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CHAPTER ONE
AUTHORITY, MISSION / VISION, AND ORGANIZATION

SECTION I. INTRODUCTION
1-1. AUTHORITY. In accordance with Army Regulation (AR) 40-226, Annual Historical Report, The Army Medical Department (AMEDD) Activities Report [Reports Control Symbol (RCS) MED-41 (R4)], the Annual Historical Report - AMEDD Activities of the U.S. Army Medical Materiel Development Activity (USAMMDA) for Fiscal Year (FY) 2009 is submitted.

1-2. MISSION/VISION. 
a. The USAMMDA Mission is to develop and manage medical materiel to protect and sustain the Warfighter on point for the Nation. 

b. The USAMMDA Vision is to integrate U.S. Army Medical Research and Materiel Command (USAMRMC), Federal Agencies, and the DoD, as part of the joint biomedical research and materiel community, to focus on delivering the best medical solutions for today and tomorrow. 

Our products are an integral part of the DoD Force Health Protection Program, to include vaccines, drugs, and medical devices, to prevent, diagnose, and treat infectious diseases, combat-related casualties, and Chemical Biological Radiological Nuclear Explosive (CBRNE) threats. 

Our products enhance far-forward medical care across the full spectrum of health care missions worldwide. 

1-3. ORGANIZATION. 
a. Changes occurring in each division/office are reflected in the respective sections.

b. The USAMMDA Organizational Chart, Figure 1.1, appears on page 2. 

c. Personnel data are shown in Appendix A. 
ORGANIZATION CHART

[image: ]
Figure 1.1














CHAPTER TWO
OFFICE OF THE COMMANDER

SECTION I. OFFICE OF THE COMMANDER
2-1. COMMANDER. Colonel Brian J. Lukey was the USAMMDA Commander for FY09. 

2-2. DEPUTY COMMANDER. Colonel Russell E. Coleman was the USAMMDA Deputy Commander for FY09.

2-3. STAFF. Four personnel. Two civilians and two military

SECTION 2. SUPPORTING DIVISIONS

2-4. QUALITY OFFICE (QO). 

a. General. Chief and team leader. Ms. Elizabeth A. Coffman. Other team leaders were: Training – Ms. Shirley A. Roach, Document Control and Auditing – Lisa J. Stevens.

b. Introduction. The QO was established January 2009 to provide broad quality support to the entire USAMMDA Command.  QO is tasked with the development of a Command-wide Quality Management System that functions as an independent and objective entity to review and evaluate work product within the organization.  QO works closely with Integrated Product Teams (IPT), headquarters and other subcommands to build bridges by providing technical support, regulatory training and helping to develop support systems to meet common goals.  

c. Military Relevance. QO provides quality support to the Office of The Surgeon General (OSTG) Sponsor’s Representative and to all of USAMMDA by ensuring the fulfillment of regulatory requirements and adherence to written procedures and guidelines.  QO takes an active role in achieving life-cycle appropriate compliance solutions for OSTG-sponsored product development activities.

d. Focus Area. Four groups comprise: Quality Assurance (QA); Quality Control/Compliance (QCC); Training; and Standard Operating Procedure Document Control (SOP DC).

2-4.1. QUALITY ASSURANCE (QA).
a. General. Team Leader. Ms. Elizabeth A. Coffman.

b. Introduction. The QA group develops and maintains the Quality Management Systems that provides oversight and ensures regulatory compliance. The services QA provides include Internal/External Auditing, Corrective Action Preventive Action (CAPA) Management, Food and Drug Administration (FDA) Audit Management, quality support for OSTG Sponsor’s Representative, Quality Technical support, Command policy review and evaluation and Management Control Plan.
In the second half of 2009, the QA group introduced newly developed internal/external audit and CAPA programs.  The system includes the development and implementation of internal audit schedules for 2009 and 2010, establishing monthly process and Investigational New Drug (IND) audits.
The QA team hosted its first FDA audit in February 2009, supporting Adenovirus vaccine product development.
QA continued to support the development and documentation of quality processes that enable a more efficient and effective command.
QA worked closely with the headquarters Quality Management Office in 2009 to develop functional responsibilities supporting the OSTG Sponsor’s Representative.
The QO has been working with the Amethysts group, an outside contractor who has been given congressional funding to develop quality systems.  In a mid-2009 visit to USAMMDA, Amethysts completed a gap analysis of the USAMMDA major Quality Systems, focusing on process improvements for the areas of greatest need, clinical monitoring and product accountability.
c. Accomplishments. 
QA successfully completed and closed out an external audit of the Sponsor’s regulatory offsite document storage facility.

2-4.2. QUALITY CONTROL AND COMPLIANCE. 
a. General. Team Leader. Ms. Elizabeth A. Coffman.

b. Introduction. The QCC group, formally Product Technical Operations, was transitioned from the Division of Regulated Activities and Compliance (DRAC) to the Quality Office in February 2009.  QCC mission is to support OTSG-sponsored product development efforts for more than a dozen open INDs.  On behalf of the Sponsor and in support of these products, oversight was provided for testing and product accountability.
Continued support in the management and development of USAMRMC medical materiel product development efforts is provided through services to IPTs in the following areas:
· Product accountability and testing oversight
· Facility Readiness evaluations
· Assay qualification oversight
· Data management oversight
· Technology transfers

c. Product Support. In 2009, QCC supported tech-based and advanced product development efforts, including:
· Leishmaniasis
· Paromomycin
· Hantaan/Puumala DNA vaccine development
· Combat Casualty Care (CCC) blood products: cryopreserved platelets, lyophilized human plasma, red blood cell extended life   
· HIV vaccine development
· Dengue vaccine
· Enteric diseases (Campylobacter, Shigella, Scrub typhus, ETEC)
· Ricin vaccine
· Menigogcoccal vaccine
· Special Immunizations Program (SIP)
· Malaria drugs and vaccine development

2-4.3. TRAINING. 
a. General. Team Leader. Ms. Shirley A. Roach.

b. Introduction. In 2009, the Regulatory Trainer continued to support on-site trainings given by external trainers as well as the development and delivery of multiple current Good x Practice (cGxP) trainings to support regulatory requirements for the majority of USAMRMC subcommands.  The regulatory trainer completed a number of specialty trainings as well, including: 
· Current Good Clinical Practice (cGCP)
· cGCP refresher
· Communicating with the FDA
· Conducting Clinical Trial under ICH and current Good Manufacturing Practices (cGMP) and the Regulated Process of drug/vaccine development
· Electronic Common Technical Document (eCTD) – Octagon
· Current Good Laboratory Practice (cGLP)
· cGMP
· Introduction to Nonclinical and Quality
· Technology transfer

2-4.4. STANDARD OPERATING PROCEDURE DOCUMENT CONTROL. 
a. General. Team Leader. Ms. Lisa J. Stevens.

b. Introduction. In mid-2009, the Quality Office implemented a new USAMMDA-wide Document Control (DC) System designed to manage SOPs, forms and work instructions.  The system facilitates writing, reviewing, editing, approving, controlling, revising and obsolesce of controlled documents in compliance with FDA requirements and Command policy.  The DC group is responsible for records identification, storage, protection, retrieval, retention time and disposition of all QA related records. 


2-5. OFFICE OF RESEARCH AND TECHNOLOGY APPLICATION (ORTA)

a. General. Chief. Ms. Judy L. Holian.
 
b. Staff. Two. One civilian and one part time Contractor.

c. Introduction. USAMMDA was granted Laboratory status on    03 January 2007 in a memo from Dr. Claude M. Bolton, Jr., Assistant Secretary of the Army (Acquisition, Logistics and Technology), and in accordance with Army Regulation (AR) 70-57.  USAMMDA was authorized to directly participate in the Army Domestic Technology Transfer Program (ADTTP), and with this authorization, its Commander was also granted the authority to execute technology transfer agreements.

d. Focus Area. 
(1). The USAMMDA ORTA Officer reports directly to the Commander and is supported by the USAMRMC Command ORTA and by the USAMRMC Office of the Staff Judge Advocate.
(2). ORTA supports all USAMMDA divisions and staff.
(3). 2009 marks the third year that USAMMDA participated in the ADTTP.  The Command successfully executed many technology transfer (T2) agreements with domestic and foreign industry partners, and universities to collaborate in advanced product development towards product licensure and product commercialization to benefit the Warfighter.
e. Accomplishments. 
(1). Executed a total of 25 new Tech Transfer agreements in FY09, bringing into the Command ~$923,000.00.  
(2). Active T2 agreements now total 53.

2-6. PUBLIC AFFAIRS AND MARKETING OFFICE

a. General. Public Affairs and Marketing Assistant. Ms. Carey A. Phillips.

b. Introduction. The Public Affairs and Marketing Office was responsible for delivering the USAMMDA message to internal audiences (Military) and external audiences (corporate and potential partners and the general public) by attending conferences and tradeshows, submitting articles and press releases, and participating in community and educational activities. 

The USAMMDA Public Affairs and Marketing Office was responsible for assisting the USAMRMC Public Affairs Officer in gathering Command information and accomplishments, as well as submitting updates on Command projects and programs.

c. Accomplishments.
(1). Represented USAMMDA and USAMRMC in eight expositions.
(2). Participated in six community and educational events. 











CHAPTER THREE
ADMINISTRATIVE SERVICES DIVISION

SECTION I. ADMINISTRATIVE SERVICES DIVISION
3-1. ADMINISTRATIVE SERVICES DIVISION

a. General. Chief. Ms. Anna M. Poole served as Chief until   28 February 2009; Ms. Theresa M. Allen took over as acting Chief from 01 March 2009 until Ms. Amber M. Baughman replaced her as Chief on 06 July 2009.

b. Personnel. 18 personnel. 11 civilians and 7 contractors.
c. Resource Management and Budget.  The Administrative Services Division (ASD) centrally manages a variety of administrative functions in support of the USAMMDA operating divisions.  Administrative support includes, but is not limited to, the establishment, monitoring, and regulation of office policy, records, publication orders, consumable supply orders, space and facility management functions, and public relations and marketing efforts. 

The ASD centrally manages the USAMMDA budget from its inception through its execution.  The USAMMDA budget is a dynamic plan composed of annual research and development as well as Operation and Maintenance - Army (OMA) funds, Other Procurement - Army (OPA) funds, Defense Health Program (DHP) funds, and reimbursable funds from academic institutions and other government agencies.  Congressional Special Interest (CSI) appropriated funds and Defense Threat Reduction Agency (DTRA) funds comprise a significant budget element.  Personnel in the budget office support all divisions and product managers in the Activity. 
	
The USAMMDA Information Management and Information Technology (IM/IT) function is centrally managed by ASD, and includes maintenance of liaison activities with the USAMRMC and the Fort Detrick Directorate of Information Management.  This partnership results in the real time maintenance of the USAMMDA legacy and mission specific software applications and hardware systems to comply with current information assurance requirements.  Significant effort is expended in providing help desk assistance, and in the accomplishment of organizational information security functions.  This is provided to the core staff working in the USAMMDA headquarters building, as well as personnel located in outlying buildings.

d. Military Relevance. The essential administrative, budgetary, and IM/IT support functions accomplished by the ASD provide the physical and financial stability and infrastructure necessary to sustain USAMMDA, as division and product managers carry out their duties to develop medical products to protect and sustain the Warfighter.  ASD provides the link in support of external activities that are part of the operating environment for USAMMDA. 
e. Fiscal 2009 Performance. In total, including direct, reimbursable, and Congressional funding, USAMMDA managed $88.4M in FY09.

(1). In-House. In FY09, the USAMMDA In-House fiscal execution of direct core funds fell short of the USAMRMC obligation target by 8 percent and fell short of the disbursement target by 17 percent.  The FY09 In-House total direct funds included Advanced Development funds ($44.3M), Tech Base funds ($1.1M) for quality assurance monitoring, Congressional funds ($25.2M) which are referenced later in this report, DHP Operation and Maintenance funds ($3.5M) for Adenovirus and Force Health Protection - Investigational New Drug (FHP-IND) support, Directorate of Information Management (DOIM) Support, SIP Support, Research Development Test & Evaluation (RDT&E) Defense funds ($971K) for additional Regulatory Affairs Support, and OMA funds ($64K) for the Special Medical Augmentation Response Team (SMART).  USAMMDA received FY08 DHP RDT&E War Supplemental funds ($6.4M) for Medical Devices and Blood Products in January 2009.




(1.1). In-House (Core-Direct). See Figure 1.2.
	
	Allotment
	Obligations
	Disbursements

	Fiscal 2009 Dollars ($000)
	44,347
	38,860
	23,436

	Target (%)
	
	96
	70

	Actual (%)
	
	88
	53



Figure 1.2
(1.2). In-House. In addition, USAMMDA In-House managed $4.6M in reimbursable funds in FY09.  This included funds from the Central Budget Management System (CBMS) and Program Management - Medical Communications for Combat Casualty Care (PM-MC4) offices for matrixed support personnel.  In addition, reimbursable funds were received from the U.S. Transportation Command (USTRANSCOM), Army Research, Development and Engineering Command (RDECOM), U.S. Army Garrison (USAG), Washington Headquarters Services (WHS) and SIP funds from several Universities, RDECOM, Naval Medical Research Center (NMRC), and Medical Department Activity (MEDDAC).

(2). Program-Wide. The laboratory programs’ FY09 obligations fell short of the target by 6 percent; however the disbursement rate was exceeded by 4 percent.  Performance in the total Command-wide development program fell short of the obligation target by 8 percent and fell short of the disbursement target by 14 percent.  In addition, FY09 total program direct funds reflect a $29.8M increase from FY08 funding.  Fiscal execution performance at the project level is provided in Figure 1.4 on page 13.

(2.1). Program-Wide (Core-Direct). See Figure 1.3.
	
	Allotment
	Obligations
	Disbursements

	Fiscal 2009 Dollars ($000)
	52,980
	46,635
	29,798

	Target (%)
	
	96
	70

	Actual (%)
	
	88
	56



Figure 1.3
(2.2). Program-Wide. In FY09, USAMMDA managed a total of $25.2M of Congressional funds for ongoing efforts on the Plasma Sterilizer, Lightweight Support for Trauma and Transport, Military Fibrinogen Bandages for Battlefield Wounds, Leishmania Iraqi Skin Test, Disposable Unit Dose Drug Pumps for Anesthesia and Antibiotics, Rotary Valve Pressure Swing Absorption Oxygen Generator, Lightweight Trauma Module, Advanced Packaging Solutions for Biotherapeutics, Wireless Medical Monitoring System, Rugged Electronic Textile Vital Signs Monitoring, and Total Quality System for FDA Regulatory Activities at MRMC.  Also included are new starts for Nightengale Personal Status Monitoring System, Green Environmentally Sustainable Labs/Clean Rooms, and Garment Based Physiological Monitoring System.















Administrative Services Division
Fiscal 2009 Program 
Direct – Advanced Development
	
	Percent

	
	Allotment
	In-House
	Lab
	Total

	Project
	($000)
	OBL
	DISB
	OBL
	DISB
	OBL
	DISB

	808
	4,411
	88
	66
	91
	86
	89
	79

	811
	145
	100
	97
	0
	0
	100
	100

	836
	10,984
	83
	38
	60
	0
	81
	74

	837
	6,559
	95
	65
	80
	97
	93
	87

	Total 6.4
	22,099
	88
	51
	75
	88
	86
	79

	812
	4,550
	100
	95
	95
	91
	98
	91

	832
	11,789
	97
	55
	99
	38
	97
	77

	834
	1,467
	88
	55
	73
	100
	83
	77

	849
	13,075
	74
	42
	100
	69
	82
	73

	Total 6.5
	30,881
	88
	54
	96
	79
	89
	81

	Total Advanced Development
	52,980
	88
	53
	90
	82
	88
	80

	
	
	
	
	
	
	
	

	Tech Base
	1,109
	71
	30
	0
	0
	71
	30

	DHP
	3,493
	100
	27
	0
	0
	100
	27

	RDTE/DEF
	971
	93
	18
	0
	0
	93
	18

	OMA
	64
	100
	53
	0
	0
	100
	53

	Congressional
	25,240
	41
	20
	0
	0
	41
	20

	FY08 DHP/RDTE War Supp.
	6,365
	100
	79
	0
	0
	100
	79

	Total Direct – Other
	37,242
	59
	31
	0
	0
	59
	31

	Total Direct
	90,222
	75
	43
	0
	0
	75
	43

	
	
	
	
	

	
	Allotment
	In-House
	Lab
	Total

	Project
	($000)
	OBL
	DISB
	OBL
	DISB
	OBL
	DISB

	CBMS
	1,237
	100
	100
	0
	0
	100
	100

	Other Reimbursements 
	3,323
	100
	100
	0
	0
	100
	100

	Total Reimbursements
	4,560
	100
	100
	0
	0
	100
	100

	
	
	
	
	

	
	Allotment
	In-House
	Lab
	Total

	
	($000)
	OBL
	DISB
	OBL
	DISB
	OBL
	DISB

	Total Program
	94,782
	76
	44
	90
	73
	77
	47


Figure 1.4
CHAPTER FOUR
DIVISION OF REGULATED ACTIVITIES AND COMPLIANCE

SECTION I. DIVISION OF REGULATED ACTIVITIES AND COMPLIANCE
4-1. DIVISION OF REGULATED ACTIVITIES AND COMPLIANCE (DRAC)
a. General. Director. Dr. Robert E. Miller. Other team leaders were: Chief of Regulatory Affairs Office (RAO) - Major Kirsten S. Smith; Chief of Clinical Operations (CO) – Ms. Elizabeth A. Heger; Chief of Product Technical Operations (PTO) – Mr. Louis E. Jasper, served as Chief of PTO until January 2009 when PTO was renamed Quality Compliance and transitioned to the Quality Office; Chief of QO – Ms. Elizabeth A. Coffman, served as Chief in January 2009 until QO was transitioned to the Office of the Commander in the same month.

b. Staff. 11 personnel. 1 military, 7 civilians, 1 civilian (student) and 2 contractors. 

c. Introduction. The Division of Regulated Activities and Compliance (DRAC) is a multidisciplinary team of regulatory affairs and compliance professionals dedicated to support the USAMMDA mission of developing medical products for the Warfighter on point for the Nation.  The DRAC supports the OTSG-sponsored medical materiel development by providing full-service regulatory support to the IPT, from tech base through advanced development.  DRAC operations are mandated in 21 USC 321, 331, 343, 346, 348, 350, 351, 352, 353, 355, 360, 371, 372, 373, 374, 375, 376, 379, 381, & 42 USC 216, 241, 262, 263.  These statutory requirements have been codified as regulatory requirements found in 21 CFR 3, 11, 50, 54, 56, 58, 200 series, 300 series, 600 series, and 800 series.  USAMMDA, as the OTSG Sponsor’s representative for the Army regarding medical materiel development, must comply with FDA statutes and regulations. 

DRAC is organized as a Division office with medical editorial support and serious adverse event (SAE) reporting responsibility in collaboration with the Medical Affairs Division.  

In 2009, DRAC received 27 SAEs for one active IND and contributed 42 submissions for one active IND.  The Division office manages annual report activity and in 2009 wrote or reviewed annual reports to be submitted to the FDA for more than 60 OTSG-sponsored products in development at MRMC subordinate commands for the Warfighter.

In January 2009, the PTO was renamed QC and shortly thereafter, to satisfy a USAMMDA quality requirement, QO and QC were moved to the USAMMDA Office of the Commander.  
DRAC has three additional branches:
· Biostatistics (Biostats)
· Clinical Operations (CO)
· Regulatory Affairs Operations (RAO)

4-1.1. BIOSTATISTICS
a. Staff. Four contractors. 

b. Introduction. The Senior Biostatistician provides the guidance and oversight of the Biostatistics Unit, with basic staffing, SOPs, processes, services and biostatistics training units.  The Senior Biostatistician provides statistical and database specifications, statistical and clinical study development and guidance, and Statistical Analysis Software (SAS®) primary and quality control programming.  The Biotats staff implements statistical specifications delineated by the Biostatistician through standardized SAS® programming and creates and educates Division members and IPTs on database creation, specifications and programming.  In addition the staff is responsible for statistical document control, including formatting and versioning; case report form (CRF) generation, formatting and printing; and overall administrative coordination with the Biostatistics Branch.


4-1.2. CLINICAL OPERATIONS BRANCH 
a. General. Chief. Ms. Elizabeth A. Heger.
 
b. Staff. Seven personnel. Four civilians and three contractors.

c. Mission. The primary mission of CO is to fulfill the responsibility of the Sponsor, the OTSG, for monitoring clinical studies at CONUS and OCONUS study sites.[footnoteRef:1]   [1:  See Code of Federal Regulations at 21 C.F.R. 312.50 and ICH E6 Good Clinical Practice Guideline.] 


d. Introduction. CO is charged with ensuring that the rights and safety of the study subjects are protected and the quality of the data is adequate to support further development of the investigational product intended to protect the Warfighter.  CO supports Phase 1, Phase 2 and Phase 3 studies for investigational products.

Clinical monitors act as the point-of-contact between the sites and the Sponsor’s Representative.  Monitoring visits to the study sites involve site qualification for the proposed study, training site staff on study procedures and document completion, verification of adequate informed consent procedures for study participants who meet enrollment criteria, study data verification, ensuring compliance with the protocol, and ensuring the Principal Investigator (PI) provides adequate oversight of the study.  Clinical monitors ensure that appropriate investigational product receipt, storage and accountability procedures are in place at the study site, and are followed.  Prior to study conclusion, study records archival facilities at remote study sites are inspected to ensure study records are protected and retrievable.  Qualified research laboratories are periodically monitored to ensure that sample storage and accountability procedures are in place and procedures for research assays are followed by laboratory staff.    

e. Focus Areas.
 
(1). Clinical data management responsibilities were moved to Clinical Operations in June 2009 for management or oversight of all clinical data acquisition and management processes for OTSG-Sponsored, FDA-regulated clinical studies.  

(2). CO monitors have nursing and science degrees and are strategically located in the U.S., Kenya and Thailand in order to provide efficient and effective monitoring capacity.  

(3). CO supports product studies for Advanced Development and Tech Base and continues to support the Special Immunizations Program at the U.S. Army Medical Research Institute of Infectious Diseases (USAMRIID).  

(4). CO supports the Force Health Protection (FHP) program treatment protocols, and has participated in training for Investigators and site staff responsible for implementing these protocols in Landstuhl, Germany, and Seoul, South Korea.  

4-1.3. REGULATORY AFFAIRS OPERATIONS BRANCH 
a. General. Major Kirsten S. Smith.
 
b. Staff. 14 personnel. 1 Military; (RA Scientists) 3 civilians and 4 contractors; (Submissions Team) 1 civilian, 1 civilian student and 2 contractors; (Walter Reed Army Institute of Research (WRAIR)) 1 civilian and 1 contractor. 

c. Focus Areas. 

(1). RAO is composed of a regulatory affairs (RA) science team and a submissions team.  The WRAIR RA scientist and medical are auxiliary members of RAO.
  
(2). The RA scientist serves in three primary roles: liaison, strategist, and provider of guidance.  

As liaison, the RA scientist is the primary POC for communications with federal regulatory agencies including the FDA and Environmental Protection Agency (EPA); other Federal agencies; non-government organizations (NGO); public health organizations; and product co-developers.  The RA scientist is an interface between the IPTs and the other members of DRAC and a resource of regulatory information and support for IPTs and IPT Chairs, working with each IPT individually to tailor support to the needs of the team.  The RA scientist-IPT interaction helps to ensure effective and accurate regulatory and scientific communication between product development teams and the regulatory agencies.

(2.1). As a product development and regulatory strategist and core IPT member, the RA scientist works with the other members of the IPT to develop the overall regulatory strategy or approach to guide product development.  The RA scientist draws on technical and scientific or medical knowledge to help IPTs develop the best plan for optimizing outcomes of studies and label claims.  The RA scientist reviews all documents in detail to ensure clarity of information and data presentation, accuracy of data interpretation, logic, consistency, and compliance with regulatory requirements prior to endorsement for submission to regulatory agencies.

(2.2). An additional role of the RA scientist is to provide guidance to the USAMRMC staff involved in the process of product development and manufacture and assembly of data to ensure that regulatory and statutory requirements are met and commitments to regulatory agencies or co-developers are fulfilled in a timely manner. As the Subject Matter Expert (SME) in regulatory information, the RA scientist must keep track of changing US legislation, regulatory agency guidance documents, International Committee of Harmonization (ICH) guidance documents, and Public Health issues/concerns as related to OTSG-sponsored products.  This will ensure that OTSG-sponsored products meet the needs of the Warfighter as stated through the Combat Developer Representative as well as the challenges of public health threats. 

(3). The Regulatory Submissions team within the RAO Branch is responsible for receiving, formatting, and sending accurate and complete formal regulatory communications and submissions.  This includes preparation of cover letters and regulatory forms; formatting of overall document submissions; and printing, binding, and mailing documents to the appropriate regulatory agency.  This team is also responsible for internal and external tracking of submissions, document control, and archiving.

d. Accomplishments.
(1). In 2009, the RAO Branch supported submissions to approximately 102 active INDs, New Drug Applications (NDA), Master Files, and 510Ks and products in pre-IND development.  
(2). RAO contributed to 226 submissions, including new clinical protocols and protocol amendments to the various INDs sponsored by OTSG.  
(3). RAO began implementation of SERF (Sponsor’s Electronic Regulatory Files) for storage of electronic regulated documents.  Ultimately, SERF will replace the current Document Management System (DMS) for storage of electronic regulated documents. 















CHAPTER FIVE
MEDICAL AFFAIRS

SECTION I. MEDICAL AFFAIRS
5-1. MEDICAL AFFAIRS, FORCE HEALTH PROTECTION (FHP), AND PHARMACOVIGILANCE & SAFETY SURVEILLANCE
a. General. Chief. Colonel Isiah M. Harper, Jr. 

b. Staff. Five personnel. Medical Affairs - one Military and two contractors; Pharmacovigilance & Safety Surveillance - two Military.

5-2. FORCE HEALTH PROTECTION BRANCH
a. General. Chief. Lieutenant Colonel James F. Koterski until August 2009 when Lieutenant Colonel Max L. Teehee assumed the position.

b. Staff. Five personnel. Two Military, one civilian and two contractors.

c. Introduction. The FHP Branch serves as the Executive Agency for the management of DoD directed IND protocols and the Specialized MEDCOM Response Capabilities/Investigational New Drug/Smallpox Specialized Treatment (SMRC/IND/SST) Team.  The mission of the FHP Branch is to plan, implement, and sustain OTSG sponsored Health Affairs FHP-IND protocols and to train the investigational staff in the execution of these protocols according to FDA regulatory guidelines and GCP. 

d. Military Relevance. It is DoD policy that personnel carrying out military operations shall be provided the best possible force health protection, including safe and effective medical countermeasures to CBRNE and in-theater endemic disease threats. 

The FHP healthcare program provides and manages INDs as medical support for military personnel exposed to CBRNE events and endemic diseases in the area of operations.

e. Focus Areas. 

(1). The FHP Branch currently has two product managers who oversee eight IND protocols.  They coordinate a myriad of administrative, clinical, and regulatory activities needed to successfully activate and sustain these protocols worldwide. 

(2). The SMRC/IND/SST team provides a deployable asset for NORTHCOM to conduct world-wide on-site support for CBRNE incidents.

(3). Current FHP-IND protocols include the treatment protocols listed in Figure 4.1 on page 22.  

























Current FHP-IND Protocols
	IND No
	Title

	65480
	DoD Protocol for the Use of Cidofovir (VISTIDE®) as a Treatment for Adverse Reactions Associated with Vaccinia Virus Vaccination, HSRRB# A-11801

	65480
	DoD Contingency Protocol for Emergency Use of Cidofovir (VISTIDE®) as a Treatment for Smallpox, HSRRB# A-11161

	3723
	Protocol for Vaccination of Selected Volunteers with Pentavalent Botulinum Toxoid to Protect against Botulinum A Toxin Toxicity, HSRRB# A-12006

	10621
	Emergency Use of Investigational Heptavalent Equine-Based Botulinum Antitoxin (Types A, B, C, D, E, F, and G) After Exposure to Clostridium botulinum or Other Closely Related Bacterial Species, HSRRB# A-12007

	10081
	Contingency Protocol for Anthrax Vaccination to Protect against Bacillus anthracis Spores, HSRRB# A-10184

	16666
	A Phase 2 Treatment Protocol of Intravenous Ribavirin in Adult Subjects with Hemorrhagic Fever with Renal Syndrome (HFRS) in Landstuhl Regional Medical Center (Landstuhl, Germany) BAMC HUC C.2008.197; HSRRB Log A-15314 A Phase 2 Treatment Protocol of Intravenous Ribavirin in Adult Subjects with Hemorrhagic Fever with Renal Syndrome (HFRS) in the 121st Combat Support Hospital (Seoul, Korea) TAMC HUC 23H07; HSRRB Log A-14474

	16666
	Treatment of Viral Hemorrhagic Fever (Crimean-Congo Hemorrhagic Fever or Lassa Fever) with Intravenous Ribavirin in DoD (DOD) Associated Medical Treatment Facilities:  A Phase II Study, BAMC HUC C.2009.140

	14150
	DoD Protocol for the use of Sodium Stibogluconate (Pentostam®) as a Treatment for Leishmaniasis, WRAMC HUC WU#04-19011; HSRRB Log No. A-12631

	Figure 4.1
	



5-2.1. SPECIALIZED MEDCOM RESPONSE CAPABILITIES INVESTIGATIONAL NEW DRUG/SMALLPOX SPECIALIZED TREATMENT
a. Introduction. In 2009, FHP-IND Branch focused on improving the capabilities of the SMRC-IND/SST team through upgraded health care equipment and training exercises.  FHP-IND Branch purchased the required computers, software, support and ancillary equipment from MC4 Program Management Office (PMO).  This initiative leverages current communications technology to initiate FDA IND electronic record tracking in the field.  The SMRC-IND/SST team members attended two days of specialized training on the MC4 systems.  
The SMRC-IND/SST team held a Field Training Exercise (FTX) on Fort Detrick, 15 April 2009, involving the Fort Detrick Fire Department, the 3rd Pennsylvania Civil Support Team (PA-CST), the USAMRIID Aeromedical Isolation Team (AIT), and the quarantine station at USAMRIID.  During this exercise scenario, the SMRC-IND/SST team, dressed in Bio Safety Level 4 suits, received a patient infected with simulated smallpox virus.  The Human Subject Research Review Board (HSRRB) was notified, simulated treatment “drugs” received from USAMRIID, the patient “treated” under IND protocol, then released to the USAMRIID AIT.  This exercise was instrumental in testing and improving several aspects of the SMRC-IND/SST capabilities, including deployment capabilities of the team, communications with garrison, protocol site approvals, and the logistics of shipping contingency drugs. 

5-2.2. EDUCATIONAL TRAINING AND REGULATORY AFFAIRS ACTIVITIES
a. Introduction. Annual protocol specific training, drug accountability and on-site monitoring of records is vital to maintaining medical staff proficiency and meeting regulatory requirements at all sites with IND treatment protocols. Brian Allgood Army Community Hospital (BAACH) in the Republic of Korea and Landstuhl Regional Medical Center (LRMC), Germany, serve as the main OCONUS sites that conduct these IND protocols.  The FHP-IND team traveled to both sites to provide training and oversight of contingency and endemic protocols.  The training brought together the infectious diseases SMSs, Regulatory Affairs specialists, and pharmaceutical and logistical experts to provide a realistic view of how to initiate FDA IND protocols.























CHAPTER SIX
MEDICAL SUPPORT SYSTEMS

SECTION I. MEDICAL SUPPORT SYSTEMS
6-1. PROGRAM MANAGEMENT - MEDICAL SUPPORT SYSTEMS
a. General. Chief. Dr. Edward T. Clayson was Chief until his departure 25 September 2009 at which time Ms. Teri E. Glass assumed the position of Chief. 

b. Staff. Nine personnel. Five civilians, one Intergovernmental Personnel Act (IPA) and three contractors.

c. Introduction. Medical Support Systems (MSS), formerly the Applied Medical Systems Project Management Division, is a multidisciplinary team with broad mission capabilities for the advanced development of medical products used to sustain and support the Warfighter.  The team consists of product managers and model makers, who have expertise in project management, engineering, fabrication, and technical testing.  The product managers analyze functional requirements, conduct market investigations, and develop and execute technical and program strategies and plan for all acquisition program phases from pre-Milestone A through Full-Rate Production. 

6-2. PROJECT MANAGER - NON MEDICAL SYSTEMS
a. General. Product managers direct program resources and defend program content and structure during science and acquisition forums. 
 
b. Focus. MSS is involved in the early development of products that are within the technology base, resulting in streamlined development efforts by combining Milestones and transitioning medical products rapidly to the logistician for procurement and fielding.  As a result of this emphasis, product managers are busy with many products, developing and executing broad acquisition strategies or monitoring technology base research efforts.  

c. RESEARCH AND DEVELOPMENT. Major research and development projects. 
(1). Ground Combat Vehicle (GCV) Treatment Table is a lightweight and mobile treatment table.  It offers the following options: trendelenburg capability (both ends), fluid containment - absorbent and disposable pad provides up to three liters of fluid containment, end loading via high density polyethylene (HDPE) runners, collapsible to 9.5 inches and infinite height adjustment within range of operation.    
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a. Purpose. A market investigation found no commercial product available to meet the requirements of the Future Combat System (FCS) project; therefore, a developmental effort proceeded. The FCS Treatment Table was specifically designed to meet the requirements of the FCS Medical Vehicle-Treatment. 

b. Progress. To date, design and fabrication of a workable prototype table has occurred with testing to begin 2010.

c. Budget. RDT+E FY09: $30k.

d. Personnel Assigned. Three personnel. 

e. Major Challenges. Meeting functionality and weight constraints were the major challenges.

f. Milestones Achieved. Design, fabrication and technical data package (TDP) development of a prototype treatment table that meets all the design constraints and requirements. 
(2). GCV Refrigerator is a lightweight device for carrying 10 units of blood replacement products for far-forward combat.  It offers small footprint, lightweight, battery powered, and can run for 72 hours.    
a. Purpose. The market investigation didn’t find any commercial product that met the requirements of the GCV program; therefore, a developmental effort proceeded.  The GCV refrigerator was specifically designed to meet the requirements of the GCV Medical Vehicle-Treatment. 

b. Progress. A request for proposal (RFP) will be submitted for down-select of companies that can build a prototype. This will probably result in a spin-out from the FCS program.

c. Budget. RDT+E: $55k.

d. Personnel Assigned. One Product Manager.

e. Major Challenges. Functionality and weight constraints were the major challenges.

f. Milestones Achieved. This was a program of record under the FCS program until that program was canceled.  Early design work was accomplished in FY09.  This will be continued in FY10 with the focus to build a prototype.

(3). The Future Medical Shelter System (FMSS) is a multi-faceted program which leverages Congressional funding to explore advanced rigid and soft-walled shelters for forward deployed healthcare providers.  The objectives of the FMSS program are: (1) to develop a self-contained emergency response package for use by Forward Surgical Teams (FST); and (2) to develop a replacement for the Deployable Medical System (DEPMEDS) operating room shelter, which has reduced weight and enhanced transportability and deployability.  These efforts consist of a chemically/biologically hardened International Standards Organization (ISO) shelter with quick erect/strike times, and provide 1,200 square feet of soft tentage as patient care wards.  Three commercial firms have development efforts.
Mobile Medical International Corporation (MMIC) developed a 2nd generation prototype, and it was user tested at Camp Bullis, Fort Sam Houston, TX, by the U.S. Army Medical Department Board (AMEDDBD) in the fall of 2006.  Mil-Spec testing has started at Aberdeen Proving Ground, and shelter refinement based on user feedback produced new prototypes in late FY07.  Due to Aberdeen Test Center (ATC) schedule delays, additional Mil-Spec testing carried over into FY09.  Currently, the EADS Dornier Operating Room (OR) and MMIC OR shelters have completed ATC and Eglin testing.  USAMRMC is preparing to issue an RFP for procurement of new shelters in FY10.
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a. Purpose. To replace aging DEPMEDS system with new shelters. 

b. Progress. To date, an RFP is in the works for FY10

c. Reported Issues: Has been through Decision Gate review every year. Congressional reports filed every year.

d. Budget. OPA FY09: $5.6M.

e. Personnel Assigned. One Product Manager.

f. Major Challenges. Functionality and weight constraints were the major challenges.

g. Milestones Achieved. Testing completed in FY09 in preparation for down-select in FY10.

(4). Transition to Force Provider. The AMEDD is working to transition all shelter requirements to Force Provider under Force Sustainment.  This involves working with G3/G5/G7, Combined Arms Support Command (CASCOM), and PM Force Sustainment.  The current path is to transition all soft-walled shelters to PM FSS by FY14, if successful.
a. Purpose. The intent is to place this non-Medical Support item back under PM FSS.  Shelters currently being used by PM FSS were developed by the AMEDD under the FMSS program.  Now the AMEDD would like to use these shelters and be compatible with big Army to reduce total costs overall. 

b. Progress. Assisted in the submission and work for the Force Provider Concept Production Document (CPD).  AMEDD funded 7–84 bed field Combat Support Hospitals (CSH) (soft-walled components only) initially under this effort.

c. Reported Issues: Decision Gate briefs.

d. Budget. OPA FY10: $10.5M.

e. Personnel Assigned. Two personnel. 

f. Major Challenges. Getting approval and concurrence across the different Department of the Army offices is the biggest challenge.  If unsuccessful, AMEDD will continue to Program Objective Memorandum (POM) for shelters to keep current CSHs aligned to requirements.

g. Milestones Achieved. CPD forwarded by CASCOM for staffing at the Army Capabilities Integration Center (ARCIC). OPA funds of $10.5M provided as the AMEDD foot in the door to meet current CSH requirements.
(5). Mine Resistant and Ambush Protected (MRAP) Medical Evacuation (MEDEVAC)/Casualty Evacuation (CASEVAC).  Working with the MRAP Joint Program Office (JPO) offices, USAMRMC assisted in the design of a CAT II ambulance and a CAT I ambulance for current theater of operations.  These vehicles are primarily fielded and used by ground Forces in OIF and OEF.   USAMMDA helped to design, fabricate, and field casualty evacuation kits for most MRAP vehicles that are also being fielded to theater.  USAMMDA is working with acquisition program managers (APM) for the RG-31 and CAIMAN vehicles to prepare smart books for use of the CASEVAC kits.  This coordination is occurring with DTS Fort Sam Houston, TX.  We are also working with the BAE and NAVISTAR PMs to resolve issues with the CAT I/CAT II ambulances.  Have worked on new requirements for a MRAP – All Terrain Vehicle (M-ATV) CASEVAC kit.  The kit is undergoing limited user evaluation (LUE) for acceptance.  USAMMDA is working with PM CAIMAN on a four litter MRAP ambulance.  This is an Army-wide initiative to start in FY10.
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a. Purpose. Continue to support PM MRAP on all initiatives for ground CASEVAC/MEDEVAC requirements.

b. Progress. New M-ATV CASEVAC kit, and early work on CAIMAN four litter ambulance.

c. Reported Issues: Design reviews and briefings. 

d. Budget. RDT+E: $20k.

e. Personnel Assigned. Two personnel. 

f. Major Challenges. Emerging requirements from theater.

g. Milestones Achieved. New prototype kit for M-ATV vehicle. 

(6). Replacement of the M113 Medical Ambulance/M577 Treatment Variants in the Heavy Brigade Combat Teams (HBCT). Currently working with the USAMEDDC&S, PM HBCT, and OTSG to determine a replacement ambulance for the aging M113/M577 ambulance.  The FCS program is not projected for future execution, and the GCV program is First Unit Equipped (FUE) for FY17. Since the M113 program has been terminated, an interim armored ambulance and treatment variant is needed.  The lead candidate for this is the Bradley Armored Medical Evacuation Vehicle (AMEV).  Depending on resources and a forward path to be determined by the Deputy Chief of Staff G8, we may see the AMEV come back to life.  USAMRMC has worked with PM Bradley and BAE to make changes to the existing AMEV for potential Low Rate Initial Production (LRIP) decisions in the near future.
ARCIC is now supporting this initiative as the way ahead.
a. Purpose. Continue to support PM HBCT to find a solution.

b. Progress. Changes made to AMEV/AMTV.

c. Reported Issues. Design reviews and briefings

d. Budget. RDT+E - $20k in TDY. 

e. Personnel Assigned. Two personnel. 

f. Major Challenges. Resourcing from G8 and a decision on course of action to be determined.

g. Milestones Achieved. New prototype vehicle produced for evacuation. Treatment variant is underway for FY10.


(7). Coordination of aeromedical evacuation (AEROMEDEVAC) needs and changes required on Blackhawks in OEF/OIF. The USAMRMC has been working with the APM MEDEVAC to determine how to address requirements for AEROMEDEVAC in the areas of oxygen generation, medical mission support system, improved medical interior, improved sensors, improved ECU, and support issues.  These are medically relevant without current G8 support.  A meeting with The Surgeon General initiated the start of a program office at USAMRMC to provide true PM oversight for the legacy aircraft fleet which, up until now, has not had any dedicated direct funding.  A new program element (PE) will be initiated starting in FY12 to push these requirements forward.
a. Purpose. Continue to support PM MEDEVAC on legacy aircraft with newly established PM office.

b. Progress. Funding with unobligated FY09 funds assisted in the push forward of these programs during 2009.  A PM office has now been initiated here at USAMRMC.

c. Reported Issues.  Briefings to The Surgeon General.

d. Budget. RDT+E FY09 funds: $1.63M.

e. Personnel Assigned. Two personnel. 

f. Major Challenges. Resourcing from G8 and a decision on course of action TBD for life cycle cost estimate (LCCE) on total program.

g. Milestones Achieved. Final testing on oxygen generation, medical mission support system.  Establishment of a Program Office at USAMRMC.



(8). Coordination of new soft-walled and hard-walled shelter concepts with Shelter Technology, Engineering & Fabrication, U.S. Army Natick Soldier Research, Development & Engineering Center (RDEC), Army Medical Command (AMC) and Force Provider.  New efforts on composite shelters, ISO auto-leveling systems, new light emitting device (LED) lights, insulation for soft-walled shelters, collective protection (COLPRO) liner kits for Force Provider, Personal Hygiene Shelter (PHS) and HEPA/Humidity control for the AMEDD Combat Support Hospitals.
a. Purpose. Continue to support new developments in shelter technology that will lower our life cycle costs and support our requirements to CSHs.

b. Progress. Funded early projects as outlined above.

c. Reported Issues.  Briefings and decision gate reviews.

d. Budget. RDT+E FY09 funds: $.75M.

e. Personnel Assigned. Two personnel. 

f. Major Challenges. Programming OPA/OMA for future purchases.

g. Milestones Achieved. Prototype systems ready for evaluation.






(9). Continued Logistical Support Areas on Management of Medical Equipment Sets and Unit Assemblages (UA). Coordinated efforts to integrate Government Furnished Equipment (GFE) items and supplies into the Medical Equipment Sets for the MRAP vehicle ground ambulances.  Provided routine oversight and direction to the contract logistics support partner to accomplish all tasks as required by the government.
Directly managed all sustainment actions for select Medical Unit Assemblages including conducting market research for commercial off-the-shelf component items, updating catalog data/information in automated records, participating in formal review processes with appropriate SMEs from various disciplines, and providing interface with military and commercial customers to address issues associated with availability and suitability of sets and/or individual components.
Interfaced and collaborated directly with other organizations such as the US Army Medical Materiel Agency (USAMMA) on matters and projects related to fielding of medical materiel and/or assemblages, procurement of patient care equipment items, medical shelter systems, and forecasting future requirements for budget submissions.
Coordinated efforts with military depots to receive, inventory, store, repack and transport medical shelter systems to designated Army units both in CONUS and OCONUS;  This program was resourced primarily through CSI funding. USAMMDA have been testing several developmental items, such as litters for potential use in Medical Equipment Sets (MES) sets provided by the USAMRMC.  These efforts are ongoing. 
a. Purpose. Continued support on an annual basis for sets and UA in our area of responsibility.

b. Reported Issues.  Briefings and budget reviews to Milestone Decision Authority (MDA).

c. Budget. RDT+E FY09 funds: $200k; OPA Buy for MRAP Sets: 716 sets at $3.078M. 

d. Personnel Assigned. Two personnel. 

e. Major Challenges. More personnel are needed and OPM is working on actions, but it is taking too long to get additional people.

f. Milestones Achieved. Sets and UAs have been fielded as needed in projections from the Department of the Army.

(10). Response to Request for Information (RFIs) via the AMEDD Science and Technology Assistance Team from OIF and OEF. Assisted the AMEDD Science and Technology Assistance Team in responding to multiple RFIs coming from theater.  These included ergonomic gunners pads for MRAP vehicles, treatment table straps, spine board straps, NSN coordination on needed items, MRAP vehicle issues, CAT tourniquet issues, support of the 772nd FST in the areas of shelters and portable frig-freezers for blood products, M1151 CASEVAC kit coordination, feedback on MRAP ambulances, and oxygen concentrator.
a. Purpose. Continued support on an annual basis for RFIs in our area of responsibility.

b. Reported Issues. Briefings status updates to AMEDD Science and Technology Assistance Team. 

c. Budget. RDT+E FY09 funds: $50k.

d. Personnel Assigned. Two personnel. 

e. Major Challenges. Funding un-programmed capability gap issues.

f. Milestones Achieved. Fielded various devices in response to RFIs for evaluation in theater. Example: 350 M1151 CASEVAC kits have been fielded for use by both theaters.
6-3. MEDICAL PROTOTYPE DEVELOPMENT LABORATORY
a. General. Chief. Mr. Mark W. Brown

b. Staff. Three personnel. 

c. Introduction. The Medical Prototype Development Laboratory (MPDL) is a small team of engineering technicians with a vast array of design and fabrication skills.  This integrated team works together to design, develop drawing packages, and rapidly prototype far forward medical equipment in support of the USAMRMC.  The MPDL is capable of rapidly prototyping medical devices in a wide range of scales and variety of materials.  These capabilities are also used to harden COTS components, equipment and products for use in a field environment.

d. Military Relevance. In an effort to provide U.S. Forces with innovative, useful and relevant field medical equipment, the MPDL collaborates with various organizations within the medical community.  This unique USAMRMC resource is instrumental in providing prototype design, fabrication; evaluation/testing; and fixes for products, components and/or systems.  Key principals that drive product design are: all products must be functional, simple to operate, compact, lightweight, easy to assemble - no tools, interchangeability, and packaged in a low volume cube.  This pride we take in innovative design and quality workmanship has produced numerous products and several U.S. patents.

e. Research and Development. 

(1). The Penetrating Brain Injury (PBI) Lab System is a laboratory devise that is capable of simulating a penetrating brain injury.  This collaborative effort between WRAIR and USAMMDA leverages the strengths of both organizations.  
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Picture 1: PBI Lab System being developed.
a. Purpose. To more fully understand the kinetics and implications of this type of injury and to develop treatment plans that minimize injury and deaths related to penetrating brain injuries.

b. Progress. To date, the project of fabricating/assembling three units is 70% complete.

c. Budget. Funding of $100k has been dedicated for the fabrication/assembly of the three prototype devices.
d. Personnel. One to three personnel were assigned depending on specialty/requirements.

e. Milestones achieved. All commercial components procured.

(2). The GCV Treatment Table is a light weight and mobile treatment table.  It offers the following options: trendelenburg capability (both ends), fluid containment - absorbent and disposable pad provides up to three liters of fluid containment, end loading via high density polyethylene (HDPE) runners, collapsible to 9.5 inches and infinite height adjustment within range of operation.    
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Picture 2: GCV Treatment Table Prototype
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Picture 3: GCV Treatment Table Collapsed to 9.5"
a. Purpose. Market investigation offered no commercial product that met the requirements of the GCV program.  Likewise a developmental effort proceeded. The GCV Treatment Table was specifically designed to meet the requirements of the GCV Medical Vehicle-Treatment. 

b. Progress. To date design and fabrication of a workable prototype table has occurred with testing to begin 2010.

c. Budget. RDT+E FY09: $30k.

d. Personnel assigned. Three personnel.

e. Major challenges. Functionality and weight constraints were the major challenges.

f. Milestones achieved. Design, fabrication and TDP development of a prototype treatment table that meets all the design constraints and requirements.










CHAPTER SEVEN
PHARMACEUTICAL SYSTEMS

SECTION I. PHARMACEUTICAL SYSTEMS
6-1. PROJECT MANAGEMENT - PHARMACEUTICAL SYSTEMS
a. General. Chief. Dr. Lawrence K. Lightner. 

b. Staff. 23 personnel. 5 civilians, 8 military and 10 contractors.

c. Introduction. Pharmaceutical Systems centrally manages the development and acquisition of pharmaceutical and biological products (drugs, vaccines, diagnostics, blood and other combat casualty care products).  These products are fielded as preventive, protective and therapeutic modalities for use against infectious diseases and for combat casualty care. Product Managers leverage domestic and foreign medical technology to remedy deficiencies identified by the Combat Developer and monitor military, industrial, and university research projects for potential solutions to identified problems.

d. Military Relevance. The U.S. Military Forces must be prepared to serve anywhere in the world against any threat.  This could results not only in conventional injuries sustained during combat operations, but also from exposure to endemic diseases not commonly found in the United States.  The development of products against these threats will help save lives, sustain the fighting Force and enhance return to duty.

e. Research and Development. 

(1). Adenovirus Vaccine, Types 4 and 7. The Adenovirus vaccine has been used exclusively by the military to prevent Adenovirus-related acute respiratory disease (ARD) in soldiers living in barrack-type environments during basic training.  The vaccine is an orally administered, enteric-coated tablet containing live adenovirus serotypes 4 or 7.  Prior to the use of adenovirus vaccines, adenovirus types 4 and 7 accounted for 60 percent of all ARD in military recruits who were hospitalized.  Adenoviruses are associated with pharyngitis, conjunctivitis, atypical pneumonia, and rhinitis.  The development effort for the Adenovirus Vaccine is being conducted primarily under a contract to Barr Laboratories, Inc (now a subsidiary of Teva Pharmaceuticals USA).  Based on the clinical data obtained in an extensive Phase 3 trial conducted by military physicians at Fort Jackson, SC, and Great Lakes Naval Station in Evanston, IL, Barr submitted a new Biologics License Application (BLA) with the U.S. FDA for licensing of the vaccine. 
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Picture 4: Adenovirus Vaccine
a. Progress. The BLA is currently under review at the FDA.  In order to ensure immediate availability of the vaccine to military on licensure, negotiations were initiated and are ongoing with Barr for a LRIP contract.
(2). Dengue Tetravalent Vaccine (DTV).
a. Purpose.  DTV is a live virus vaccine for prevention of all four serotypes of the dengue fever virus.

b. Progress. During this past year, a new collaboration was initiated, and formalized in a CRADA, between USAMRMC and Sanofi Pasteur, the leading dengue vaccine industry developer.  Under the terms of the agreement, USAMRMC will collaborate on pivotal clinical trials of the Sanofi dengue vaccine through the WRAIR OCONUS laboratory in Thailand, the Armed Forces Research Institute of Medical Sciences (AFRIMS).  
Studies are in preparation at a site in Thailand and also at a site in the Philippines.  Additionally, USAMRMC has agreed to conduct specific trials in adult populations to accelerate a travelers (Military) indication for this vaccine.  Sanofi has already broken ground for a production facility to produce the new vaccine. 
(3). Human Immunodeficiency Virus (HIV) Vaccine. The U.S. Military has focused its HIV vaccine efforts on the development of vaccines which would be protective against viral strains found outside the United States, where forces may be deployed.  The HIV vaccine currently in advanced development focuses on the strains prevalent in Southeast Asia.  The strategy combines two vaccines: a priming inoculation that is designed to stimulate the cellular immune system, and a boosting inoculation that is designed to stimulate the humoral immune system.  The former is ALVAC-HIV (vCP1521) (produced by Sanofi Pasteur), an attenuated canarypox virus which carries HIV genes; the latter vaccine is AIDSVAX® B/E gp120, bivalent synthetic glycoproteins from the surfaces of the two types of HIV found in Thailand (originally produced by VaxGen).  
Progress. An extensive Phase 3 trial, comprised of 16,000 volunteers, led by a Principal Investigator and several hundred staff from the Ministry of Public Health of Thailand, along with Mahidol University (Bangkok) and the Royal Thai Army was recently completed in Thailand with this vaccine combination.  This was the first HIV vaccine trial in which any efficacy was demonstrated.  While the efficacy was low (~31%), it was considered a landmark trial and will significantly affect HIV vaccine trial design.  Sharing sponsorship of this trial with the Army is the National Institute of Allergy and Infectious Diseases (NIAID), which contributed a large portion of the funding for the trial.  Other collaborators include the WRAIR, AFRIMS, Sanofi Pasteur, Global Solutions for Infectious Diseases, the Jackson Foundation, EMMES and Quintiles.

(4). Topical Antileishmanial Drug, Paromomycin/Gentamicin. Soldiers who contract cutaneous leishmaniasis (CL) are currently evacuated out of theater for treatment.  The present standard of care requires 10-20 daily intravenous injections of Pentostam®, an investigational drug based on the metal antimony which is associated with serious side-effects and toxicity that include vomiting, diarrhea, pancreatitis, elevated liver enzymes and, at higher doses, pulmonary edema.  As an investigational drug, it is U.S. FDA approved for use only under an IND exemption protocol and must be administered under strict medical surveillance.  
The Topical Antileishmanial drug Paromomycin (Topical Paromomycin) is a cream made from two aminoglycoside antibiotics, paromomycin (15%) and gentamicin (0.5%) formulated in an aquaphilic base.  Topical Paromomycin is being developed to replace Pentostam® as the first-line therapeutic for the treatment of CL. 
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Picture 5: Tube of Topical Paromomycin
a. Purpose. Topical paromomycin provides an effective treatment option to care-givers to sustain Soldier and unit performance by:

(1). Allowing far-forward self-administration of the drug to minimize lost duty days or duty hours with a simplified treatment regimen (versus intravenous dosing Pentostam®). 

(2). Minimizing the administrative burdens to medical personnel. 

(3). Minimizing or eliminating regulatory costs associated with Pentostam®. 

(4). Helping to mitigate the psychological impacts from the potentially disfiguring disease.
 
b. Progress. The Topical Antileishmanial drug is undergoing its first Phase 3 pivotal trial against Old World Leishmania in Tunisia in a collaborative effort with the tuisian Institut Pasteur.  Preliminary results indicate that the drug is highly effective   (> 90%) against Old World CL. 
Clinical trials have also been initiated in Panama and Peru to determine a suitable field site for a pivotal trial against New World CL.  
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Picture 6: Clinical studies for Topical Paromomycin
Under a unique agreement reached in 2009 between the U.S. DoD and the French Defense Department, a clinical study is in planning for the French Jungle Training Center in French Guiana.  Drug substance for all of these clinical trials is being produced under a contract awarded to Teva Pharmaceuticals (USA) for scale-up development and manufacture of the drug product.  Negotiations are underway with Teva for future licensing and distribution of the Topical.

(5). Antileishmanial Drug, Pentostam®.  As described in (4) topical paromomycin, U.S. Servicemembers who contract CL are currently evacuated to CONUS for treatment with intravenous Pentostam®.  While this is a less than optimal treatment based on the toxicity of the drug and intensity of the treatment, Pentostam® is still the most effective drug for complicated CL and likely will continue to be even after fielding of the topical treatment.  However, since it must be administered under an IND and treatment requires informed consent and strict medical surveillance, the drug has limited utility.  Nevertheless, U.S. Servicemembers have been treated in this manner since the late 1970s and a large database of clinical information has been complied.  GlaxoSmithKline (GSK), manufacturer of Pentostam®, has approached the USAMRMC about the possibility of using this data to support a license application for Pentostam® with the U.S. FDA.  GSK is currently reviewing the data under a non-disclosure agreement to determine its suitability for a New Drug Application (NDA).  Licensed Pentostam® could be used in theater, obviating the necessity for evacuation, and would continue to be used to treat complicated and resistant CL not treatable by the topically applied antileishmanial drug. 

(6). Antimalarial Drug, Intravenous Artesunate.  Artemisinin, the naturally-isolated parent drug of artesunate, is extracted from ‘qing hao’ or sweet wormwood (Artemisia annua L.). It has been part of traditional Chinese herbal medicine for centuries.  It was rediscovered and isolated as the active antimalarial agent in Artemisia annua L. in 1972 by Chinese scientists, and later independently by scientists at WRAIR seeking new treatments for malaria.  Several million malarial patients have been treated with artesunate produced in China and it has been found to be highly effective in parasite clearance and fever reduction when given by the oral, intramuscular, or intravenous route.  Almost every publication has referred to it as being a safe, effective, and predictable drug for the treatment of severe and complicated malaria.  A landmark study in Southeast Asia published in 2005 found that intravenous artesunate has a 35% all cause mortality benefit over quinine for the treatment of severe malaria, proving it more effective and superior to quinine, the over 300 year old gold standard for the treatment of malaria.
Quinidine is currently the only U.S. FDA approved drug for the treatment of severe malaria, but it is not an ideal drug. Quinidine is associated with sudden cardiac death, principally via cardiac arrhythmias, and, because of its short half-life, must be administered 2-3 times a day and best done in an intensive care setting.  Most significantly, quinidine is no longer the drug of choice in treating certain electrocardiac disturbances and may soon cease to be available in the United States.  Intravenous artesunate has been shown to be exceedingly safe in clinical trials performed in the United States by WRAIR and the Uniformed Services University of the Health Sciences and offers both efficacy and safety for the treatment of this devastating disease.
[image: ][image: ]
Picture 7: Intravenous Artesunate
Progress. In 2009, the USAMRMC entered into an agreement with Sigma Tau Industrie Farmaceutiche Riunite (S.p.A. Rome) for the licensing and manufacture of intravenous artesunate.  Under the terms of the agreement, USAMRMC will provide the clinical and other regulatory data required to support Sigma Tau’s license application to the U.S. FDA and Sigma Tau will manufacture and distribute the licensed product.  Independently, a new lot of the drug is being produced to be available to the U.S. Military and Centers for Disease Control under a compassionate use IND in U.S. cases of complicated and severe malaria until a licensed product becomes available.

[bookmark: OLE_LINK1][bookmark: OLE_LINK2](7). Drug for Malaria Prophylaxis. Currently, there are no vaccines to prevent malaria.  Preventive medicine measures (PMM), such as vector control, repellents, malaria chemoprophylaxis, and the use of permethrin-treated uniforms and bednets, reduce the risk of malaria infection.  There are essentially four drugs approved by the U.S. FDA for chemoprophylaxis of P. falciparum malaria:  mefloquine, doxycycline, chloroquine, and atovaquone/proguanil (Malarone).  Unfortunately, these drugs have limitations and are not always well-accepted by users.  Chloroquine is markedly restricted because of widespread drug resistance of the parasite.  Mefloquine is poorly tolerated by some individuals and has been associated with side effects that reduce compliance by some Servicemembers.  Doxycycline has a number of side effects and must be taken daily for effectiveness. Currently, atovaquone/proguanil (Malarone) is prohibitively expensive for widespread use in large numbers of deployed personnel, as it also requires daily dosing, which is very difficult to enforce in deployed units.  The first three drugs must be taken for 30 days after leaving the malarious area and atovaquone/proguanil for seven days, because they have limited or no effect on developing liver stages.  Lack of compliance with a 30-day regimen, after leaving the areas at risk, is reflected by the fact that 80% of recent malaria cases are due to P. vivax where post-exposure treatment to prevent relapsing malaria.  None of these drugs can prevent relapsing malaria from P. vivax or P. ovale.  Several alternatives to these drugs are being examined in the development process.
Tafenoquine (WR238605) is an 8-aminoquinoline that has demonstrated antimalarial potential in both pre-clinical and clinical studies. Several clinical studies have indicated that Tafenoquine is very effective in preventing malaria in endemic areas.
Additionally, Tafenoquine was demonstrated to be efficacious in the radical cure for treatment of P. vivax malaria with a shorter treatment time than the current radical cure drug, Primaquine.  However, a significant drawback of Tafenoquine is that it cannot be used by individuals with a Glucose-6-Phosphate Dehydrogenase deficiency (an X-linked recessive hereditary disease characterized by abnormally low levels of glucose-6-phosphate dehydrogenase (abbreviated G6PD or G6PDH)).  While this is not a significant issue with the DoD because all personnel are tested and identified if they are G6PD deficient, it became a major concern of the USAMRMC industry partner in the Tafenoquine development effort, GSK.  Therefore, GSK is currently conducting a G6PD safety study to determine if a safe dose of Tafenoquine can be calculated for use in the radical cure indication.  Until this issue is resolved, GSK has put prophylactic use of Tafenoquine on hold, however site preparation for future prophylactic studies is continuing with USAMRMC resources.
As a possible alternative for Tafenoquine, at least in the short term, a study was initiated in 2009 to test weekly dosing of Malarone for prophylaxis.  Results of this controlled challenge study will be available in early 2010.  If the results are promising, the producer of Malarone (again GSK) will be approached about development of a plan for an amended New Drug Application for the product for weekly use. 
Other potential malaria prophylactics, including a drug currently under development by Sigma Tau, are also being investigated.

(8). Leishmania Rapid Diagnostic Device (LRDD).  CL, in its various forms, constitutes a serious infectious disease threat to the U.S. Forces, including operations other than war, in all tropical and sub-tropical regions of the world.  
a. Purpose.  The LRDD will be an FDA-cleared field deployable, handheld, disposable point-of-care test to rapidly detect the presence of leishmania parasites found in samples of lesions from patients displaying symptoms of CL.  The LRDD will not require the use of additional equipment to analyze appropriate clinical specimens and will facilitate the early diagnosis of CL infection and prompt medical intervention. 

InBios, a small company on the west coast, has been developing the LRDD under a Small Business Innovative Research (SBIR) contract with the USAMRMC.  This company has previously successfully developed and marketed a diagnostic for Visceral Leishmaniasis. 

b. Progress.  Under the current contract with USAMRMC, the InBios LRDD will be tested in a Proof-of-Concept study in Tunisia.  This study, which will be conducted during 2010, will determine the best manner to acquire samples for testing and determine if the test works under field conditions in a CL endemic area.     

(9). Red Blood Cells, Extended Life (RBCXL). Red blood cells (RBC) are one of four major components (salt solution, plasma, red blood cells, and platelets) necessary for successful treatment of combat casualties who have experienced massive hemorrhage on the battlefield.
a. Purpose.  RBCXL is a new additive solution and blood collection system that extends the life of stored, packed red blood cells from six weeks to eight weeks and will enhance battlefield supply and management of RBCs.  The key to the new process is a new additive solution and a new bag system for collection and storage.  The system also includes a leukofiltration (white blood cell filter) device that removes > 99.9 percent of white blood cells from collected blood.  The new additive solution has been developed by the University of Cincinnati and the Army during the past 20 years.  The bag, filter and collection system have been developed by Hemerus Medical, LLC, St. Paul, MN. 

b. Progress.  During 2009, USAMRMC and Hemerus focused efforts on completion of pre-clinical work and finalization of collection system design and production issues in anticipation of initiating a pivotal trial of the product in 2010.

(10). Freeze-Dried Plasma (FDP). Approximately 50% of battlefield deaths are attributable to hemorrhage. Up to 35% (35 to 70 in OIF of hemorrhagic deaths may be preventable with improved management of hemorrhage at all points, from point of wounding to combat support hospital.  Plasma is one of four major components (salt solution, plasma, red blood cells, and platelets) necessary for successful treatment of combat casualties who have experienced massive hemorrhage on the battlefield. 
Human plasma (usually fresh frozen plasma) that has had the water removed, generally by freeze drying, is commonly called freeze dried plasma (FDP), or lyophilized human plasma.  FDP is a new formulation of plasma that enhances logistical support for treatment of combat casualties by reducing refrigeration requirements typically needed for fresh frozen plasma (FFP) and by reducing breakage and waste (up to 30 percent) that has typically been associated with FFP.  
a. Purpose.  By reducing waste, FDP will enhance availability of “universal” plasma that is the least common type of plasma that provides the greatest flexibility for treatment of casualties.  Additionally, FDP is deployable further forward at the Battalion Aid Station and the Forward Surgical Team because it does not require refrigeration.

The FDP product, currently under development, is a collaborative effort between the USAMRMC and HemCon Medical Technologies, Inc., a biotechnology company located in Portland, OR. 

b. Progress. Activities in 2009 centered on ruggedizing the packaging prototype and finalizing the product formulation.  This work culminated in the filing of an IND application with the U.S. FDA in October 2009.  Initiation of Phase 1 clinical safety studies is scheduled for early 2010.

(11). Cryopreserved Platelets (CPP).  Platelets are one of the four major components (salt solution, plasma, red blood cells, and platelets) necessary for successful treatment of combat casualties who have experienced massive hemorrhage on the battlefield.  Platelets have a very short shelf-life (seven days or less) once collected and are difficult to supply on the battlefield. 
Cryopreserved Platelets (CPP) are human platelets frozen at -80C in 6 percent dimethylsulfoxide (DMSO), a cellular protectant during freezing.  CPP was invented at the Naval Blood Research Laboratory, Boston, MA, from 1972 to 2001 with funding provided by the Office of Naval Research.  The USAMRMC is building on that work in an effort to develop CPP for battlefield use.
 (
Picture 
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)[image: ]Progress. During 2009, a stable manufacturing process for CPP was developed at the WRAIR and transferred to the Dartmouth-Hitchcock Medical Center, Lebanon, NH.  An IND was submitted and approved by the U.S. FDA and a Phase 1 clinical study of recovery and survival (kinetics) of CPP after re-infusion was initiated at Dartmouth.  A second Phase study will begin in early 2010.
APPENDIX A
PERSONNEL

Matrix support continues to be provided to other organizations through a Memorandum of Agreement between the USAMRMC and the parent organizations.  This includes seven civilians to the Chemical, Biological Medical Systems (CBMS) and one civilian and one officer to the Medical Communications for Combat Casualty Care (MC4), Enterprise Information Systems.

	MILITARY
	CIVILIANS
	CONTRACTORS

	14
	57
	56



Including the following:
	IPA - 3
	Duty with MeRITS - 13 Contractors

	Matrixed to MC4 - 1 Civilian
	                 - 1 Military

	Matrixed to CBMS - 7 Civilian
	                 - 1 Civilian


 











APPENDIX B
REGULATORY TRAINING
In order to meet the needs of the command, the regulatory trainer travelled to Korea, Germany, Congo and Peru in 2009 to provide required training.  Monthly training is provided at USAMMDA for any regulated activity in the Command. 

The regulated trainer continues to develop new innovative workshops for diverse groups requiring regulated training.  A one-week Good Clinical Practice (GCP) training was provided in Peru for the Navy site in Lima as well as for USAMMDA’s Peruvian partners who are conducting clinical research for USAMMDA.  

From 19 July 2009 through 08 August 2009, a GCP training was presented to partners in the Congo.  A French interpreter, workbooks and presentation slides were customized for the French audience.  Workshops were established to emphasize the value of proper documentation and the importance of standardizing all procedures so that everyone does everything the same way.

From 02 to 03 September, USAMMDA and USAMRIID QA presented a GLP program in Strough Auditorium for more than 100 people throughout USAMRMC.

The regulatory trainer and the FHP Branch conducted two interactive workshops to review the problems that could occur with the implementation of these studies, allowing the FHP staff to interact more with the people who could be implementing a contingency protocol and to better determine where the shortfalls might be.  The first training took place September 2009 in Germany, while the second was held in November 2009 in Korea.     

There is currently no command wide policy for frequency of GCP training.  USAMRIID has an SOP which requires annual GCP and specialized training created for the statistics group and lab support.  The specialized training covered only the parts of clinical research which were pertinent to their specialty. 

The regulatory trainer at USAMMDA presented at the Society of Clinical Research Associates (SoCRA) annual conference. She provided a 30 minute seminar as well as a poster on the interactive delivery of regulated training.  The seminar is expected to appear in the SoCRA journal in the future.  The regulatory trainer has been invited to present another 30 minute seminar in September 2010 at the next SoCRA annual conference.
Additional trainings provided by the Regulatory trainer in FY09:

	Date
	Training

	09 January 
	Presented FDA 101 course to 15 people at CBMS

	27 January 
	Presented GMP to 16 people from USAMMDA, CBMS and USAMRIID

	28 January 
	GCP to six people from USAMMDA and USAMRIID

	11 February 
	Presented GCP to six people from CBMS, USAMRIID and USAMMDA

	11-25 February
	Presented GCP to one investigator travelling to the Congo, training met an urgent need for USAMRIID

	23 March
	Presented a GCP refresher course for nine, conducted at USAMRIID for USAMRIID staff

	24 March
	Presented GMP to 21 people in two days at WRAIR for bioproduction staff

	25 March
	Presented GMP to 22 People at WRAIR for WRAIR staff

	08 April
	Presented GCP to two investigators from WRAIR for non-compliance issues

	14 April
	Presented GCP on site in New Hampshire for 11 from USAMMDA and clinical partners

	22 April
	Presented GCP refresher to three staff members from USAMRIID

	27 April
	Presented  GCP to 12 people from RIID and WRAIR

	28-30 April
	Presented poster on training at the National Cancer Institute (NCI) research festival

	03-09 May
	Peru training

	19 May
	Presented GCP to three Statisticians from USAMRIID

	18 June
	Presented GCP refresher to eight people from USAMRIID

	22 June
	Presented GCP to three USAMRIID staff members








APPENDIX C
ACRONYM DEFINITIONS

	ADTTP 
	Army Domestic Technology Transfer Package

	AEROMEDEVAC 
	Aeromedical Evacuation

	AFRIMS
	Armed Forces Research Institute of Medical Sciences

	AIT 
	Aeromedical Isolation Team

	AMC
	Army Medical Command

	AMEDD 
	Army Medical Department

	AMEDDBD
	U.S. Army Medical Department Board

	APM
	Acquisition Program Manager

	AR
	Army Regulation

	ARCIC
	Army Capabilities Integration Center

	ARD
	Acute Respiratory Disease

	ASD
	Administrative Services Division

	ATC
	Aberdeen Test Center

	BAACH
	Brian Allgood Army Community Hospital

	Biostats
	Biostatistics

	BLA
	Biologics License Application

	CASCOM
	Combined Arms Support Command

	CASEVAC
	Casualty Evacuation

	CBMS
	Chemical, Biological Medical Systems

	CBMS
	Central Budget Management System

	CBRNE
	Chemical Biological Radiological Nuclear Explosive

	CCC
	Combat Casualty Care

	cGCP
	current Good Clinical Practices

	cGLP
	current Good Laboratory Practices

	cGMP
	current Good Manufacturing Practices

	cGxP
	current Good x Practice

	CL
	[bookmark: OLE_LINK3][bookmark: OLE_LINK4]Cutaneous Leishmaniasis

	CO 
	Clinical Operations

	COLPRO
	Collective Protection

	CPD
	Concept Production Document

	CPP 
	Cryopreserved Platelets

	CRF
	Case Report Form

	CSH
	Combat Support Hospital

	CSI
	Congressional Special Interest

	DC
	Document Control

	DEPMEDS
	Deployable Medical Systems

	DHP
	Defense Health Program

	DMS 
	Document Management System

	DMSO
	Dimethylsulfoxide

	DoD
	Department of Defense

	DOIM
	Directorate of Information Management 

	DRAC
	Division of Regulated Activities and Compliance

	DTRA
	Defense Threat Reduction Agency

	DTV
	Dengue Tetravalent Vaccine

	eCTD
	electronic Common Technical Data Document

	EPA 
	Environmental Protection Agency

	FCS
	Future Combat Systems

	FDA
	Food and Drug Administration

	FDP
	Freeze-Dried Plasma

	FFP
	Fresh Frozen Plasma

	FHP
	Force Health Protection

	FHP-IND
	Force Health Protection - Investigational New Drug

	FMSS
	Future Medical Shelter Systems

	FST
	Forward Surgical Teams

	FTX
	Field Training Exercise

	FUE
	First Unit Equipped

	FY
	Fiscal Year

	GCV 
	Ground Combat Vehicle

	GFE
	Government Furnished Equipment

	GSK
	GlaxoSmithKline

	HBCT
	Heavy Brigade Combat Teams

	HDPE
	High Density Polyethylene

	HEPA
	High Efficiency Particulate Air

	HIV
	Human Immunodeficiency Virus

	HSRRB
	Human Subject Research Review Board

	ICH
	International Committee of Harmonization

	IM/IT
	Information Management and Information Technology

	IND 
	Investigational New Drug

	IPT
	Integrated Product Team

	ISO
	International Standards Organization

	JPO
	Joint Program Office

	LCCE
	Low Cycle Cost Estimates

	LED
	Light Emitting Device

	LRDD
	Leishmania Rapid Diagnostic Device

	LRIP
	Low Rate Initial Production

	LRMC
	Landstuhl Regional Medical Center

	LUE 
	Limited User Evaluation

	M-ATV
	Mine Resistant Ambush Protected - All Terrain Vehicle

	MEDDAC
	Medical Department Activity

	MEDEVAC
	Medical Evacuation

	MES
	Medical Equipment Sets

	MDA
	Milestone Decision Authority

	MMIC
	Mobile Medical International Corporation

	MPDL
	Medical Prototype Development Laboratory

	MSS
	Medical Support Systems

	NCI
	National Cancer Institute

	NGO
	Non-Government Organizations

	NIAID
	National Institute of Allergy and Infectious Diseases

	NMRC
	Navy Medical Research Center

	OEF
	Operation Enduring Freedom

	OIF 
	Operation Iraqi Freedom

	OMA
	Operation and Maintenance - Army

	OPA
	Other Procurement - Army

	OR 
	Operating Room

	ORTA 
	Office of Research and Technology Application

	OTSG
	Office of The Surgeon General

	PA-CST
	3rd Pennsylvania Civil Support Team

	PBI
	Penetrating Brain Injury

	PE 
	Program Element

	PHS
	Personal Hygiene Shelter

	PI
	Principal Investigator

	PM-MC4
	Program Management - Medical Communications for 
Combat Casualty Care

	PMO
	Program Management Office

	POM
	Program Objective Memorandum

	PTO
	Product Technical Operations

	QA
	Quality Assurance

	QCC 
	Quality Control/Compliance

	QO
	Quality Office

	RA 
	Regulatory Affairs  

	RAO
	Regulatory Affairs Office

	RBC
	Red Blood Cell 

	RBCXL
	Red Blood Cell, Extended Life

	RDEC
	Research Development & Engineering Center 

	RDECOM
	Army Research, Development and Engineering Command

	RDT&E
	Research Development Test & Evaluation

	RFI
	Request for Information

	RFP
	Request for Proposal

	S.p.A. Rome
	Sigma Tau Industrie Farmaceutiche Riunite

	SAS®
	Statistical Analysis Software

	SBIR
	Small Business Innovative Research

	SERF
	Sponsor's Electronic Regulatory Files

	SIP
	Special Immunizations Program

	SMART
	Special Medical Augmentation Response Team

	SME
	Subject Matter Expert

	SMRC/IND/SST
	Special MEDCOM Response Capabilities/
Investigational New Drug/Smallpox Specialized Team

	SoCRA
	Society of Clinical Research Associates

	SOP DC
	Standard Operating Procedure Document Control

	T2
	Technology Transfer

	TDP
	Technical Data Package

	UA 
	Unit Assemblages

	USAG
	U.S. Army Garrison

	USAMEDDC&S
	U.S. Army Medical Department Center & School

	USAMMA
	U.S. Army Medical Materiel Agency

	USAMMDA
	U.S. Army Medical Materiel Development Activity

	USAMRIID
	U.S. Army Medical Research Institute of Infectious Disease

	USAMRMC
	U.S. Army Medical Research and Materiel Command

	USTRANSCOM
	U.S. Transportation Command

	WRAIR
	Walter Reed Army Institute of Research
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