Analyze performance of key indicators quarterly, and submit Production Performance Reports to the Project Officer for review. Monitor out-of-specification and error rates, and implement procedures to reduce these rates to be as low as reasonably achievable. Implement corrective actions if specification limits are not met.  Notify Project Officer in writing of non-acceptable specification limits, and success or failure of corrective actions, and proceed based upon Project Officer recommendations. 

c. Weigh or dispense solid and liquid materials into aliquots in barcode-labeled vials.

d. Use automated processing and dispensing equipment for non-infectious materials, as appropriate.

e. Handle infectious agents and hazardous materials within secure facilities, following all Federal regulatory procedures and guidelines.
5. Storage
a. Provide, maintain, and operate facilities for the storage of bulk and packaged reagents and organisms, as appropriate, at:

+2° to +8 ºC

-15° to -25 ºC

-70° to -90 ºC

VP-LN2: Vapor-phase liquid nitrogen conditions

b. Store materials produced under cGMP, or those materials that may be destined for pre-clinical use, separately from infectious biologics.

c. Store materials at the appropriate biosafety level (BSL-1, BSL- 2, BSL-3, or 
BSL-4). 

6. Receipt and Distribution
Receive shipments and retrieve from storage, package, and distribute organisms and reagents.

a. Licenses, permits and compliance with regulations

1) Obtain the appropriate licenses and permits required by local, state and Federal authorities for the safe import, storage and shipping of diagnostics, therapeutics and reagents. 

2) Obtain the appropriate interstate, intrastate and foreign import/export shipping licenses and permits for transporting biohazardous and/or radioactive reagents and drugs. 

3) Comply with all Federal and State regulations governing access, distribution within a facility, transport, and use of Select Agents (http://www.selectagents.gov/agentToxinList.htm). Obtain appropriate shipping licenses and permits from Federal, state and local authorities for the safe import, storage, and distribution of appropriate organisms, according to current regulatory guidelines as applicable.

b. Receive Shipments

1) Receive and accept shipments within 24 hours of notification from carrier or other contract site to ensure viability of organisms and preservation of reagents.

2) Provide 24 hour per day, 7 days per week availability of MID-BRR personnel to receive, accept, and store incoming shipments of materials from the specified carrier, receipt site (e.g., airport), or other contract site.

3) In instances when third party direct delivery to the Contractor’s site cannot be accomplished, MID-BRR personnel shall transport shipments from the point of pickup to the MID-BRR at the temperatures necessary to maintain stability and viability of materials.

4) Update airport shipping/receiving procedures and requirements as needed to remain in compliance with Department of Transportation regulations (49 CFR Parts 1717-1800) and International Air Transport Association/International Civil Aviation Organization (IATA) Dangerous Goods Regulations (http://www.iata.org/whatwedo/cargo/dangerous_goods/index.htm).

5) Perform a 5 percent location quality control check for all incoming materials within one calendar day after placing samples in their storage location and entering this information in the inventory and tracking system. 

c. Shipping and Distribution

1) The Contractor shall not fulfill any requests that result in inventory dropping below a minimum inventory level, as recommended by the Project Officer and based on the type of material and needs for that material.

2) Retrieve samples from storage locations and perform any necessary discrepancy reporting and corrective action processing on vials with incongruent information. Conduct reporting and corrective action within 24 hours of the discovery of any discrepancies. The Contractor shall inform the Project Officer in questionable cases. 

3) Provide for safe packaging, shipping and distribution of materials by a certified air courier provider to eligible domestic and non-domestic research investigators so that such shipments are coordinated for timely receipt. A secure package tracking system shall be utilized to ensure that all materials are delivered only to the intended recipient. 

a) Provide, packaged with outgoing materials, material safety and data sheets containing technical information, references and citations of the relevant information for safe handling and use of the materials (e.g., proper reconstitution of freeze-dried organisms), and delineated applicable standards for the safe handling and use of specific materials in compliance with all local, state, and Federal regulations and guidelines.

b) Perform 100 percent documented inspection and verification of all outgoing shipments at the vial level. Verify that all requested vials have been retrieved and are correctly identified on the shipping manifest. Enter all necessary shipping information in the inventory and tracking system. For example, ship to investigator, institution and address, codes for catalog number, number of vials in shipment, ship date, etc.

c) Use safe and appropriate validated packaging, shipping and distribution containers for materials that comply with current domestic and international transport regulations and pertinent Department of Transportation regulations (49 CFR Parts 17-17-1800) and International Air Transport Association/International Civil Aviation Organization (IATA) Dangerous Goods Regulations (http://www.iata.org/whatwedo/cargo/dangerous_goods/index.htm). The shipping containers must provide a sufficient margin of safety for maintaining appropriate environmental safeguards and desired refrigeration levels for specific materials in transit, depending on the mode of transportation employed.

d) Ship materials and assume shipping costs using the MID-BRR contract.

e) Ship available materials within 48 hours of receipt of completed request.  Monitor shipments and receipt by the receiving agent to minimize delay or loss. If a shipment is not received within eight hours of expected delivery, immediately follow-up with the courier service for shipment tracking and inform the Project Officer or designee by electronic mail.  A telephone number for the Contractor’s on-call staff member shall be available to assist in this follow-up, and the staff member shall be available at that number. 

f) Coordinate all shipments so that viability, biological activity or purity of the materials will not be adversely affected. Send notification to all investigators to coordinate shipping and receiving of frozen and refrigerated materials. Handle all issues for customs brokerage.

C. QUALITY ASSURANCE PROGRAM 

Provide an institutional Quality Assurance Program (QAP) that comprises the design, establishment, maintenance, and updating of interrelated Programs for Quality Assurance/Quality Control, and Biosafety/Biosecurity and Security. 

1. Quality Assurance/Quality Control (QA/QC)
a. QA/QC Plan

Within 60 calendar days after the effective date of the contract, provide an updated Quality Assurance/Quality Control (QA/QC) Plan that describes procedures for establishing and maintaining a comprehensive QA/QC Program to monitor all laboratory management processes.  The QA/QC Plan shall address:

1) standard operating procedures (SOPs) for all activities related to handling materials; 

2) measures/metrics to be used to assess performance and quality of contract–produced materials; 

3) approaches/methods to document and address problems and deficiencies, including improvements in the QA/QC Plan; 

4) plans for training Contractor staff on all SOPs and measures used for QA/QC. 
The updated QA/QC Plan shall be reviewed and approved by the Project Officer prior to the initiation of any activities related to its execution and identify and describe key indicators or measures to monitor laboratory management processes, including the facilities, equipment, operations, and personnel.  At a minimum, a list of such indicators shall include: 
· reconciliation procedures between organisms/reagents sent and organisms/reagents that were supposed to be sent, establishment of physical and electronic “orphanages” for materials and data that cannot be immediately reconciled, confirmatory practices with respect to sample distribution; total number of discrepancies
· insertion of QA samples into freezers to be analyzed for impact of freeze time and conditions on the analytes of future interest, and monitoring of synchrony between physical sample location and electronic designation of sample location
· data entry or technician processing errors
· excessive turn-around times on receiving, processing, retrieval activities
· missing or incorrect tracking numbers for incoming and outgoing shipments
· acquisition, validation, repair, and replacement histories of storage equipment
· integration of temperature monitoring of storage unit and records of abnormal temperature event notifications 
5) The list of these key indicators for the QAP is to be provided as an Initial Deliverable for this contract. There should be separate data quality assurance protocols for processes associated with molecular biology laboratory procedures, e.g. for DNA and RNA extraction.
b. QA/QC Program

Develop and implement a comprehensive QA/QC Program that includes:

1) A Quality Assurance (QA) Officer with responsibility for monitoring and managing all aspects of the comprehensive QA/QC Program.

2) Developing and submitting Standard Operating Procedures (SOPs) for all aspects of the comprehensive QA/QC Program for Project Officer review and approval. 

a) All SOPs shall be maintained by the QA Officer. SOPs shall be reviewed annually and updated as necessary, with proper version control maintained on electronic copies.  

b) Updated SOPs are required to be approved by the Project Officer before implementation.

3) Ensuring the accuracy and integrity of monitoring and tracking of all MID-BRR activities. 

4) Corrective Action Reports, submitted to the Project Officer on a quarterly basis that describe problems and deviations from specifications, along with appropriate follow-up actions taken to remediate and correct discrepancies.

c. Audits

1) Internal Audits:  Conduct an internal audit, no less than semiannually or at the request of the Project Officer, to evaluate the current status of MID-BRR operations, including listing non-conformance with SOPs, repository policies and procedures, and Federal, state or local regulations and guidelines.

2) External Audits:  Prepare for and comply with the requirements of all externally conducted audits of the Contractor’s and subcontractor’s facilities and operations. External audits will be conducted by the Project Officer or designee annually, or as determined by the Project Officer, to review and evaluate the repository’s management, operations, and QA/QC procedures. Ensure that all necessary Contractor and/or subcontractor personnel, facilities, equipment, records, and documents, including SOPs, are available. 

3) For both Internal and External Audits, identify and correct errors, modify policies and procedures to prevent the re-occurrence of cited errors and behaviors, and remediate deficiencies within 30 calendar days after completion of the audit.  

4) Within 20 calendar days after completion of each audit, submit interim audit reports/responses to the Project Officer and Contracting Officer.  

5) Within 30 calendar days after completion of corrective actions, submit final audit reports/responses to the Project Officer and Contracting Officer.

2. Biosafety/Biosecurity and Security 

a. Biosafety/Biosecurity and Security Plan

1) Within 60 calendar days after the effective date of the contract, provide an updated Biosafety/Biosecurity and Security Plan that describes procedures for establishing and maintaining a comprehensive Biosafety/Biosecurity and Security Program. Ensure that all personnel safety training, and adverse incident occurrence with remediation documentation is described in the Biosafety/Biosecurity and Security Plan and is incorporated in the overall QAP.  

2) The updated Biosafety/Biosecurity and Security Plan shall be reviewed and approved by the Project Officer prior to the initiation of any activities related to its execution.    

b. Biosafety/Biosecurity
Requirements for the Biosafety/Biosecurity component of the comprehensive Biosafety/Biosecurity and Security Program include:

1) Biosafety (BSL-1, BSL-2, BSL-3, and BSL-4) containment of potentially hazardous organisms and reagents. 

2) Provision of a safe working environment for all staff to the Contractor site and any subcontractor sites in compliance with the guidelines outlined in Biosafety in Microbiological and Biomedical Laboratories (http://www.cdc.gov/OD/ohs/biosfty/bmbl5/BMBL_5th_Edition.pdf), and as required by all applicable Federal, state, and local regulations and guidelines.

3) Provision that all personnel who access and handle Select Agents  (http://www.selectagents.gov/agentToxinList.htm) have appropriate training, and meet the following requirements prior to beginning work on this contract:

a) all Federal Regulations and registrations for access and handling licensing requirements for select agents;
b) the Patriot Act (USA Patriot Act: Section 817  - Expansion of Biological Weapons Statute (http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=107_cong_public_laws&docid=f:publ056.107.pdf) and

c) Access to Select Agents (Appendix A to Part 72, CFR 42) (http://www.cdc.gov/od/sap/).

4) Provision of a Biosafety Officer with responsibility for monitoring and managing all aspects of the comprehensive Biosafety/Biosecurity and Security Program, including both Biosafety/Biosecurity and Security components.

5) Within 24 hours, informing the Project Officer and Contracting Officer of all accidents and incidents resulting in death, traumatic injury, occupational disease, and/or damage to property incidental to work performed under the contract. Maintain accurate records of all incidents, and make such records available upon request to the Project Officer and Contracting Officer.

6) Perform corrective actions, either in response to requests by the Project Officer or as necessary to maintain compliance with all applicable guidelines, and Federal, state and local regulations.  The Project Officer will approve all corrective actions before implementation of these activities by the Contractor.

7) Provide protective garments, equipment and monitoring to assure safe handling of infectious, toxic, biohazardous, and potentially hazardous materials, including both chemical and radioactive materials, for all involved personnel, including visitors to the facility. Comply with all applicable health and safety regulations while conducting the work set forth herein and follow the standards in accordance with HHSAR 352.223-70. 

c. Security

Requirements for the Security component of the comprehensive Biosafety/Biosecurity and Security Program include the following features and systems:

1) Multiple-level security maintained and operated 24 hours per day/7days per week to provide a secure environment for employees, materials, and equipment within the facility, including storage rooms, material handling areas, and computing environments. A minimum of three separate levels or layers of physical and electronic security shall be employed. These levels of security may be increased at any time during the performance period of the contract if Federal security guidelines for facilities are modified. The Contractor should utilize a state-of-the-art electronic security system with fail-secure locking hardware to ensure controlled access to all secure repository areas.

2) Security surveillance systems maintained and operated 24 hours per day/7 days per week to ensure that the stored materials remain accessible only to authorized personnel.

3) Systems for electronic controlled monitoring and access to all the USDA APHIS (Animal and Plant Health Inspection Service) and CDC Select Agents, NIAID Category A, B, and C Priority Pathogens, Highly Pathogenic Agents, and emerging infectious disease agent-related materials. Catalog and track access to and handling of these materials by all and any persons. 

4) Separate, locked, electronic-controlled restricted-access storage units with approximately 15 cubic foot capacity and the capability to maintain controlled temperature within the range specified for any materials designated by the Drug Enforcement Administration as a dangerous and/or controlled substance compound. These materials will be subject to cataloging and tracking as described for the NIAID Category A, B, and C Priority Pathogens and Schedule I of the Schedules of Controlled Substances established by Section 202 of the Controlled Substances Act (http://www.usdoj.gov/dea/pubs/csa/812.htm).

5) Implementation of additional biosafety/biosecurity and security measures as directed by the Project Officer.

D. COMMUNICATIONS AND COLLABORATIONS WITH THE SCIENTIFIC COMMUNITY

1. Scientific Advisory Group (SAG)

Establish and manage the activities of a Scientific Advisory Group (SAG) composed of a representative cross section of investigators, not directly associated with the MID-BRR, or any Biological Research Resources Program key personnel.  The SAG shall provide advice to the Contractor on the comprehensive needs of the microbiology and infectious diseases research community, including acquisition of additional organisms and reagents, recommended approaches to advertising the availability of materials, and the need for training not otherwise available. The recommendations of the SAG must be approved by the Project Officer prior to the implementation of any activities associated with their advice.

a. SAG Membership Selection

Within 3 months after the effective date of the contract, recommend to the Project Officer for review and approval the names of individuals for SAG membership and provide information on their area of expertise and other relevant selection factors. SAG members shall be individuals with broad vision regarding the ever-evolving state of microbiology and infectious diseases research and/or in the operation of large repositories. The Contractor shall NOT contact individuals regarding service on the SAG until final approval by the Project Officer.
b. SAG Working Groups

1) The SAG shall establish the following organism-specific Working Groups to advise the SAG on the needs of the community:

· Bacteria, including mycobacteria

· Fungi

· Parasites

· Viruses

Additional Working Groups shall be established as determined by the SAG or upon the recommendation of the Project Officer to obtain supplementary advice and address special needs. SAG Working Group members shall possess expertise related to the needs of each organism-specific Working Group. The SAG shall recommend the names of SAG Working Group members to the Project Officer for review and approval and shall provide information on their area of expertise and other relevant selection factors.
c. Semiannual SAG Meetings

1) The initial SAG Meeting shall be conducted within six months after the effective date of the contract; thereafter, SAG Meetings shall be conducted semiannually throughout the period of performance of the contract.  The Contractor shall select meeting sites, organize, and conduct meetings.  

2) SAG Working Group meetings shall be held three months in advance of SAG meetings, beginning with the first biannual SAG meeting.  

3) SAG and SAG Working Group meetings shall be attended by the MID-BRR key personnel, and may be attended by the Project Officer and other NIAID staff.  

4) Ten calendar days prior to each SAG meeting, provide a meeting agenda to the Project Officer for review. Upon approval by the Project Officer (by seven calendar days prior to the SAG meeting), distribute the meeting agenda to all meeting participants.

5) Within 30 calendar days after each SAG and SAG Working Group meeting, a summary shall be submitted to the Project Officer.

2. Training Workshops
Develop and organize SAG-recommended training workshops on the use of Biological Research Resources Program materials and resources for the scientific community.  Assume 2 one-day training workshops per year to be held in the Bethesda, Maryland area, each requiring 4 presenters (including Contractor/subcontractor staff and consultants).  Submit prior to workshop (60 days for domestic and 120 days for international) for review and approval, plans regarding the content and format of the workshops, including all training materials and a timeline to the Project Officer.  This shall include:

a. identifying qualified expert(s) who will organize and provide the training workshop;

b. entering into subcontracts, as necessary, to engage the expert(s) to organize and provide the workshop; 

c. providing logistical support for the workshop and workshop participants, including travel and per diem expenses and honoraria, and
d. compliance with NIH Regulations on Meals and Light Refreshments.

Entertainment expenditures must be authorized in advance using NIH form 2408-1, Request for Use of Appropriated Funds/Gift Funds for Light Refreshments/Meals and Other Entertainment Expenses, as provided in paragraph (G) of the NIH Manual Chapter 1160-1 (http://www1.od.nih.gov/oma/manualchapters/management/1160-1/).
3. Web Portal 

Establish, maintain, manage, and update web-based systems for ordering and depositing materials from/to the MID-BRR.  The web portal and web-based systems for ordering and depositing materials must have the following features and capacities:

a. Provide one-stop shopping for all materials stored in all Biological Research Resources Program collections.

b. Include all associated forms and instructions needed to support the ordering system.

c. Include a multi-level registration system organized and categorized according to the level of biosafety/biosecurity and security as determined by the materials.  For materials requiring permits:

1) Require and obtain verification for BSL-3 and BSL-4 facilities that all investigators and institutions requesting NIAID Category A, B, or C Priority Pathogens or reagents are in compliance with the requirements of the Patriot Act (USA Patriot Act: Sec. 817. –Expansion of Biological Weapons Statute, (http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=107_cong_public_laws&docid=f:publ056.107.pdf)  and

2) Require written agreement that, in addition to other assurances required, the institution will comply with the following:

a) All relevant standards for safe and secure handling and use of the research reagents;

b) Agreement not to use the reagents in any unauthorized or unsafe way including compliance with Protection of Human Subjects, Title 45, Code of Federal Regulations, Part 26; and Public Health Service Policy on Human Care and Use of Laboratory Animals, implementing 1996 revisions of the Guide for the Care and Use of Laboratory Animals;

c) Agreement that if commercial use is planned or commercial discoveries result through the use of a reagent, such use will occur only according to the donor-assigned Release Category for the reagent;

d) Agreement by reagent recipient investigators and their institutions to indemnify and hold harmless the United States, its Contractor, their suppliers, and contributors of reagents from any claims, costs, damages, or expenses. The Contractor shall secure and update/modify these agreements as required by the Project Officer; and

e) State-Institution Compliance Agreement by reagent recipient investigators at public institutions that are unable to accept the terms of the Standard Indemnification Agreement stated above in D.3.c.ii)d), the recipient institution agrees to be responsible for any claims, costs or expenses that may arise from the possession and use of reagents to the extent permitted under Federal and State law.

d. The web portal must include a web-based system for depositing materials into the Biological Research Resources Program collections. 
e. Section 508 Compliance:  The system shall provide users with complete information, instructions, and associated forms needed to deposit materials in compliance with Section 508 of the Rehabilitation Act (29 U.S.C. 794d), (see http://www.section508.gov/).  
f. Draft Web Portal Plan:  Within 30 calendar days after the effective date of the contract, submit a Draft Plan for the design and implementation of the web portal and web-based systems for ordering and depositing materials to the Project Officer for review and approval.

g. Final Web Portal Plan:  Within 7 calendar days after receipt of and agreement on comments from the Project Officer, modify the Draft Plan as necessary to incorporate Project Officer recommended revisions. The Final Plan and its implementation are due within 45 calendar days after the effective date of the contract.

4. Outreach Activities
a. Interact and maintain continuous and close interactions with the broad scientific community to advertise the availability of Biological Research Resources Program materials distributed through the MID-BRR, either directly or indirectly. 
b. Within 60 calendar days after the effective date of the contract, submit an Outreach Activities Plan to the Project Officer for review and approval.  Outreach activities include, for example, the following activities:

1) Promote widespread awareness through the use of electronic and print media, and leased booths or poster presentations at scientific meetings, symposia and workshops. World Wide Web-based advertisements shall include links to relevant pages. 

2) Publish descriptions of the collections housed within the Biological Research Resources Program in relevant scientific publications.
3) Interact with other DMID-supported research service programs.  Become familiar with and maintain knowledge of interrelated DMID-supported research service programs designated by the Project Officer.  Communicate with Principal Investigators of these contracts as needed to coordinate activities.
4) Participate in two trans-research service program meetings per year to be organized by the NIAID.  Attendees will be designated by the Project Officer. The purpose of these meetings is to coordinate activities and avoid duplication of effort.

5. Customer Service 
a. Develop and maintain a system to ensure that eligible users get the materials they requested in a timely manner. 

b. The Contractor shall be responsible for resolving only those issues within its control under this contract and shall forward other issues to the Project Officer. 

c. The Contractor shall implement remedies for issues within its control under this contract within a time period agreed to with the Project Officer not to exceed 90 calendar days. 

E. PROJECT MANAGEMENT 

1. Overall Project Management

a. Provide for the overall management, integration and coordination of all contract activities, including the management and coordination of activities carried out under subcontracts and/or by consultants.
b. Provide a Project Manager (PM) with responsibility for overall project management and communications, tracking, monitoring and reporting on project status and progress, and recommending modifications to project requirements and timelines, including projects undertaken by subcontractors.

2. Subcontract Management and Reporting 

a. Solicit, evaluate, secure and manage subcontractor services in accordance with the requirements established by Federal contracting regulations (FAR Clause 52.244.2), including overseeing and assessing the performance of the technical, administrative and operational activities of subcontractor(s); auditing subcontractor facilities, services, and financial expenditures; and tracking deliverables and reporting requirements. Identify and resolve problems and deficiencies with subcontractor performance when necessary.
b. Ensure that subcontractor personnel, equipment and facilities are compliant with all NIAID, NIH, DHHS, and Federal regulatory requirements in effect throughout the contract period of performance.

3. Meetings and Teleconferences

a. Contract Initiation Meeting 

Within 60 calendar days after the effective date of the contract, participate in a one-day Contract Initiation Meeting with the Project Officer, the Contracting Officer and other NIAID personnel designated by the Project Officer, to be held in Bethesda, Maryland.  The purpose of the Contract Initiation Meeting is to orient the Contractor to NIAID contract procedures.  This meeting shall be attended by Contractor’s key personnel and business representative.  Call-in capabilities for non-key personnel are acceptable.
b. Monthly Meetings/Teleconferences
1) Plan and conduct meetings at a minimum of monthly intervals, either in person or via teleconference, with the Contractor’s key personnel to review overall progress.

2) Plan and conduct meetings of the Contractor’s Program Manager and business representative with the Project Officer and Contracting Officer at a minimum of monthly intervals, either in person or via teleconference, to review proposed projects, the status of approved projects, and to discuss any matters relevant to the scientific and financial administration of the contract and future activities.  Prepare and distribute the agenda and meeting/teleconference materials to all participants on or before one calendar day prior to the meeting.  Provide a summary of all meetings and teleconferences in the Monthly Progress Reports.

c. Annual Site Visit

1) Arrange for and conduct annual site visits for NIAID contract and program staff to review and discuss:

a) project progress; 

b) problems and obstacles and approaches to overcoming identified problems and obstacles; 

c) recommendations for modifications in project timelines, objectives, and research approaches/methodologies based on outcomes to date; and 

d) future plans. 

2) These site visits shall be attended by the Project Manager, the Contractor’s business representative, and all key personnel.  The Contractor shall be responsible for:

a) Planning and submitting the agenda to the Project Officer for approval at least 14 calendar days prior to the visit;

b) Developing written and oral presentation materials; 

c) Arranging for the logistics associated with the site visits and for travel costs for all non-Government site visit attendees; and

d) Within 30 calendar days after completion of each annual site visit, prepare and submit an Annual Site Visit report to the Project Officer and Contracting Officer.

F. Final Transition 

The Contractor shall plan, coordinate and implement an orderly, secure, and efficient transition of contract-related materials and activities to the successor contractor or to the Government.  A description of transition activities, timelines, and assigned staff shall be provided in a Draft and Final Transition Plan, which will be reviewed and approved by the Project Officer and Contracting Officer. 
1. Draft Transition Plan:  Six months prior to the expiration date of the contract, the Project Officer may request submission of the Draft Transition Plan for review and approval by the Project Officer and Contracting Officer.  
2. Final Transition Plan:  Two months prior to the expiration date of the contract, the Project Officer may request submission of the Final Transition Plan (approved by the Project Officer and Contracting Officer).

If an Option to Extend the Term of the Contract is exercised, this task will be required in accordance with the new expiration date of the contract.

3. Plan and coordinate an orderly and safe transition to the new awardee (or to the Government), at the Government’s expense. This plan shall include the secure transfer of stored organisms, reagents, materials, all related repository data, and all Government-furnished property such as freezers, refrigerators, liquid-nitrogen Dewars, automated processing equipment, and storage safes.

4. Ensure the complete and effective transfer of data, software applications, and other technologies by the subcontractor(s) to the Contractor, the Government, or a third party designated by the Project Officer.
5. Perform all necessary transition and closeout functions on each subcontract.

6. Use an appropriately bonded moving agent experienced in secure transfer of microbiological repository contents under appropriate storage temperatures to safely transfer all MID-BRR materials maintained under this contract to the new contractor (or other designated facility), who will begin full operation within 60 calendar days after the effective date of the new contract, as applicable. 

7. Deliver to the Government or its designee by the expiration date of this contract, the following additional items, subject to Project Officer approval:

a. the secure transfer of stored organisms, reagents, all related repository data, and all Government-furnished property, such as freezers, refrigerators, liquid-nitrogen Dewars, automated processing equipment, and storage safes at the end of the contract period of performance, if contractor is not awarded a subsequent contract.
b. the final computerized inventory and tracking system contents (e.g., computerized listings of accurate and updated information on organism and reagent inventory by specific location);

c. SOPs and data files regarding reagent preparation, databases of products, original data and any necessary information related thereto;

d. lists of all materials still under production by a subcontractor(s);

e. labeled and inventoried paper files; and

f. listing of all Government-owned property and equipment maintenance records.

8. At least 90 calendar days prior to the transition date of this contract, participate in the Government’s efforts to inform MID-BRR users of the change in MID-BRR location and operational changes. 
9. The final transition shall be fully implemented on/before the expiration date of the contract.

10. Maintain full operational capacity until the expiration date of the contract.
[END OF STATEMENT OF WORK – BASE PERIOD]

G. OPTIONS 
In addition to the work outlined above to be provided for the basic requirement, Options for the continuation of the basic requirement and for additional work under the contract may be exercised at the discretion of the Government and are defined as follows:  

OPTIONS 1 through 6:  Extension of Period of Performance (Contract Term)

The Government may extend the period of performance of the contract in one-year increments beyond the contract base period.  If an Option is exercised, the services required under the Option will be of the same scope provided during the base year.

OPTION 7 through 9:  Increase to Level-of-Effort 
This Option provides for an increase in Level-of-Effort by the number of FTEs identified in the below Options 7, 8 or 9, to accommodate additional, unplanned projects that may be required to respond to emerging needs or public health emergencies, and which may require the capacity to manage special organism and/or reagent collections.

Option 7:
 Increase to Quantity of Effort by 4,160 direct labor hours.

Option 8:
 Increase to Quantity of Effort by 10,400 direct labor hours.

Option 9:
 Increase to Quantity of Effort by 20,800 direct labor hours.

Options to Increase Level-of-Effort:

· May be exercised as needed to address unanticipated increases in effort up to a maximum of 58,240 per year using any combination of Options 7, 8 or 9.  
· May be exercised multiple times within each year, as needed, in the increment that is required.
· The exercise of Options to Increase Level-of-Effort is subject to the availability of funds.
[END OF STATEMENT OF WORK - OPTIONS]
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