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PERFORMANCE WORK STATEMENT
[bookmark: PD000019]1.GENERAL.
1.1 SCOPE OF WORK.  Independently, and not as agents of the U.S. Government, the Contractor shall provide customized shipping and storage services; infectious diseases testing, and reporting services to support readiness, force protection, and notification requirements necessary to Department of Defense (DoD) operations.
1.1.1. Shipping/Storage Services.  The Contractor shall provide:
1.1.1.1. Shipping supplies that meet Department of Transportation (DOT) requirements for transshipping infectious and non-infectious specimens to and from designated locations;

1.1.1.2. Transportation services that comply with DOT requirements for transshipment of specimens to/from designated locations;

1.1.1.3 Submitting activities with access/feedback concerning package delivery and arrival statuses;

1.1.1.4. Onsite specimen storage;

1.1.1.5. Specimen storage box locations.
1.1.2. Testing.  The Contractor shall provide:
1.1.2.1. Initial and repeat screening for HIV, hepatitis B and C using an FDA-licensed test methodology on serum/plasma specimen. Specimens found repeatedly reactive by screening for HIV and hepatitis B antigen and HCV shall be submitted to the Government specified site for confirmatory testing.  The Contractor shall perform testing services as presented in Schedule B.

1.1.3. The Government estimates submitting approximately 60,000 to 90,000 specimens per month for initial screening from approximately 1300 submitting activities (SA) world-wide, including remote facilities.  
1.1.4. Reporting.  The Contractor shall provide:
1.1.4.1. Secure electronic communications using Health Level 7 protocol to receive test orders and transmit results to/from the Government.  The HL7 message shall include, as a minimum; FMP, SSN, Name (full last name, full first name, middle initial), date of birth, date drawn, barcode and source of test.
1.1.4.2. Secure electronic transmission of statistical and managerial reports.

1.1.5. Security.
The Contractor shall maintain facilities, automated data processing services and data transmissions at a MAC II security level of trust.  Computer system processing of data under this contract is Sensitive but Unclassified (SBU) and must have appropriate security features.  
1.1.5.1. The contractor’s IS/networks involved in the operation of DoD systems of records shall be safeguarded through the use of a mixture of administrative, procedural, physical, communications, emanations, computer and personnel security measures that together achieve the same requisite level of security established for DoD IS/networks for the protection of information referred to as “Sensitive Information.” 
1.1.5.1.1  System Security requirements are found in the DoD Risk Management Framework (RMF) for DoD Information Technology (IT); and Department Of Defense Instruction (DoDI)) 8500.01 (Cybersecurity.

1.1.5.2. Personnel Security.

1.1.5.2.1  Eligibility for access to information or assignment to sensitive duties shall be granted only to individuals who are United States citizens whose personal and professional history affirmatively indicates loyalty to the United States, strength of character, trustworthiness, honesty reliability, discretion, and sound judgment, as well as freedom from conflicting allegiances and potential for coercion, and willingness and ability to abide by regulations governing the use, handling, and protection of sensitive information in accordance with DoD 5200.2-R and SECNAV M-5510.30.
1.1.6. The Government reserves the right with appropriate approval to modify this contract to include other Government and/or DoD agencies having similar requirements.
1.2. CONTRACT PERSONNEL.
1.2.1. The Contractor shall furnish qualified personnel to ensure satisfactory performance of the services required by the PWS.  Contractor employees shall be able to read, write, and speak English fluently to communicate clearly and effectively.  The Government will not exercise any supervision or control over the Contractor employee performing services under this Performance Work Statement (PWS); such employees shall be accountable solely to the Contractor who, in turn, is responsible to the Government.  
1.2.2. On or before the commencement of contract services, the
Contractor shall provide the Contracting Officer Representative (COR) with a copy of the applicable signed National and/or State certifications held by laboratory staff assigned to work under this contract.
1.3. CONTRACTOR QUALITY ASSESSMENT PROGRAM (QAP).
1.3.1. The Contractor shall maintain a QAP to document performance of requirements set forth in Section C-5.8.8.
1.4. SAFETY REQUIREMENTS.
1.4.1. The Contractor shall maintain:

1.4.2. Safety and health standard consistent with the requirements set forth by Occupational Health, and Safety Administration (OSHA), the Center for Disease Control and Prevention (CDC) and the Department of Transportation.

1.4.3. An accurate record of and submit a written property damage report to the COR, within seventy-two (72) hours, of any accident resulting in damage to any Government property caused by Contractor employees.
1.5. SECURITY REQUIREMENTS.
1.5.1. The Contractor is responsible for the security of his/her supplies, materials, equipment, and Government data stored on Contractor sites.

1.5.2. Neither the Contractor, nor any of its employees, or subcontractors shall disclose or cause to disseminate any information concerning operations of military activities that could result in violation of the contract.

1.5.3. All inquiries, comments, or complaints arising from any matter observed, experienced, or learned of as a result of or in connection with the performance of this PWS, the resolution of which may require the dissemination of official information, shall be directed to the COR and the KO for assistance.

1.5.4. The Contractor shall only conduct business with designated Government personnel listed as a point of contact (POC).  Names of authorized personnel will be provided to the Contractor by the Government, in writing, and updated as necessary throughout the contract period.

1.5.5. The Contractor shall meet all DoD and National Security Agency direction, guidelines, and announcements concerning security of automated data processing and transmission, computer security requirements, validation, and auditing procedures.
1.6. SHIPPING REQUIREMENTS.

1.6.1 The contractor shall meet all domestic and international regulations and base security requirements for delivery of materials, specimen, equipment, software, and reports.

1.6.2 The contractor shall understand that local shipping companies may be precluded from making required pick-ups and deliveries at submitting activities worldwide due to security requirements. The Contractor is responsible for upfront coordination with the installation’s security department to ensure that subcontractors will be capable of accessing the installation.
1.7. PERFORMANCE EVALUATION MEETING
1.7.1. Employees designated by the Contractor shall meet with Government representatives, quarterly, to perform a contract program review.  Written minutes prepared by the Contractor of these meetings shall be signed by the contractor representative and forwarded to the COR and KO within fifteen (15) calendar days of the meeting.
1.7.2. Contractual issue(s) identified by the KO/COR are documented in a Contract Discrepancy Report (CDR).  The CDR will state the Contractor’s response time period for the CDR. The KO, at his/her discretion may request that a meeting is held to discuss the issue.  Written minutes of these meetings shall be prepared by the Navy Contract Negotiator and distributed within fifteen (15) calendar days of the meeting.  The written minutes, of these meetings shall be distributed to the Contract Manager, KO, and COR.  Should the Contractor not concur with the minutes, a Contractor representative shall state so in writing within the timeframe required by the KO.
1.8. GOVERNMENT OBSERVATION
1.8.1. Inspections will be conducted by the COR and/or designated alternate to determine if the Contractor is performing in accordance with the terms of the PWS.  The Contract Manager may obtain from the COR a summary of the findings of any inspection performed.
1.9. RESERVED.

1.10. Applicable Statutes.  [See Section C-6]

a) Privacy Act of 1974
b) Freedom of Information Act (FOIA)
c) Health Insurance Portability and Accountability Act (HIPAA) of 1996
1.11. ACCIDENT REPORTING.
1.11.1 The Contractor shall maintain an accurate record of all accidents and shall report in writing to the COR, within twenty-four (24) hours, all accidents resulting in death, trauma, occupational disease, property, and/or equipment damage caused by Contractor’s employees.  Within seventy-two (72) hours of any accident, the Contractor shall submit a property damage report for Government items.
1.12. PRE-PERFORMANCE CONFERENCE.
1.12.1. Before commencing work, the Contractor shall meet in conference with the KO/COR and other designated Government representatives, at a time and place to be specified by the Government, to discuss and develop mutual understandings relative to scheduling, administration of work, quality assessment, and quality control.

1.12.1.1 During the pre-performance conference the Contractor shall review, discuss, agree upon and sign the terms outlined in the Business Associate Agreement (Attachment 4).
1.12.2. The Government representative will prepare and distribute written meeting minutes to participants.
1.13 CONTRACTOR PHASE-IN.
1.13.1. To ensure a smooth transition to Contractor performance and to prevent possible decreases in productivity, the Contractor shall be authorized to have personnel on board at no additional cost during a 60-day period before contract start date.  During this period, the Contractor shall become familiar with contract requirements in order to commence full performance on the contract start date.
1.14 CONTRACTOR PHASE-OUT.
1.14.1 To ensure a smooth transition to discontinue Contractor performance of services and to prevent possible decreases in productivity, the Contractor shall outline how services will be rendered during this period; what records or items may be destroyed or how those items shall be securely archived for the directed period of time; and how other designated items/records shall be transferred to the Government at contract expense.
1.15. CONTINUITY OF SERVICES.
1.15.1. Upon expiration of this contract, the Contractor shall give his best effort and cooperation to the successor.  The Contractor shall, upon receiving written notification from the KO, provide phase-in and phase-out services for up to sixty (60) calendar days after this contract expires.


DEFINITIONS
2. GENERAL.
As used throughout this contract the following have meaning set forth below.
2.1. DEFINITIONS.

2.1.1. BLIND QC PANEL SAMPLES.  Routine serum samples of known character to the Government and of unknown character and identity to the Contractor provided by the Government for quality control purpose.

2.1.2. CALENDAR DAY.  Successive days of a year.

2.1.3. CERTIFYING OFFICIAL.  The Contractor's person who verifies that testing was accomplished by the methodology reflected in the contract and that results reported are in fact those obtained by that methodology.

2.1.4. CONFIRMATORY.  To prove or establish the correct test result.
2.1.5. CONTRACT DISCREPANCY REPORT.  A document submitted to the Contractor by the Government explaining a performance, noncompliance, and/or other issue needing review, correction, or modification.

2.1.6. CONTRACT NEGOTIATOR.  Serves as point of contact for solicitation, analysis, and negotiation of Contractor's proposals.

2.1.7. CONTRACTING OFFICER.  A Government person with authority to enter into, administers, changes, or terminates a contract.

2.1.8. CONTRACTING OFFICER'S REPRESENTATIVE.  The technical liaison between the Contractor and Contracting Officer.  Does NOT have the authority to change the terms and conditions of the contract.

2.1.9. CONTRACTOR.  The term as used in this contract refers to the prime.

2.1.10. CONTRACTOR REPRESENTATIVE.  A supervisor, superintendent, or manager assigned in accordance with the "Superintendence by Contractor" clause.

2.1.11. CORRESPONDENCE.  Includes all written correspondence such as letters, memorandums, endorsements, and messages.

2.1.12. DATA AT REST. Inactive data which is stored physically in any digital form (e.g. databases, spreadsheets, archives, tapes, off-site backups, mobile devices, etc.)  

2.1.13. DEFECTIVE SERVICE.  A unit of service, which contains one or more defects or noncompliance with, specified requirements.

2.1.14. ELISA CUTOFF.  Determined by the manufacturer test run utilizing the reported reactive and non-reactive controls.

2.1.15. END USER MATERIAL.  Material, which is designated for delivery to the requestor immediately upon receipt.

2.1.16. ETIOLOGIC AGENT.  All serum specimens that have repeatedly tested reactive and/or proficiency panels/series.  

2.1.17. FORCE TESTING.  The HIV and HCV antibody testing that is being accomplished on military personnel based upon administrative directives.

2.1.18. FULL-TIME.  A normally scheduled 2080-hour work year of effort based on a 40-hour workweek calculation.

2.1.19. GOVERNMENT ACTIVITY.  Any of the uniformed services submitting samples for HIV antibody testing.

2.1.20. GOVERNMENT LOCATIONS.  Any designated recipient of HIV data/results.

2.1.21. KEY-PERSON.  Skilled and experienced professional and/or technical person whose skills are essential for successful accomplishment of the work to be performed under this contract.

2.1.22. LOCAL ROSTER.  Form furnished by the Government to submit samples to the Contractor.

2.1.23. MILITARY ACTIVITY.  Any DoD Activity.

2.1.24. OPEN QC PANEL.  Quality Control serum samples of known character to the Government and unknown character to the Contractor provided by the Government for quality control purposes.

2.1.25. PHYSICAL SECURITY.  Those actions taken to prevent Government property from loss or damage.

2.1.26. PROCESS CONTROL.  Written policies and procedures; procedure change management; test method, reagent and equipment quality control; safety;

2.1.27. PROCESS IMPROVEMENT.  Establishing corrective action policies and procedures; methods of performance improvement; evaluation and review of the effectiveness of corrective actions taken;

2.1.28. PROGRAM ADMINISTRATOR.  The Government representative responsible for resolving administrative issues reported by the COR and medical treatment facilities.

2.1.29. QUALITY ASSESSMENT.  The Government procedures to verify services being performed by the Contractor according to acceptable standards.

2.1.30. QUALITY ASSESSMENT PROGRAM (QAP).  This term shall mean all necessary measures taken by the Contractor to assure that the quality of an end product or service will meet the contract requirements regarding timeliness, accuracy, appearance, completeness, consistency, and conformity to appropriate standards and specifications.

2.1.31. QUALITY PROGRAM ORGANIZATION.  policies for providing services, conformance with regulatory requirements, description of laboratory quality program;

2.1.32. REPROGRAPHICS.  A blanket term encompassing multiple methods of reproducing content, such as scanning, photography, xerography and digital printing. The term applies to both physical (hardcopy) and digital (soft copy) reproductions of documents and images.

2.1.33. SCREENING.  To separate out non-reactive test results from reactive test results.

2.1.34. SHIPPING FORM.  Forms used to initiate shipping actions.

2.1.35. SUBCONTRACTOR.  A vendor/firm that enters into a subcontract to assume some of the obligations of the primary Contractor.

2.1.36. SUBMITTING ACTIVITY.  Any activity-submitting specimen for testing.

2.1.37. TEST.  Screening, repeat testing, confirmatory, or supplemental testing for the detection of antibody to HIV-1/2, Hepatitis B and C in human serum or plasma.

C.2.1.37.1 TESTS COMPLEXITY DEFINITIONS:

Moderate Complexity Tests – laboratory performed test methods categorized by FDA that must establish and follow written quality control procedures for monitoring and evaluating the quality of the analytical testing process of each method to assure the accuracy and reliability of patient test results and reports.  Tests of moderate complexity include:
· Automated procedures that do not require operator intervention during the analytic process Immunology
· Manual procedures with limited steps and with limited sample or reagent preparation

High Complexity Tests – laboratory performed test methods categorized by FDA that must establish and follow written quality control procedures for monitoring and evaluating the quality of the analytical testing process of each method to assure the accuracy and reliability of patient test results and reports.  These tests are most difficult to perform or are most subject to error.  Tests of high complexity include:
· Automated or semi-automated procedures requiring operator intervention during the analytic process Immunology
· Western blot

2.1.38. TRANSFER TUBE.  Defined as any tube used to collect, transport, transship, and store samples under terms of the PWS.
2.1.39. VALIDATION.  Establishing and documenting test method specifications; validating all processes/procedures including AQL performance; documentation of validations;

2.1.40. WORK DAY.  The number of hours per day the Contractor provides service.

2.1.41. WORK SHEET.  Internal work performances report containing work product information related to providing screening and confirmatory test results to detect antibodies to HIV-1.

2.1.42. WORK WEEK.  Is defined as Monday through Saturday.

2.1.43. WORKING DAY.  Is defined as Monday through Saturday 0001 hours to 2400 hours excluding Federal Government holiday
2.2. ACRONYMS.

	ABR
	Awaiting BUMED Release

	ACOR
ADP-II
	Alternate Contracting Officer’s Representative
Automated Data Processing Security Level II

	AFHSC
	Armed Forces Health Surveillance Command

	AQL
	Acceptable Quality Level

	ASCII
	American Standard Code for Information Interchange

	ASCP
	American Society of Clinical Pathologists

	ATR
	Additional Testing Required

	BS
	Bachelor of Science

	BUMED
C-2
	Bureau of Medicine and Surgery
Certification Level 2

	CAP
	College of American Pathologists

	CAV
	Confirmatory Administrative Verification Process

	CDC
	Centers for Disease Control

	CFR
	Code of Federal Regulations

	CG
	US Coast Guard

	CHCS
	Composite Health Care System

	CLIA
CLSI
CMIA
	Clinical Laboratory Improvement Amendments
Clinical Laboratory Standards Institute
Chemiluminescent Miroparticle Immunoassay

	CO
	Commanding Officer

	CONUS
	Continental United States Naval Activities

	COR
	Contracting Officer Representative

	DD-250
	Department of Defense Form 250  

	DNA
	Deoxyribonucleic Acid

	DoA
	Department of the Army

	DoAF
	Department of the Air Force

	DoD
	Department of Defense

	DoDSR
	Department of Defense Serum Repository

	DON
	Department of the Navy

	DSO
	DEERS Support Office

	EIA
	Enzyme Immunoassay

	ELISA
	Enzyme Linked Immunosorbent Assay

	EST
	Eastern Standard Time

	FDA
	Food and Drug Administration

	FMP
	Family Member Prefix

	FOIA
	Freedom of Information Act

	FTE
	Full Time Equivalent

	GP
	Glycoprotein

	GFE
HBV
HCV
HDRL
	Government Furnished Equipment
Hepatitis B Virus
Hepatitis C Virus
HIV Diagnostics and Reference Laboratory

	HIPAA
	Health Insurance Portability and Accountability Act

	HIV
HL-7
HMS
	Human Immunodeficiency Virus
Health Level 7
HIV Management Service

	I
	Indeterminate Interpretation

	IATA
	International Air Transport Association

	ICD9
IS
	International Classification of Diseases (9th)
Information Security

	KO
	Contracting Officer

	LHI
	Logistics Health Incorporated

	LOINC
	Logical Observation Identifier Names and Codes

	MA
	Military Activity(s)

	MGMC
	Malcolm Grow Medical Center

	MIS
	Management Information System

	L
	Micro-liter

	mL
	Milliliter

	MLT
	Medical Laboratory Technician

	MM (mm)
	Millimeter

	MT
	Medical Technologist

	MTF
	Medical Treatment Facility

	MHS
NBIMC
	Military Health System
Navy Bloodborne Infection Management Center

	NCCLS
NCHP
	National Committee for Clinical Laboratory Standards
Navy Central HIV Program

	NEG
	Negative

	NAVSUP
	Naval Supply System Command

	NMRI
	Navy Medical Research Institute

	NNMC
	National Naval Medical Center

	NR
	Non-reactive Interpretation

	NSA
NSAB
NOSC
	National Security Agency
Naval Support Activity Bethesda
Navy Operation and Support Center

	OPER
	Address designator – Operations

	PCR
	Polymerase Chain Reaction

	PIPO
	Phase In/Phase Out

	POC
	Point of Contact

	POS
	Positive

	PWS
	Performance Work Statement

	QA
	Quality Assessment

	QASP
	Quality Assessment Surveillance Plan

	QC
	Quality Control

	QCP
	Quality Control Program

	QNS
	Quantity Not Sufficient

	R
	Reactive Interpretation

	RDDB
	Reportable Disease Database

	RIBA
	Radioimmunoblot Assay

	RP
	Recombinant Protein

	RTC
	Recruit Training Command

	SA
	Submitting Activities

	SAMS
	SNAP Automated Medical System

	TE
	Technical Exhibit

	TP
	Technical Proposal

	TPC
	Transshipment Processing Center

	UIC
	Unit Identification Code

	USCG
	United States Coast Guard

	WB
	Western Blot Test

	WRAIR
	Walter Reed Army Institute of Research

	WRAMC
WRNMMC
	Walter Reed Army Medical Center
Walter Reed National Military Medical Center





SECTION C-3
GOVERNMENT FURNISHED ITEMS
3. GENERAL.  The Government will provide, without cost, specimens, materials, equipment, and supplies listed below.
3.1. SPECIMENS.  The Government will provide:
3.1.1. Centrifuged specimens in 16 x 100 mm serum separated gel tubes from Government SA(s).

3.1.2. Separated serum specimens in screw capped transfer tubes whenever the Government cannot deliver the specimens to the Contractor testing facility within ninety-six (96) hours.

3.1.3. The Government will provide confirmatory testing and final interpretation of HIV and HCV infection status of all repeat reactive specimens, to include data files with final interpretations.
3.1.4. Sample pick-up services at least monthly each year frozen and other stored specimens available. 

3.1.5. Proficiency test panels to the Contractor for testing and reporting on an as needed basis.
3.2. MATERIALS.  The Government will provide all unique items and instructions under the terms of this contract.
3.2.1.The Government will provide AFHSC DoDSR requirements with transfer box specifications as presented in TE-1.

3.2.2. The Government will provide data elements for report generation as presented in TE-2.

3.2.3. The Government will provide barcode label specifications as presented in TE-3.
3.3. SOFTWARE.
3.3.1. The Government will provide criteria to support data transmissions between the Contractor facility and the Government.

3.3.2. The Government will assist to ensure secure communications between designated sites.

3.3.3. The Government will provide the necessary information for data transfer.  The Government will not authorize alterations to data provided by the Government.  If the Contractor needs alterations made, the Contractor shall notify the COR, in writing, and describe in detail the modifications required to be performed.
3.3.4.  Computer program guidance and specifications provided shall be used   only in performance of tasks required by this contract.
3.4. SPECIFICATIONS.  Specifications for scanned images shall range from a minimum of 300 dots per inch to 600 dots per inch and shall be stored as JPEG files.  Each image shall be a clear representation of the original.  The following represents the properties of the files: Dimensions 3112 x 2261; Width 3112 pixels; Height 2261 pixels; Horizontal resolution 266 dpi; vertical resolution 266 dpi and Bit depth 24.






Contractor Furnished Items
4.  GENERAL.  The Contractor shall furnish all supplies, equipment, facilities, and services required to perform the PWS other than those specifically provided by the Government in Section C-3.
4.1.  STANDARD OPERATING PROCEDURES 
4.1.1. The Contractor shall prepare and submit a Standard Operating Procedures (SOP) that specifically delineates the Contractor's plan of action for providing services required by this contract.  The Contractor’s SOP shall include, but is not limited to:
4.1.1.1. Contractor’s management plan;

4.1.1.2. Submitting activity’s procedures and instructions;

4.1.1.3. Contractor’s shipping, testing and reporting procedures;

4.1.1.4. Contractor’s plan for continuing operations.
4.2. TRAINING.  The Contractor shall provide the necessary training and materials to ensure personnel understand how and when to perform services.
4.2.1. The COR reserves the right to review, discuss and request update/corrections for training materials prior to distribution to MA to ensure contents do not conflict with policy, procedures or conduct.
4.3 SHIPPING.  The Contractor shall provide shipping services under the terms of this PWS for the items listed below.
4.3.1. The Contractor shall provide shipping transportation for specimens.
4.3.1.1. The Contractor shall provide shipping transportation for specimens from designated Government locations.

4.3.1.2. The Contractor shall provide shipping transportation for designated specimens to the DoD Serum Repository (DoDSR) in Silver Spring, Maryland.

4.3.1.3. Upon request of the Government with COR/ACOR approval, the Contractor shall provide shipping transportation for:
(a) Specimens return to designated Government SA locations or
(b) Specimen aliquots to designated Government special analysis location(s).
4.3.2. The Contractor shall provide shipping transportation for supplies.
4.3.2.1. The Contractor shall provide shipping schedules and transportation for supplies to designated Government SA locations.
4.3.3. The Contractor shall provide shipping transportation for reports to designated Government addresses.

4.3.4. The Contractor shall provide data submissions using secure file transfers to the designated Government location(s).
4.3.4.1. The Contractor shall use the approved encryption protocol directed by the Government for all electronic delivery methods and media for shipping data at rest to designated activity locations.

4.3.4.2. The Contractor shall provide security stickers on each disk or tape as specified by DoD requirements when necessary.
4.3.5. DATA SECURITY.  The Contractor shall provide 
4.3.5.1. A mechanism for maintaining and protecting data integrity from intrusion, contamination, or unauthorized modification.

4.3.5.2. Secure electronic data transfer using an approved Advanced Encryption Standard (AES) protocol that meets U.S. National Institute of Standards and Technology (NIST), FIPS PUB 197 (FIPS 197)security guidelines (or approved protocol at time of award) between the Contractor and designated Government locations.  

4.3.5.3 Encrypted data transfer of information listed in Section C-5.

4.3.5.4. Documentation certifying that all system interfacing with Contractor computer system meets FDA review standards for data accuracy.

4.3.5.5  The contract shall use DoD approved External Certification Authority (ECA) certificates to communicate securely with the DoD and authenticate to DoD Information Systems.
4.4. FACILITIES.  The Contractor shall provide the necessary facilities to perform services under the terms of this contract.  The Contractor shall provide and maintain the necessary facilities to:
4.4.1. Inventory, collate, prepare, and store supplies to be shipped to each SA.

4.4.2. Accession, process, and store specimens obtained from MA for immediate testing.  The Contractor shall maintain all specimens received at 5 degrees Celsius through the entire processing cycle.

4.4.3. Maintain on-site, secured storage of specimens and temporary storage of specimens pending correction, resolution, or shipping to MA locations.

4.4.4. Store reagents utilized to test specimens.

4.4.5. Process, reproduce, collate, and store (under limited access conditions) required reports.

4.4.6. Monitor computer data processing equipment and staff to back up data files.

4.4.7. The laboratory shall hold all legally required licenses and accreditations in accordance with Federal statutes, Federal regulations and other Federal requirements and in accordance with the statutes, regulations and other requirements of the state in which the laboratory is located, which includes as a minimum:   

	(1)  Clinical Laboratory Improvement Amendments (CLIA) Certificate of Accreditation for High Complexity Testing from any of the following approved accrediting agencies:  Commission on Office Laboratory Accreditation (COLA); College of American Pathologists (CAP); American Society for Histocompatibility and Immunogenetics (ASHI); American Osteopathic Association (AOA); American Association of Blood Banks (AABB); or Joint Commission on the Accreditation of Healthcare Organizations (TJC); 				
OR 
CLIA Certificate of Compliance for High Complexity 
Testing as evidenced via successful on-site compliance survey by a Centers for Medicare and Medicaid Services (CMS)-recognized government agency.  It is noted that a CLIA Certificate of Accreditation from CAP will be considered an excess which is beneficial to the Navy;  

(2)  Centers for Disease Control (CDC) Permit to Import/Transfer Etiologic Agents; and 

(3) Food and Drug Administration (FDA) registration.  

Any subcontractors performing services hereunder shall meet the same certification and standards as described above applying to the prime Contractor.   
4.5. LABOR.  The Contractor shall provide sufficient labor to:
4.5.1. Process inventory for accuracy and ensure shipping of supplies, specimens, reports both to and from Contractor and Government sites are received within the contract time frames specified;

4.5.2. Process and monitor specimen testing through completing of each task.  The Contractor shall provide sufficient labor to certify specimen results and verify accurate service transactions to completion;

4.5.3. Provide data entry, operate secure transfer protocol, management, and edits of information provided from Government sites;

4.5.4. Accept and edit data files;

4.5.5. Perform quality assessment, monitor quality assurance, and quality control procedures through completion of 
each task;

4.5.6. Investigate occurrences, prepare documentation, certify corrective actions, and verify accurate service transactions to completion.
4.6. PERSONNEL QUALIFICATIONS.  All Contractor personnel with access to sensitive unclassified system operations shall occupy positions with appropriate sensitive designations and shall be subject to an investigation commensurate with their position’s sensitivity designation.  An outline of qualifications for the Contractor staff is given below:
4.6.1. CONTRACT MANAGER.  The Contractor shall designate and submit in writing to the Contracting Officer (KO), a full-time, on-site Contract Manager, and alternate(s).
4.6.1.1. The Contractor shall also submit to the COR, within fifteen (15) days of award date, information on how the contract manager or alternate may be contracted after regular duty hours.  It shall be understood that the information provided only specifies how the contract manager(s) may be contacted, but in no way obligates them to be on standby after hours.

4.6.1.2. The Contractor Manager shall:
4.6.1.2.1. Maintain responsibility for the satisfactory performance of all services required by the PWS;

4.6.1.2.2. Meet, as necessary, with Government personnel designated by the COR to discuss immediate administrative and technical issues and problem areas;

4.6.1.2.3. Be available by toll free telephone during normal duty hours.
4.6.2. CLIENT SERVICES REPRESENTATIVE shall be available by toll-free telephone twenty-four (24) hours per day, seven (7) days per week, to assist Government staff in
a) Tracking shipments,
b) Modifying requests,
c) Obtaining information,
d) Troubleshooting data transmission errors,
e) Interpreting error codes,
f) Maintaining established links between systems, and other applicable related issues/problems that may arise in the performance of work under this PWS.
4.7. EQUIPMENT.  The Contractor shall:
4.7.1. Furnish equipment and instrumentation necessary to computerize data entry, complete testing, store specimen(s) and photocopy paperwork, transfer data, manage operations and compile and store automated files according to the provisions of this PWS.

4.7.2. Furnish maintenance and replacement of all equipment and instrumentation for the entire contract period.
4.7.3. Furnish all necessary equipment and training, at Contractor facility(s), to provide: a) screening and all additional testing required; b) enough refrigerators and freezer, on Contractor site, necessary to maintain specimen temperature requirements for storage during and after test completion; c) the capability to provide reprographics; and d) perform data entry, and quality assurance functions.

4.7.4. Provide secured system hardware and software meeting DoD security requirements as outlined in the DoD Information Assurance Certification; Accreditation Process (DIACAP) DODD 8500.1 and DoDI 8500.2.  Transmission security shall be in accordance with current DoD protocol.
4.7.4.1. For all file transfers or Internet data transmissions, the Contractor shall provide Advanced Encryption Standard (AES) protocol that meets U.S. National Institute of Standards and Technology (NIST), FIPS PUB 197 (FIPS 197 )security guidelines or approved DoD method.    The Contractor shall perform system validation procedures outlined by FDA and meet DoD accrediting agencies.

4.7.4.1.1 The Contractor shall connect to the B2B Gateway via a Contractor procured Internet Service Provider (ISP) connection.  The Contractor shall assume all responsibilities for establishing and maintaining their connectivity to the B2B Gateway.  This will include acquiring and maintaining the circuit to the B2B Gateway and acquiring a Virtual Private Network (VPN) device compatible with the MHS device.
4.7.4.2. The Contractor computer system shall undergo a DIACAP every three years by a contractor provided vendor and an annual security review investigation by onsite or offsite staff in accordance with DoD instructions to ensure compliance with the DoD MAC II certification and accreditation security level requirements for handling and maintaining sensitive Privacy Act data guidelines.

4.7.4.3. The Contractor facility shall undergo a compliance review investigation to ensure compliance with the HIPAA requirements for handling and maintaining sensitive Privacy Act data on site.
4.7.5. Furnish toll free customer service/Help Desk telecommunication lines (including installation and maintenance service charges) to support incoming Government personnel calls for assistance.
4.8. MATERIALS.  The Contractor shall furnish:
4.8.1. Materials, supplies, and reagents necessary to meet performing PWS requirements;

4.8.2. Written instructions to personnel for:  specimen preparation, applying barcode labels, packing specimens, preparing paperwork, contacting authorized courier, and transshipping transport containers necessary to meet the requirements established under the terms of this PWS;
4.8.2.1. Contractor barcode labels for the initial serum separator tube and shall be constructed by specifications set forth in TE-3 with the provision that the label material circumvent and overlap on the tube (19 X 100 mm) to prevent detaching during transshipment to the Contractor facility.
4.8.3. Materials and/or supplies for transferring and shipping specimens to Contractor facilities for processing and testing.
4.8.3.1. The initial order of materials and/or supplies fifteen -(15) calendar days before the contract start date.

4.8.3.2. Furnish subsequent quarterly shipments of materials and/or supplies based on delivery quantities, and later augmenting with historical activity usage data.

4.8.3.3. With COR/KO approval, furnish additional supply request orders.

4.8.3.4. Furnish primary plastic serum separator (with double integral inert gel) transport tubes, size 16 X 100 mm, for collection of whole blood specimens to be centrifuged by submitting activities, and sent to the Contractor.  These tubes will be provided to all SA activities.
4.8.3.5. Furnish five (5) ml volume screw top storage transfer tubes for storing/transporting individual serum/plasma specimens.  The tube selected must provide: (a) tight seal; (b) round bottom; and (c) possess a diameter of no more than 12.5mm.

4.8.3.6. Furnish the necessary barcode labels for identification on each specimen transfer tube and SST.  Barcode labels shall comply with Government specifications contained in TE-3.

4.8.3.7. Furnish shipping containers, packing, tamper proof packaging, and pre-printed shipping forms necessary to transport specimens from and to both SA and Contractor facility(s).  The Contractor shall furnish transfer containers to transport specimens from Contractor facilities.  In addition, the Contractor shall furnish transfer containers, to transship completed original specimens, to DoDSR and constructed to be stored at -20ºC and below.
4.8.3.7.1. Furnish packing material capable of maintaining temperature requirements under terms of the PWS.

4.8.3.7.2. Furnish tamper proof seal system designed to exhibit clear and unmistakable evidence of tampering which contain the following minimum characteristics:
(a) A serial number device, which must be destroyed to gain entry.
(b) A numbering sequence that may not be readily resealed with an exact replacement;
(c) A clear outer bag for the transfer boxes and forms.
4.8.3.7.2.1. The Government reserves the right to reject the proposed tamper proof system.  If the system is rejected, the Contractor shall be required to resubmit a revised system within three (3) calendar days of the rejection notice, for COR approval.
4.8.3.8. Furnish transfer boxes to accommodate negative specimen storage in a box of the dimensions provided in TE-1 for transfer and long-term storage.

4.8.3.9. Furnish a completed DD-250 or equivalent (Material Inspection and Receiving Report) to document shipping of supplies, specimens (returned to the Government from Contractor), and result/report delivery.  The Contractor shall retain a copy and provide a copy of the supply shipping form to document the type, amount, and date of delivery to each Government site.
4.8.3.9.1. Furnish an outer shipping box that retains temperature requirements and provides stability and security during transshipment.  The container shall conform to appropriate requirements in 42 CFR, Part 72 and 49 CFR, Part 171 and consistent with current updates.

4.8.3.9.2. Comply with regulations and instructions set forth in C-6.
4.8.4. CONTRACTOR SPECIMEN PROCESSING.  The Contractor shall furnish materials, supplies, and reagents necessary to perform screening and supplemental testing on DoD active duty members and beneficiary specimens.  The Contractor shall provide the package inserts for all testing methodologies used.
4.8.4.1. The Contractor shall furnish materials, supplies, and reagents necessary to perform screening and supplemental testing on clinical patient specimen.

4.8.4.2. SCREENING METHODOLOGIES. The Contractor shall furnish FDA-licensed test methodologies to screen requested serum/plasma specimen for antibodies.

4.8.4.2.1. If the Contractor requires a change in test kit methodology, at Contractor expense, the Contractor shall evaluate a random selection of specimens meeting statistical significance according to current literature.  The Contractor shall compare the performance of the current and new FDA test kit under evaluation.
4.8.4.2.2. The Contractor shall furnish a report of results, an analysis of findings, recommendations for use of new method and conclusion for revising procedures and test kit products offered for performance under terms of PWS.
4.8.5. CONTRACTOR ELECTRONIC INTERNAL WORK SHEET REQUIREMENTS.  The contractor shall provide clear electronic copies of internal laboratory worksheets.  In addition to the above worksheets for specimens referred to HDRL for confirmatory testing shall include initial screening test interpretation/results and individual specimen numbers arranged in typed barcode sequential order.

4.8.6. CONTRACTOR ACTIVE DUTY COMPLETED SPECIMEN TRANSFER.  The Contractor shall ensure Active Duty completed specimens are ready for transfer to the DoDSR.
4.8.6.1. The Contractor shall ensure completed negative specimens are ready for DoDSR scheduled pick-ups.

4.8.6.2. The Contractor shall ensure transshipping specimens, using IATA approved infectious packaging, according to the Government schedule.

4.8.6.3. The Contractor shall, ensure transshipping repeatedly screening reactive or pending specimens to a Government directed site (HDRL) for further testing. 
4.8.9. CONTRACTOR REPORTS.  The Contractor shall provide the following reports:
Deficiency;
Deficiency Shipping Report;
Tampering/Investigation;
Methodology/Reagent Change Notification;
Test Results;
Transactions;
Location Matrices;
Quality Assessment/Assurance/Control;
Inspections;
Statistical and Management;
Repeat Reactive Shipping Report;
Supplies Shipping Schedule.
4.8.10. CONTRACT PHASE OUT.
4.8.10.1. Upon completion or termination of this contract, all Government-furnished data/information and copies generated and/or provided to the Contractor under this contract shall be audited for accuracy within thirty (30) days of contract end.

4.8.10.2. Upon completion or termination of this contract, all Government-furnished data/information and other materials shall be returned to the Government within sixty- (60) days of contract end.

DESCRIPTION OF WORK
5. GENERAL.
5.1. The Contractor shall ensure the performance of each specific task, listed below, to accomplish services for tests provided in Schedule B of this PWS.  The quality for all services rendered hereunder shall conform to the highest standards in the clinical pathology and medical laboratory professions.  Such standards and operating manuals shall include the procedures as outlined in the CAP Inspection Checklists (current edition) which are hereby incorporated by reference with the same force and effect as if set forth in full text.
5.1.1. PERSONNEL QUALIFICATIONS.  The Contractor shall provide individuals fully qualified by Federal, state and local laws to render all services.
5.1.1.1. Proof of the above required certifications, licenses, etc., shall be furnished to the COR upon request.
5.1.2. LABORATORY QUALIFICATIONS.  The laboratory must hold all legally required licenses and accreditation in accordance with Federal statutes, Federal regulations and other Federal requirements and in accordance with the statutes, regulations and other requirements of the state in which the laboratory is located.  Any subcontractors performing services hereunder shall meet the same certification and standards as the prime Contractor.
5.1.2.1. Proof of the above required certifications, licenses, etc., shall be furnished at time of proposal submission as required in the Submission of Proposals provision and upon request.    
5.1.3. SUPPLIES.  The Contractor shall ensure all supported sites (CONUS, OCONUS, and remote locations, i.e. USCG sites) are provided with the necessary supplies, standard operating procedures, and training necessary to deliver specimens to the Contractor’s site.  The Contractor shall:
5.1.3.1. Ensure that each delivery shipment contains the proper amount of shipping containers, pre-printed barcode labels (where necessary), transfer and mailing envelopes, packing, packaging, tamper proof transshipment system, transshipment containers (pre-labeled and addressed), and other items necessary to serve each SA supply request and/or delivery order requirements.

5.1.3.2. Ensure Government-required Contractor barcode labels provided for SST and pour-off transfer tubes circumvent the specimen tube and overlap to ensure the label does not detach from the SST or transfer tube during transshipment and/or storage.

5.1.3.3. Ensure five (5) ml volume screw top storage transfer tubes to pour off and store/transport individual serum/plasma specimens.  The tube selected must possess: (a) tight seal, (b) round bottom, (c) a diameter of no more than 12.5 mm, and (d) meet long storage requirements.

5.1.3.4. Deliver an initial supply quantity to the SA(s) that stays within the Government delivery order.  This initial delivery shall be made at least fifteen (15) working days before the contract start date.

5.1.3.5. Deliver supplies to each SA quarterly.  This does not imply the Government site must request supplies, but states the Contractor is obligated to send supplies quarterly.  If requested in writing by the SA POC, then the Contractor may deliver supplies more or less frequently by mutual agreement.

5.1.3.6. The Contractor shall ensure that delivery of supplies does not exceed five (5) working days for CONUS and ten (10) working days for OCONUS from the scheduled shipment date and/or SA POC request.
5.1.3.6.1. The Contractor shall ensure special request supply delivery to each site within ten (10) working days of request.

5.1.3.6.2. The Contractor shall ensure upfront coordination with the submitting activities’ security department to ensure that shipping contractors are capable of accessing the installation.
5.1.3.7. The Contractor shall provide the COR via electronic mail a shipping schedule presenting the source of supply origin with applicable vendor name, contract/purchase order numbers), supply description, scheduled delivery arrival dates at activity listed by UIC/RUC and address, and actual tracking numbers when available.
5.1.3.7.1. The Contractor shall provide this schedule within:
a) Five (5) calendar days before the first supply shipment.
b) Fifteen (15) calendar days before the next subsequent shipments.
c) Twenty-four (24) hours or same day of special order supply shipments.
5.1.3.7.2. The Contractor shall ensure that each shipment (vendor and Contractor) includes a DD-250 Materials and Inspection Report.  The Contractor shall further support tracking each vendor shipment and ensure that all pertinent data exists on the DD-250 or equivalent to ensure delivery to the actual POC in the activity.
5.1.4. STANDARD OPERATING PROCEDURES.  The Contractor shall ensure written standard operating procedures and instructions are prepared and provided to the COR within fifteen (15) calendar days of contract award.  The Contractor shall ensure providing:
5.1.4.1. A Management Plan that specifically delineates the contractor’s plan of action for providing services in this contract.

5.1.4.2. A submitting activity (SA) specimen processing SOP to include, but not limited to: labeling, packaging, and shipping.  Each SA shall receive instructions on how to label, pack, and maintain diagnostic and etiologic specimens for transshipping to Contractor and other Government locations.  The SOP shall also include inventory management and ordering requirements.  The Contractor shall provide an electronic copy of this SOP to the COR and a printed copy with the initial shipment of supplies to each SA.

5.1.4.3. A Contractor’s SOP to include, but not limited to: detailed procedures, processes, automated /computer system operations for security, and alternative (back-up, restore, courier delivery services, and contingency) plans for performing requirements outlined in the PWS.  The Contractor shall include specifics on how operations will continue if Contractor facilities, shipping courier services or reporting mechanisms are not available.
5.1.4.3.1. A war/mobilization/national emergency SOP shall delineate and include all procedures, processes, automated computer system operations, and alternative (back-up, restore, and contingency) plans.

5.1.4.3.2. The Contractor's SOP shall meet, as a minimum, FDA, College of American Pathologists (CAP) requirements, follow Clinical and Laboratory Standards Institute (CLSI) and formats and current CLIA guidelines.  
5.1.4.4. The Contractor’s SOP shall include a Continuity of Operations Plan that delineates how the Contractor shall provide essential services during periods of unforeseen circumstances.  Services such as courier services, testing, storage, backup and restore, and data transmittal as a minimum shall be addressed.
5.1.4.4.1 The Contractor's COOP shall delineate how the Contractor receives orders and report results in the event the Government and/or the SAs cannot transfer data electronically.
5.1.4.5. The COR shall maintain the right to disapprove the SOP (sections or updates) within fifteen (15) working days of its submission.  If the submission is disapproved, the Contractor shall correct deficiencies noted and return revisions within ten (10) working days to the COR.  The Contractor shall provide periodic or at least annual updates when changes are noted through the entire contract period.
5.1.5.TRAINING.  The Contract shall ensure providing the necessary materials to ensure SA personnel are trained, at least ten working days before the initial specimen shipping date, to correctly process and ship specimens to the contractor.
5.1.5.1. The Contractor shall provide a training manual to the SA(s) and a copy to the COR.  The Contractor shall provide updates as required.
5.1.6. SPECIMEN DELIVERY TO CONTRACTOR.

5.1.6.1  	SA personnel will collect and centrifuge primary specimen tubes (including red cells, inert double gel, and separated serum) and submit to the Contractor no later than 4 days after collection date.
5.1.6.1.1 SA personnel will collect and centrifuge primary specimen tubes (including red cells, inert double gel, and separated serum) and submit to the Contractor.  If a site cannot ship the specimen to arrive at the Contractor’s facility within 4 days of venipuncture, then personnel at the Government site will centrifuge the primary specimen tube, separate the serum, pour the separated serum into a screw-capped transfer tube (as provided by the Contractor in C-4.5.9.1), freeze the serum at 0 degrees Centigrade (*C), and submit the separated serum specimen to the Contractor
5.1.6.2	  SA personnel will label, package, process paperwork, and contact the Contractor courier for shipping specimens to the Contractor site.  SA personnel (where available) will use the hospital information Composite Health Care System to print specimen identification barcode labels for the primary plastic SST to be sent to the Contractor.  When CHCS is not available or during emergency cases of CHCS downtime or mobilizations, SA personnel will use Contractor provided pre-printed barcode labels as presented in TE-3.
5.1.7. SHIPPING REQUIREMENTS.  The Contractor shall ensure:
5.1.7.1. Each shipment of Government specimens meets time requirements for pick-up, delivery, temperature, and specimen protection requirements during transshipment.  If the shipment warrants shipping etiologic agents, then the Contractor shall ensure labeling materials, CDC permit (applicable sites), and instructions for application on container are provided to each SA POC.
5.1.7.1.1. Scheduling specimen pick-up Monday through Saturday (NLT 1630 in the appropriate time zone) from each SA (or altered by SA POC request).  The Contractor shall ensure all OCONUS specimen transshipment remains in the range of 4oC-10oC from pick-up through transshipment to Contractor or Government facilities.  The Contractor shall ensure CONUS specimen delivery does not exceed eighteen (18) hours and OCONUS does not exceed seventy-two (72) hours from pick-up. Pick-up will be provided for a minimum of one specimen.
5.1.7.1.2. Scheduling specimen pick-up on an on-call basis Monday through Saturday for Reserve, NOSC, USCG, or mobilization sites.  Pick-up will be provided for a minimum of one specimen.
5.1.7.1.3. In the event of troop mobilization (i.e., war or national emergency), the Contractor may be required to provide additional pick-ups of specimen daily and on Sunday.  In such cases, the Contractor will be given, at minimum, a twenty-four (24) hour telephonic notice.  This provision may be utilized when warranted by events deemed essential for military readiness.  Direction to implement this provision will come only from the KO.
5.1.7.2. Personnel are provided and utilize a completed DD-250 Material Inspection and Receiving Report or equivalent to document each shipment delivery using minimum requirements in Table A-1.

	TABLE A-1.  SHIPPING VALIDATION REQUIREMENTS

	ITEMS
	DD-250 REQUIRED
	QUANTITY VALIDATION
	COMMENTS

	SUPPLIES
	YES
	YES
	Contractor/SA signatures

	SPECIMENS
	NO
	YES
	Computer Calculated

	QC PANELS
	YES
	YES
	Contractor

	OPERATING PROCEDURES
	YES
	NO
	Contractor/SA signatures

	COURIER DELIVERED REPORTS
	YES
	YES
	Computer Maintained

	ELECTRONIC REPORTS
	NO
	NO
	Computer Calculated

	INVOICE
	YES
	NO
	


5.1.8. GOVERNMENT DATA TRANSFER TO CONTRACTOR.  The Contractor shall ensure accepting test order information in the specified formats designated by the Government.

5.1.9. ACKNOWLEDGEMENT OF ACCEPTANCE.  The Contractor shall ensure acknowledge receipt\acceptance of all:
5.1.9.1. Electronic data received.

5.1.9.2. Shipments.   
5.1.10. Electronic acknowledgement formats will be discussed at time of contract award.  All others will use DD-250 forms or equivalent as described in Table A-1.
5.2. SPECIMEN ACCESSIONING.  Upon specimen receipt, the Contractor shall process incoming specimen according to Contractor designated laboratory procedures.
5.2.1. The Contractor shall inventory each shipment for compliance with shipping instructions; identify discrepancies, and possible tampering during transshipment.

5.2.2. If the Contractor identifies no deficiencies, the Contractor shall provide full services. Contractor personnel shall scan each specimen barcode into the Contractor’s computer system and verify the existence of an electronic record received from the Government.

5.2.2.1	 The Contractor shall perform identity matching of the barcode on the incoming serum separator tube with electronic data record received from the Government.
5.2.3. The Contractor shall ensure that initial specimen processing includes: a) centrifuging all specimens prior to initial dilution (when necessary); b) using an automated positive identification dilution system; and c) maintaining specimen integrity while eliminating the possibility of contamination.

5.2.4. The Contractor shall hold all initial SST specimen tubes submitted thirty - (30) calendar days following pour-off.  The Contractor shall discard the specimen tubes according to industry standards and comply with HIPAA.

5.2.5. DEFICIENCY ISSUES.  The Contractor shall provide electronic notification twice a day (or upon request) of discrepant specimen receipt to the Contracting Officer Representative (COR) at the Navy Bloodborne Infection Management Center, Naval Support Activity, Bethesda, MD. 
5.2.5.1. The Contractor shall define specimen receipt deficiencies based on the following general deficiency code in Table B-1: [For definition of deficiency code descriptions see TE-4]

	Table B-1.  Deficiency Codes.

	CODE
	TYPE
	ACTION

	D-1
	No Record Received
	Hold

	D-2
	No Specimen Received
	Hold

	D-3
	Deficiency (duplicate barcodes)
	Hold

	D-4
	Other problems (invalid submission/date drawn)
	Reject

	D-5
	Data Mismatch
	Reject

	D-6
	No Specimen Barcode
	Reject

	D-7
	Grossly Hemolyzed
	Hold/Ship

	D-8
	Quantity not sufficient
	Hold/Ship

	D-9
	Individual specimen contamination or gross leakage
	Reject



5.2.5.1.1. If the deficiency issue requires a Hold (D1-D3) the contractor shall provide the available information, including deficiency type and description and retain for the specified time period established.  The Contractor shall process the remaining specimen through the Contractor full service system.  For the No Specimen Received (D-2) the contractor will wait 96 hours before converting to the Action of Hold to Reject.

5.2.5.1.2. If the deficiency issue requires rejection (D4-D6 and D9), then the Contractor shall send the Government a record of the issue within four (4) hours of receipt discrepant specimen(s).  The Contractor shall process the remaining specimens through the Contractor full service system.

5.2.5.1.3 If the deficiency issue requires a Hold/Ship (D7-D8) the contractor shall provide all available information to HDRL securely, including patient demographics, the deficiency type and description. The Contractor shall ship the identified sample(s) to HDRL Monday through Thursday. 
5.2.5.2. If resolution of the deficiency issue has not occurred within five (5) working days from verified notification, the COR shall be notified prior to discarding all deficient specimen(s).
5.2.5.2.1. The Government will provide a new specimen for each discarded specimen.
5.2.5.3. If the Contractor identifies tampering with the shipment, then the Contractor shall notify the Government within four (4) hours of receipt.
5.2.5.3.1. The Contractor shall initiate an investigation of the shipment handling by the Contractor courier during the entire transshipment process.

5.2.5.3.2. Upon completion of the investigation, the Contractor shall provide a full report to the Contracting Officer with a copy to the COR.  The Contractor shall ensure the Government receives a final report within three (3) working days of the occurrence.
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5.3.1. The Contractor shall use FDA-licensed products and equipment for testing.  The Contractor shall follow all FDA rules and regulations as related to the testing.

5.3.2. The Contractor shall notify the COR in writing within fifteen - (15) workings days of an anticipated shortage or change in reagent type to perform tests.  The Contractor's notification shall include the method evaluation and data validation study conducted by the Contractor under requirements of CLIA88, College of American Pathologists, and the Clinical Laboratory Standards Institute before changing test methodologies or reagent manufacturer(s).
5.3.2.1. For reagent changes, the Contractor shall provide normal ranges, test kit names, and other information for documentation.
5.3.3. The Contractor shall utilize a certifying official to complete results for final reporting.

5.3.4. The Contractor shall ensure providing a mechanism for data certification, validation, and transfer of final results within specified contract time frames.
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5.3.5. SCREENING TESTS. The Contractor shall follow the specific manufacturer's package insert information to perform the following tests (DoD Standard Test Names included) and determine whether a specimen meets the acceptance criteria to resolve the test screening status.

	a) Screening Test

	   HIV Ag/Ab

	   HEPATITIS B VIRUS SURFACE AG
   HEPATITIS B SURFACE AB QUANT
   HEPATITIS C VIRUS AB

	   
b) HIV/HCV Screening Test
   HIV Ag/Ab
   HEPATITIS C VIRUS AB


5.3.5.1. The Contractor shall perform initial and repeat screening tests on all specimens containing a volume of serum/plasma capable of meeting assay requirements.  The Government requires the Contractor use an automated diluting system that eliminates specimen contamination and carryover.
5.3.5.2. The Contractor shall utilize FDA-approved test method(s) to perform initial and repeat screening tests.

5.3.6. SCREENING TEST INTERPRETATION shall follow the manufacturer’s guidelines for testing and interpreting results.
5.3.6.1. If the initial screening test is interpreted reactive, then the Contractor shall repeat an aliquot of the same specimen screening test in duplicate using a separate dilution for each test.  

5.3.7 HIV/HCV SCREENING TEST.  The Contractor shall perform initial and repeat HIV and HCV screening tests on all specimens identified under SEVNAVINST 5300.30E requiring readiness screening for both antibodies and containing a volume of serum/plasma capable of meeting assay requirements. The Government requires the Contractor use an automated diluting system that eliminates specimen contamination and carryover.
5.3.7.1. The Contractor shall utilize FDA-approved test method(s) to perform initial and repeat screening tests.

5.3.8. DISPOSITION OF REACTIVE SCREENING SAMPLES. Specimens screened for HIV-1/2/O, HBsAg and HCV with an initial screening reactive result and either one or two repeat screen reactive results shall be shipped to the Government designated site (HDRL).

5.3.8.1 The Contractor shall pour off from the original SST, freeze, package and ship the sample frozen to HDRL by close of the next business day after completion of screening tests.  
5.4. DATA TRANSMISSION REQUIREMENTS.
5.4.1. The Contractor shall ensure the performance of each specific task listed below, to process, transfer, and compile data/information concerned with receiving test orders, specimen testing, and reporting test results.

5.4.2. The Contractor shall provide the Government data transfers according to the following requirements:

5.4.2.1. TEST ORDERS.  The Contractor shall receive test order messages securely using the Health Level 7 (HL7) protocol compatible with the DoD CHCS Laboratory Interoperability Program.

5.4.2.2. TEST RESULTS.  The Contractor shall transmit test result messages securely using HL7 protocol compatible with the DoD CHCS Laboratory Interoperability Program (CHCS-LIO).  The Contractor shall ensure meeting the specified timeframes in Section 5.7.2.

5.4.2.2.1 The Contractor shall provide an electronic file transfer of specimens requiring confirmation from C.5.3.10 and/or verification testing by HDRL. The transfer file shall follow the format described in TE-10 and sent to NBIMC daily.

5.4.2.2.1.1 The Contractor shall provide an electronic file transfer of deficiency samples (D7-D8) requiring screening from C.5.2.5.1.3 by HDRL.  The transfer file shall follow the format described in the shaded portion of TE-10 and sent to NBIMC daily. 

5.4.2.2.1.2 The Contractor shall receive screening and confirmatory tests results from HDRL for the specified specimen barcodes and transmit test result messages securely using HL7 protocol compatible with the DoD CHCS-LIO.

5.4.2.3. DATA TRANSFER FAILURES.  The Contractor shall ensure if electronic data transfer failures persists for more than a twenty-four (24) hour period, the Contractor shall prepare and deliver an encrypted data compact disk (CD).  The data shall encompass the entire twenty-four (24) hour period and be stored in the required formats using approved DoD Data at Rest software for encryption.

5.4.2.4.	ARMED FORCES HEALTH SURVIELLANCE COMMAND (AFHSC) DATA TRANSFER FILES.  The Contractor shall provide weekly data transfer files of all active duty members (TE7A) negative test results and pour off samples in the format described in TE-8.  The Contractor shall provide weekly data transfer files of all active duty members’ specimen storage information.  The Contractor shall provide weekly data transfer via secured encrypted protocol to USAMSA.
5.4.3. ELECTRONIC DELIVERY OF ADDITIONAL DATA.  Contractor shall ensure secure electronic delivery of: Internal laboratory worksheets to the Government designated site (HDRL) for samples identified in C.5.4.2.2.1 containing required data elements of test kit information with appropriate data; family member prefix, social security number, specimen identity (barcode, source of test, accession number); Screening OD & cutoffs, interpretations, and performing technologist initials.
5.4.4. TRANSACTION REPORT. The Contractor shall provide a daily (NLT 1400 EST) transaction documentation report for each data transmission.
5.4.4.1. The Contractor shall ensure each report arrives within one hour following the reporting period once per day.
5.5. DISPOSITION OF COMPLETED SPECIMENS.
5.5.1. For all Active Duty completed specimens, the Contractor shall collate specimens in barcode or date of test order, duty code (TE 7), record measured volume, and pour off to labeled transfer storage tubes within six (6) hours of certified test completion. 
5.5.1.1. For all other completed specimens, the Contractor shall collate specimens in barcode or date of test and duty code order and hold all specimens in the initial SST tubes submitted for six months.  The Contractor shall discard specimens and SST tubes after designated period in accordance with industry standards and comply with HIPAA.  

5.5.1.2. Each transfer tube shall be appropriately barcode labeled (with the SA original barcode number and date drawn) to ensure Government personnel accurate specimen identity.
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5.5.1.3. The Contractor shall ensure that all specimens are stored at -20 C or below.

5.5.1.4. The Contractor shall ensure the following is performed: a) use of a secure, limited access area for specimen storage, b) maintain specimens tested in labeled transfer boxes and c) each transfer box shall meet TE-1 and current IATA specifications.
5.5.2. The Contractor shall ensure preparing and providing a location matrix spreadsheet identifying the specimen location in the transfer boxes.  Each spreadsheet shall contain the external barcode label for each box, specimen barcode number, internal specimen location within the box (row and column), and specimen volume.
5.5.2.1. If a specimen in C.5.5.1.3 is quantity not sufficient, indicate QNS in the specimen volume field of the applicable barcode number.
5.5.3. The Contractor shall ensure that all completed specimens are stored on-site in containers to ensure timely locating and accurate shipping.  The Contractor shall ship completed samples monthly or upon request within twenty-four (24) hours of certified test completion.  The Navy reserves the right to change the shipping rotation to meet DoD requirements.
5.5.3.1. The outer part of the storage box shall be labeled with a) a unique sequential barcode number, b) the specimens barcode sequence number series contained within the storage box, and c) specimens dates of test contained within the storage box.
5.6. GOVERNMENT QUALITY CONTROL (QC) PROGRAM.  The Government will provide proficiency testing panels for processing at the Contractor's expense.  The NBIMC QC Program will provide each proficiency panel to the Contractor for processing and reporting based on the specifications below:
5.6.1. The Contractor shall process open screening panels each month for the base year; bi-monthly for option I; and quarterly for option II and extended option contract periods.  The Government reserves the right to decrease frequency of proficiency panels sent to Contractor for testing.
5.6.1.1. The Government reserves the right to increase panels up to monthly intervals if the Contractor scores less than 95% on two consecutive panels tested during the entire contract period.

5.6.1.2. The Government-provided open screening panels will consist of a minimum of 500 micro-liters (L) each of ten (10) coded specimens for all assays performed (one panel for each Contractor site will be provided).
5.6.2. The Contractor representative/courier shall pick up and transship proficiency panels, at Contractor expense, to each Contractor testing facility.

5.6.3. The Contractor shall process, test, and report each specimen according to established requirements of this contract.
5.6.3.1. The Contractor shall ensure the same procedures of data entry shall apply to each QC specimen presented from the Government.
5.6.4. The Contractor shall deliver completed open screening panels qualitative and quantitative test results within five (5) working days of Contractor courier pick up at the location indicated on the original request.
5.6.4.1. Concurrently, with the above qualitative and quantitative results, the Contractor shall ensure a copy of the internal Contractor work sheets for the open screening panels are delivered to the Government.

5.6.4.2. On each work sheet, the Contractor shall include: a) quantitative positive control optical density (OD) values, b) quantitative negative control OD values, c) quantitative specimen panel OD values, d) quantitative cutoff OD values, e) technician initials performing test, and f) signatures of the lab supervisor and technical director.

5.6.4.3. The Contractor shall ensure a qualitative interpretation and final result is reported on each QC screening specimen presented.
5.7. CONTRACTOR TEST REPORTING REQUIREMENTS.
5.7.1. The Contractor shall provide secure electronic file transfer of final results from Contractor processing for each specimen submitted.

5.7.2. The Contractor shall ensure the Government receives final reported resolutions within the specified timeframes of Contractor specimen receipt defined in Table C-1.

	TABLE C-1.  TESTING TURN-AROUND-TIME SCHEDULE TABLE


	Test Name
	TAT from Specimen Receipt

	HIV Ag/Ab  (negative Screen)
	Eight (8) hours

	HIV Ag/Ab  (double Screen negative)
	Twelve (12) hours

	HBs Ag (HEPATITIS B VIRUS SURFACE AG)
	Eight (8) hours

	Hep C Virus (HEPATITIS C VIRUS AB)
	Eight (8) hours


5.7.5. CORRESPONDENCE TRANSMITTAL REPORT.  The Contractor shall ensure each shipment of courier reports or correspondence include a DD-250 or equivalent to be signed and returned by the designated addressee for verification of shipment contents packaged by the Contractor and received by the Government.

5.7.6. FILE TRANSFERS.  The Contractor shall ensure secured, encrypted file transfers occur within established time frames and use Government specifications.
5.7.6.1. The Contractor shall ensure secured transmission of internal laboratory work sheets to NBIMC before certified final test results are sent to the Government.  
5.8. CONTRACTOR QC PROGRAM.
5.8.1. The Contractor shall develop and maintain a QC program to assure reliable performance of all tests, assure the accuracy of data generated, and to control the quality of all workmanship.

5.8.2. At a minimum, the Contractor shall follow the manufacturer guidelines of each FDA-licensed and approved test methodology utilized.  The Contractor shall institute as part of the internal QC program, the testing of reactive and non-reactive specimens to assess the accuracy of each batch of specimens tested.  The Contractor shall ensure that at least ten percent (10%) of all tests performed shall be internal control specimens (this may include manufacturer supplied control reagents, but does not include primary calibrators used in each run).

5.8.3. The Contractor shall institute as part of the internal QC program blind negative, weakly positive and strong positive specimen to assess the accuracy for each batch of specimens screened.  The Contractor shall ensure that if any internal quality control specimen gives erroneous results, the results for the entire screen batch shall be discarded and the entire batch immediately retested at the Contractor's expense.  The Contractor shall maintain all internal quality control results for inspection during each program review or immediately upon request by the Government.

5.8.4. The Contractor shall ensure that before use, 5% of each lot of screening reagents will be tested with control sera consisting of non-reactive (1%), weakly reactive (2%), and reactive (2%) sera.
5.8.4.1. The Contractor shall ensure that the new reagent lots are 100% correctly identified with the above control sera.  All Kits and/or reagents not meeting this requirement shall not be utilized for testing Government submitted specimens.
5.8.5. INSTRUMENT CALIBRATION.  The Contractor shall follow manufacturer's guidelines to ensure accurate results.  The Contractor shall document instrument performance and malfunctions.  The Contractor shall furnish this information to the Government upon request.

5.8.6. CONTRACTOR EXTERNAL REVIEWS.  The Contractor shall participate in all proficiency QC testing programs for all testing methodologies screening and/or confirmatory tests offered by the CAP, CDC, and the state(s) in which the Contractor laboratory is physically located.
5.8.6.1. A copy of all external proficiency test performance evaluation reports shall be forwarded to the COR quarterly.  Contractor shall respond immediately to the Government in writing as to which corrective action(s) was (were) taken on any proficiency specimen scored incorrectly.
5.8.7. CONTRACTOR PERFORMANCE CRITERIA FOR GOVERNMENT QC PANELS.
5.8.7.1. The Contractor shall maintain the following minimum acceptable accuracy scores on Government provided quality control panels at every testing location:
5.8.7.1.1. Ninety-five (95) percent on open screening panels;
5.8.7.2. The Government will notify the Contractor, in writing, of proficiency panel results within one week of receipt.  The Government will provide an accuracy score and analysis of each panel tested.

5.8.7.3. In the event the Contractor fails to meet the minimum contract quality control criteria (as specified above in paragraphs 5.8.7.1. through 5.8.7.2.), the Contractor shall suspend testing for the method being evaluated. The Government will provide the Contractor a repeat panel, for immediate testing, in the same manner as prescribed for the appropriate panel type for repeat evaluation at the failing location.
5.8.7.3.1. The repeat panel shall be tested and results reported to NBIMC within 2 calendar days of Contractor receipt.  If an acceptable accuracy score of 95 percent or greater is met on the repeat panel, the Contractor shall be allowed to resume routine testing under terms of the contract.

5.8.7.3.2. In the event that a Contractor location fails both the original and the repeat panel, the Contractor shall completely retest all specimens originally tested at the location during the month of processing of the failed test panels.  Retesting shall be performed at an alternative location, which passed all panels for the month.  In the event that the Contractor does not have an alternate location available for retesting, retesting shall be conducted at a licensed laboratory or a licensed subcontractor chosen by the Contractor subject to the approval of the KO and the COR.  All such retesting (and ancillary packaging, shipping costs, etc.) shall be accomplished at the sole expense of the Contractor.  Performance of Government furnished proficiency test panels by the subcontractor may be required before the KO approves that subcontractor.
5.8.7.4. Any change in methodology shall require prior approval by the COR, collection of comparison data with the current method, and successful completion of proficiency testing using a series of special proficiency panels to be provided to the Contractor by NBIMC.  The Government reserves the right to make other proficiency testing arrangements to assess changes in methodology by Contractor.
5.8.8. CONTRACTOR QAP.  The plan shall cover all activities necessary to assure and verify confidence in the quality of the process.  The QAP shall:
5.8.8.1. Cover areas listed in 42 CFR Part 405 et al.  Subpart P, 493.1701 through 493.1721;

5.8.8.2. Include policies and procedures that combine requirements of: FDA, CAP, CLIA, and good laboratory practices;

5.8.8.3. Identify deficiencies in the quality of services performed to ensure correction before the level of performance becomes unsatisfactory.
5.8.9. The Contractor shall maintain a file of all internal and external inspections conducted at the Contractor site, and any corrective action(s) required and taken.  This file shall be made available to the COR monthly or upon request.
[bookmark: _Ref526650806]5.9. STATISTICAL/MANAGEMENT REPORTS.
5.9.1. The Contractor shall prepare statistical/management reports according to the specified interval requirements outlined in Table E-1.

	TABLE E-1.  MANAGEMENT/STATISTICAL REPORTS

	Reports
	AR
	D
	W
	M
	Q
	A

	Statistical
	
	X
	X
	X
	
	

	Deficiency/Rejection
	X
	
	
	X
	
	

	Turn-Around-Times
	
	
	X
	X
	
	

	Occurrences
	X
	
	
	
	
	

	Transaction
	
	X
	
	
	
	

	Inventory
	
	
	
	X
	X
	

	Quality Assurance
	
	
	
	X
	
	


AR= As Required, D=Daily, W=Weekly, M=Monthly, Q=Quarterly, A=Annually
5.9.1.1. The Contractor shall note the Government reserves the right to add, modify, or delete reports as needed.

5.9.1.2. The Contractor shall ensure that all reports are available to Government and Contract personnel following the established reporting period.

5.9.1.3. The Contractor shall ensure that all reports, containing an accurate accounting of specified Government data be delivered to NBIMC following the established reporting period.  If the delivery day is a legal Government holiday, Saturday, or Sunday the Contractor shall ensure delivery on the next workday. 
5.9.2. The Contractor shall ensure that all reports are formatted to print on standard size paper (8½ x 11 inch).  The Contractor shall ensure that reports include the following specifications:
a) Clearly printed (black ink); 
b) Each report page individually numbered (X of X);
5.9.2.1. The Contractor shall ensure the following Contractor information is provided on each management/statistical report.  
a) Official Contractor facility name and address
b) Signature of individual preparing report
c) Signature of individual certifying report
d) Dates of reporting period beginning and end
e) Date report shipped to Government representative 
5.9.2.2.   The Contractor shall ensure Government data information is provided on all management/statistical reports using data formats presented in TE-2.
5.9.2.3. All information prepared by the Contractor shall remain the property of the Government.
 5.10. CONTRACTOR LABORATORY MANAGEMENT.
5.10.1. The Contractor shall ensure all specimens are transshipped and frozen for storage in a vertical position.

5.10.2. The Contractor shall ensure complying with Government contingency operations for specimen handling and data management when applicable.  The Contractor shall ensure having the capability to receive and process data by alternative methods (i.e. Compact Disk) if required.

5.10.3. The Contractor shall ensure COR notification before discarding rejected specimen; and shall ensure complying with Government-POC final resolution reporting of discordant results.

5.10.4. The Contractor shall ensure a clear barcode specimen number is printed on the internal Contractor lab work sheet to identify each specimen being tested through completion. 
5.10.4.1. The Contractor shall ensure that each original specimen retains the original barcode label.  

5.10.4.2. The Contractor shall ensure that the barcode applied to the pour off transfer tube is a correct reproduction of the original barcode using specifications in TE-3.  

5.4.10.3. The Contractor shall ensure the transfer tube barcode label includes and accurately matches the correct barcode number, and date drawn for the original specimen.

5.10.5. The Contractor shall ensure daily data transfer of all completed data (Monday through Sunday) to the Government within the specified timeframes.
5.10.6. The Contractor shall ensure Government data audits are performed and results submitted within specified time frames.

5.10.7. The Contractor may archive data every six months following audits and certified Government acceptance.

5.10.8. 	The Contractor shall ensure all specimens presented with a SOT H are poured off only and stored frozen on site until pick-up by the government.  These specimens will receive a test code number, processing procedure and be stored according to established procedures currently in place.

5.10.8.1 	The Contractor shall provide daily data transfer files of all active duty members (TE-7) pour off samples in the format described in TE-9.  The Contractor shall provide daily data transfer files of all active duty members’ specimen storage information.  The Contractor shall provide daily data transfer via secured encrypted protocol to NBIMC.

5.10.8.2	The Contractor shall provide a daily report of all active duty members pour off samples to NBIMC in the format described in TE-9.

5.10.8.3 The Contractor shall provide a daily report of all samples shipped to HDRL for confirmatory testing and/or verification described in TE-10. The daily report shall also include all deficiency (D7-D8) samples shipped to HDRL.
5.10.10. The Contractor shall ensure that all internal Contractor lab work sheets, record copies, and copies of reports and results sent, required under the terms of this contract shall be maintained on-site, by the Contractor, through the entire contract period.  The Contractor shall ensure all requirements relevant to the performance of this contract, mandated, by official accrediting agencies, are met.  The Government reserves the right to review, at any time, internal Contractor lab work sheets and records pertaining to testing specimen submitted from the Government.

5.10.11. The Contractor shall ensure record corrections are accurate and meets turn-around-time requirements for completion.

5.10.12. The Contractor shall ensure that all reports are formatted to print on standard size paper (8½ x 11 inch).  The Contractor shall ensure that reports include the following specifications:

a) Clearly printed (black ink); 
b) Each report page individually numbered (X of X);
5.10.13. The Contractor shall implement and maintain a process to investigate and resolve discrepancies, discordances, and errors.  The information shall be available to the Government from onset of incident(s) until resolution and final reporting on scheduled reports.  Designated Government and Contractor supervisory personnel shall exchange information, specimens, etc. necessary to complete resolution of any issues.  Upon completion of each investigation or with written notification, the Contractor shall correct erroneous results and provide the Government a corrected file.
5.10.13.1. If the Government or Contractor identifies or documents a Contractor performance issue(s) or system failure that results in error (such as specimen contamination, data mismatch, delivery and/or security breach, etc.), the Contractor shall investigate and correct all appropriate systems and meet reporting requirements.  
5.10.13.1.1. The Contractor shall provide interim notification to COR within two (2) hours of occurrence and final written report (to include: dates, cause, investigation discussion, initiating events, corrective actions and resolution) within twenty-four (24) hours.
5.10.13.1.2. The Contractor shall monitor follow-up and prepare an amended report documenting corrective action(s) effectiveness.
5.10.14. The Contractor shall ensure Government records, copies of original results and reports, verified original data, corrected data, backups, and corrected supporting reports are maintained.

5.10.15. Per request of authorized Government personnel, the Contractor shall ensure providing (via secure download or courier delivery) a duplicate copy of completed reports within specified timeframes.

5.10.16. The Contractor shall ensure the DD-250 or equivalent is completed in entirety and enclosed with each courier shipment.

5.10.17. The Contractor shall ensure meeting Government protocols for documenting and transmitting data in addition to requirements set forth under Section C-5.
5.10.18. CUSTOMER SERVICE REPRESENTATIVE (S).  The Contractor shall, as a minimum, ensure that representatives perform services cited below and do not provide any verbal or written communication of results to any unauthorized individuals.  Representative(s) shall:
5.10.18.1. Provide customer support assistance to Government personnel in documenting requests/questions and triage the inquiry to the appropriate level or individual for resolution in a timely manner;

5.10.18.2. Document all inquiries, calls or written requests including the requestors name, location, authorized telephone identification, date/time, request, action and final disposition;

5.10.18.3. Report unusual occurrences to the designated Contract Manager for action and/or resolution.












































APPLICABLE REGULATIONS AND MANUALS

	5 U.S.C. § 552
	Freedom of Information Act


	5 U.S.C. § 552A
	Privacy Act


	21 CFR Chapter 1
	Food and Drugs - Food And Drug Administration, Department Of Health And Human Services


	42 CFR Part 72
	Interstate Shipment Of Etiologic Agents


	49 CFR Part 171
	Transportation - Research And Special Programs Administration, Department Of Transportation - General Information, Regulations, And Definitions


	CHCS
	Specifications of Data-Sharing and User Interfaces to the Composite Health Care System (CHCS)


	CHCS
	CHCS Policy and Procedures CCB-34 – Design Change Process


	DFARS 252.227-7013
	Rights in Technical Data - Noncommercial Items


	DoDD 5000.1
	Defense Acquisition


	DoD 5000.2-R
	Mandatory Procedures For Major Defense Acquisition Programs (MDAPS) And Major Automated Information System (MAIS) Acquisition Program


	DoDD 5200.1-R
	DoD Information Security Program


	DoDD 5200.2-R
	DoD Personnel Security Program


	DoD 5200.8-R
	Physical Security Program


	DoD 5200.28-M
	ADP Security Manual


	DoD 5200.28-STD
	Department Of Defense Trusted Computer System Evaluation Criteria


	DoDD 5200.28
	Security Requirements For Automated Information Systems (AISS)


	DoDI 5200.40
	DoD Information Technology Security Certification And Accreditation Process (DITSCAP)


	DoDD 6485.01
	Human Immunodeficiency Virus (HIV)in Military Service Members


	FIPS 102
	Guidelines for Computer Security Certification and Accreditation


	FIPS 140-1
	Security Requirements For Cryptographic Modules


	IEEE/EIA 12207
	Information Technology-Software Lifecycle Processes


	Military Health System (MHS)

	Y2K Management Plan

	MHS
	Information Exchange Architectural Framework


	MHS
	Health Area Standards Profile


	MHS
	Standard Communications Architecture


	MHS
	Standard Security Architecture


	MHS
	Functional Area Model-Data (FAM-D)


	MHS
	Functional Area Model-Activity (FAM-A)


	NAVSO Pub 5239.15
	Control Access Protection (CAP) Guidebook


	NBS SP500-153
	Guide to Auditing for Controls and Security: A System Development Life-Cycle Approach


	Public Law 104-191
	Health Insurance Portability and Accountability Act of 1996


	SAIC Doc D2-VADS-100 
	CHCS Interface Control Document for the Laboratory Interoperability Program


	SAIC Doc GS-NHIV-1002 
	Interface Control Document (ICD) for the CHCS/HML Interface.


	SECNAVINST 5211.5D
	Department Of The Navy Privacy Act (PA) Program


	SECNAVINST 5300.30E
	Management Of Human Immunodeficiency Virus, Hepatitis B Virus and Hepatitis C Virus Infection In The Navy And Marine Corps (13 August 2012)


	TAFIM
	Department of Defense Technical Architecture Framework for Information Management (TAFIM) Version 3.0 (30 April 1996)


	Web Content Accessibility
	Workforce Investment Act of 1998, Section 508, Electronic and Information Technology


	7950.1M
	Tricare System Manual

	DODD 8500.01E
	Information Assurance

	DODI 8500.2
	Information Assurance (IA) Implementation

	DODD 5200.2	
	Personnel Security Program



[bookmark: _GoBack]Documentation Web Sites:

1.	Washington Headquarters Services Directives and Records Branch (Directives Section)

http://www.dtic.mil/whs/directives

2.	The Department of Defense Single Stock Point for Military Specifications, Standards, and Related Publications

http://www.dodssp.daps.mil/

3.	Defense Standardization Program

http://www.dsp.dla.mil/

4.	Navy Directives

http://neds.nebt.daps.mil/Directives/dirindex.html

5.	US Government Printing Office

http://www.access.gpo.gov/su_docs/index.html

6.	Naval Medical Information Management Center

http://www.med.navy.mil/sites/navmissa


Products

1.	Infectious Substance Packaging

www.saftpack.com


