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U.S. Army Medical Materiel Development Activity
Mission
The mission of the U.S. Army Medical Materiel Development Activity (USAMMDA) is to develop and manage medical materiel to protect and sustain the warfighter on point for the nation.
	Background and Environment


USAMMDA is the Department of Defense’s (DoD’s) advanced medical materiel development activity for products designed to protect and preserve the lives of Servicemembers.  USAMMDA develops new drugs, vaccines, and medical devices that enhance readiness, ensures the provision of the highest quality medical care to the DoD, and maximizes survival of medical casualties on the battlefield.  As the designated Program Manager, Combat Medical Systems, USAMMDA develops and fields medical products for the U.S. armed forces in conjunction with the Army Medical Department (AMEDD) Center and School (the combat developer), U.S. Army Medical Materiel Agency (USAMMA) (the logistician), and other service input.  The USAMMDA product managers take promising new concepts and technologies developed in U.S. Army Medical Research and Materiel Command (USAMRMC) laboratories, guide them through the regulatory process to obtain U.S. Food and Drug Administration (FDA) certification, and develop plans for fielding medical materiel in conjunction with USAMMA.
USAMMDA has achieved an extraordinary level of success in the development and fielding of medical materiel to protect and sustain America’s fighting force.  This work includes equipment for the diagnosis, treatment, and evacuation of combat casualties and the development of prophylactic and therapeutic drugs and vaccines to protect and treat U.S. Warriors against infectious diseases or chemical/biological warfare threats.  In addition to leveraging proven civilian technologies into military applications, USAMMDA has been able to achieve its success through partnerships with industry, academia, and other government agencies; for example, the Salk Institute (Swiftwater, Pennsylvania), FDA, supporting USAMRMC laboratories, U.S. Navy, and others.
USAMMDA is organized around two major project management activities and three support divisions.  The Pharmaceutical Systems Project Management Division centrally manages the development and acquisition of drugs, vaccines, diagnostics, repellents, blood products, and resuscitative fluids, including leveraging USAMRMC laboratories with domestic and foreign pharmaceutical companies.  The Medical Support Systems Project Management Division supports the Warriors’ medical materiel needs by analyzing functional requirements, evaluating products, and developing technical and program strategies for product acquisitions.  The Division of Regulated Activities and Compliance provides complete regulatory support from research through advanced development and acquisition stages.  The Medical Affairs and Pharmacovigilance Division addresses and coordinates all safety issues for Office of The Surgeon General (OTSG)-sponsored studies.  The Administrative Services Division provides overall management, administrative, budgeting, and information technology support to ensure the smooth function of the operational divisions.
USAMMDA’s origins began in 1980 with the consolidation of advanced development activities into the Directorate of Development and Production Management within USAMRMC. USAMMDA was provisionally established as a USAMRMC activity in 1984 and fully approved by the OTSG in 1985.  USAMMDA’s scope of activity increased in 1992, due to Base Realignment and Closure, when the U.S. Army Biomedical Research and Development Laboratory (USABRDL) medical materiel development mission was incorporated into USAMMDA’s Medical Support Systems Project Management Division.  USAMMDA has been a subordinate activity under USAMRMC since its formation and not only supports USAMRMC but is, in fact, the single advanced development medical research, development, and acquisition organization within DoD and is responsible for meeting medical developmental requirements from both the Army and other military services.
	Key Themes and Messages 


USAMMDA provides the integrating functions needed to translate proven medical research concepts into approved medical products for Servicemembers.
USAMMDA provides support to complete regulatory testing, evaluation, and compliance requirements for medical products.
USAMMDA professionals work as a team with scientists at USAMRMC laboratories, commercial and other government partners, and with logistical acquisition managers at USAMMA and the AMEDD Center and School to bring promising medical materiel from concept to the battlefield.
	Questions and Answers 


Q1.  What process does USAMMDA employ to prioritize funding for advanced product development? 
A1.  USAMMDA developed and employs a Decision Gate model to apply proven business techniques to USAMRMC programs to conserve resources and speed medical products to all U.S. Forces.  This effort was designed to more effectively bridge the gap from research and development to advanced product development.  Decision Gate provides a structured process to evaluate the relative maturity of mission-oriented products in development.  The process provides a rational approach to prioritize the advancement of products through development stages.
Q2.  How does USAMMDA work with other USAMRMC activities?
A2. Products being developed by USAMRMC laboratories are evaluated by USAMMDA for advanced development.  Product managers at USAMMDA work with the laboratories to guide the advanced development.  Regulatory affairs scientists and specialists at USAMMDA provide regulatory guidance to the laboratories for product development and testing requirements needed for FDA approval.  Regulatory submissions are prepared by USAMMDA subject matter experts working with the laboratories and clinical studies are monitored at least three times for regulatory compliance.  USAMMDA also works with USAMMA and the AMEDD Center and School to acquire and field products.

Q3.  What vaccines and therapeutic drugs has USAMMDA supported through the development process to field use?
A3.  USAMMDA has provided the USAMRMC with project management and regulatory trials support to the development of vaccines, drugs, and diagnostics to identify and prevent diseases endemic to parts of the world where U.S. Servicemembers are deployed.  The Walter Reed Army Institute of Research (WRAIR) and Armed Forces Research Institute of Medical Sciences (AFRIMS) worked together to develop a Japanese encephalitis (JE) vaccine, and USAMMDA assisted with management and regulatory support that resulted in the vaccine’s license by the FDA in 1992.  A new JE vaccine, based on technology invented at WRAIR, was approved by the FDA on 30 March 2009.  A Hepatitis A vaccine using inactivated virus was developed and tested at WRAIR, AFRIMS, and USAMMDA and was licensed in 1995 under the trade name Havrix®.  Most recently (2008), USAMMDA was instrumental in spearheading an effort resulting in FDA-licensure of a Malaria Rapid Diagnostics Device.
USAMMDA has worked with the U.S. Army Medical Research Institute of Chemical Defense (USAMRICD) to develop and field multiple products for protection against chemical agents, including the following: Medical Aerosolized Nerve Agent Antidote, Skin Exposure Reduction Paste Against Chemical Warfare Agents, Soman Nerve Agent Pretreatment Pyridostigmine, Antidote Treatment Nerve Agent Autoinjector, Convulsant Antidote for Nerve Agents, M291 Skin Decontamination Kit, and Mark I Nerve Agent Antidote Kit.
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A4.  USAMMDA has a successful record of developing medical equipment and kits into products delivered to the battlefield.  The following list of devices provides examples of the breadth of products developed and fielded through the partnership of USAMMDA with other research laboratories and commercial and government partners.  The contributing product research and development activities are indicated in parentheses.


· The Combat Application Tourniquet™ (CAT) (USAMMA) is a small, lightweight tourniquet that completely occludes arterial blood flow in an extremity.  Based upon testing conducted by the U.S. Army Institute of Surgical Research, The Surgeon General has directed that the CAT tourniquet be the primary tourniquet issued to all Army soldiers. The CAT is included as a component of the Improved First Aid Kit (IFAK).
· Improved First Aid Kit (IFAK) (USAMMDA, AMEDDC&S) is issued to every soldier via the Rapid Fielding Initiative (RFI).  Weighing one pound, the IFAK consists of the expendable medical items packaged inside of a modified MOLLE 100 round SAW ammo pouch.   The IFAK increases individual soldier capabilities to provide Self-Aid/Buddy-Aid and provides interventions for two leading causes of death on the battlefield, severe hemorrhage and inadequate airway.
· Interim AMEDD Shelter Program (USAMMDA) The Interim AMEDD shelters provide a new generation of medical deployable shelters, which reduce weight and cube.  The modular system can be used for all combat support hospital (CSH) medical requirements and provides greater space and enhanced air distribution, while maintaining the footprint of the existing CSH. 

· Joint Biological Agent Identification and Diagnostic System (JBAIDS) (PEO-CBRNE, CBMS, USAMMDA) the JBAIDS is a reusable, portable modifiable biological agent identification and diagnostic system capable of simultaneous reliable identification of multiple biological warfare agents and other biological agents of operational significance.  JBAIDS will be configured to support reliable, fast, and specific confirmatory identification of biological agents from a variety of clinical specimens and environmental samples.  
· Casualty Evacuation (CASEVAC) kit (USAMMDA) includes four major parts: the litter restraint system, litter assist system, the modified Talon litter (as part of the Warrior Aid and Litter Kit), and the rear-facing attendant seat.  With this kit, Operational Commanders will have the ability to convert the M1114/M1151 into a single litter CASEVAC platform in less than one minute. 
· Mine Resistant Ambush Protect (MRAP) System (USAMMDA) provides a solution for a specific theater operational need identified in numerous documents, including Joint Urgent Operational Needs Statements (JUONS), Statements of Need (SON), and Joint Capabilities Integration and Development Systems (JCIDS) documents.  The JUONS identified the urgent need for a protected vehicle capability that increased survivability and mobility of forces operating in a hazardous fire area against threats including mines, Improvised Explosive Devices (IED) and small arm fire (SAF) in the Area of Operations (AO).  

· Special Medical Emergency Evacuation Device (SMEED) (USAISR, USAMMDA) is a lightweight critical care platform designed to quickly attach to a NATO litter.  The platform has various universal fasteners so it can be configured in several ways, depending on the mission.  It is specifically designed to accommodate all of the patient movement items in the Army inventory to include vital signs monitor, infusion pump, suction apparatus, D-cylinder oxygen tank, ventilator, defibrillator, and has the flexibility to mount other medical devices as required. 

· Talon II 90C Decontaminable Folding Field Litter (USAMMDA) is a lightweight collapsible litter developed for evacuating battlefield casualties from a chemically contaminated environment.  The Talon II 90C collapsible-handled litter opens to a length of 78 inches with handles retracted and to a length of 90 inches (standard length) with handles extended.   The Talon II 90C Collapsible-Handled litter satisfies the need for a lightweight, highly reliable, decon-capable litter that can be stored in the Warrior Aid and Litter Kit (WALK), be employed within the M1151/M1114 HMMWV, and interface with all existing MEDEVAC/ CASEVAC platforms – including MRAP.  This capability was identified as an Urgent Theater Need.

· Warrior Aid Litter Kit (WALK) (USAMMDA/AMEDDC&S) is stowed onboard vehicles for use by the first responder.  The WALK does not replace the IFAK or the Combat Life Saver Bag, but is complimentary to both and contains a foldable litter and provides the tools to treat and overcome the three most common causes of preventable combat deaths on the battlefield (hemorrhaging, tension pneumothorax, and inadequate airway).  
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A5.  USAMRMC not only develops medical countermeasures like drugs and vaccines but also develops products to protect Servicemembers and prevent injury or illness.  USAMMDA contributed to the development and fielding of these example products (the contributing product research and development activities are indicated in parentheses):
· Bacillus thuringiensis var. israelensis (Bti) (USABRDL, USAMMDA) is a selective biological insecticide for control of immature black flies. 
· Extended Duration DEET (LAIR, USAMMDA) is an improved, extended-duration version of the Army’s standard bug repellent developed by USAMRDC and has been used by soldiers in the desert.  Insect repellent also can be processed into the battle dress uniform fabric with a kit issued to individual soldiers.  Additionally, Combined Camouflage Face Paint was developed to be formulated with DEET insect repellent.
· Helicopter Slung Pesticide Dispersal Unit (USABRDL, USAMMDA) allows for the aerial dispersal of both liquid and solid pesticide by helicopter to permit rapid treatment of insect-infested areas not accessible by other means.
Q6.  What recent products is USAMMDA supporting through development and regulatory testing? 
A6.  USAMMDA is actively managing the development of protective treatments, vaccines, and medical products and devices.  Products currently in advanced development include: 
· Adenovirus Vaccine is two orally administered, enteric-coated tablets containing live adenovirus serotypes 4 and 7.  The Biological License Application was accepted for review in 2008.  Upon FDA approval, the adenovirus vaccine will be administered to Military recruits during basic training to combat the adenovirus infection associated with pharyngitis, conjunctivitis, rhinitis, and pneumonia.  Currently awaiting FDA Licensure.

· Dengue Tetravalent Vaccine (DTV) is a vaccine containing all four virus serotypes of the dengue virus for prevention of dengue illness.  Currently in Phase 2 of clinical trials. 


· Human Immunodeficiency Virus (HIV) Vaccine focuses on the strands prevalent to Southeast Asia.  The strategy combines two vaccines: a priming inoculation to stimulate the cellular immune system, and a boosting inoculation designed to stimulate the hormonal immune system.  Currently in Phase 3 clinical trials. 

· Paromomycin is a topical antileishmanial drug made from two aminoglycoside antibiotics, paromomycin and gentamicin, formulated in an aquaphilic base.  Currently in Phase 3 clinical trials.  

· Tafenoquine is an 8-aminoquinoline that has demonstrated anti-malarial potential in pre-clinical and clinical studies.  It has demonstrated potential as a prophylactic and a treatment drug.  Currently in clinical trials. 

 	USAMMDA has developed Investigational New Drug applications for the following vaccines: Rift Valley fever virus vaccine, Chikungunya virus vaccine, next-generation anthrax vaccine, and recombinant botulinum neurotoxin vaccine.  USAMMDA continues to develop devices for medical care applications for use in field hospitals and the battlefield, including new dressings, blood clotting systems (e.g., cryopreserved platelets), and resuscitation products (e.g., red blood cell and extended life). 
Q7.  How has USAMMDA provided assistance to the Warrior during Operation Iraqi Freedom and Operation Enduring Freedom (OIF/OEF)?
A7.  Many of the products developed and provided by USAMMDA have benefited the wounded Warrior in Iraq and Afghanistan.  Some of the products have first been tested and used in the OIF/OEF theaters.  
USAMMDA’s continual involvement in developing the up-armored high-mobility multipurpose wheeled vehicle (HMMWV) CASEVAC conversion kit and the MRAP vehicle casualty evacuation conversion kit have helped to produce and field more than 5,300 casualty evacuation conversion kits in support of OIF/OEF.   USAMMDA has worked with military and commercial partners to produce an MRAP ambulance capable of performing medical evacuation (MEDEVAC) of wounded Warriors anywhere in theater.  More than 800 MRAP ambulances have been fielded in Iraq and Afghanistan.  The growing and widespread use of improvised explosive devises on the battlefield in Iraq has created the need for safer and more efficient MEDEVAC and CASEVAC methods in the field.  Particularly notable accomplishments are the CATS Tourniquet, WALK and IFAK as they involve the collaboration of users, requirements developers, materiel developers, and contracting.  
Q8.  Where can more information about USAMMDA be found? 
A8.  USAMMDA has a public web site accessible at http://www.usammda.army.mil/index.html. The web site provides details about the organization, recent activities, products developed, and products in development.
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