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DEPARTMENT OF THE ARMY
HEADQUARTERS, US ARMY MEDICAL RESEARCH AND MATERIEL COMMAND
810 SCHREIDER STREET
FORT DETRICK, MARYLAND 21702-5000

s 0CT 1-7 2016

Freedom of Information/
Privacy Act Office

Mr. John Greenewald
John Greenewald [jchn@greenewald.com}

Dear Mr. Greenwald:

This is in response to your Freedom of information Act (FOIA) requests dated June
13, 2016 for “1) a copy of the most recent administrative report on the activities of the
U.S. Army Medical Research and Materiel Command; 2) a copy of the most recent
budget justification document for the U.S. Army Medical Research and Materiel
Command; 3) a copy of the most recent administrative report on the activities of the
U.S. Army Medical Material Agency; 4) a copy of the most recent budget justification
document for the U.S. Army Medical Material Agency. We agreed to provide the 2014
Annual Historical Report.

Your request was processed in accordance with the Freedom of Information Act
(FOIA), 5 United States Code (U.S.C.) § 552.

The USAMRMC Headquarters Electronic Reading Room posts records of interest
that have been released in response to written requests for information under the FOIA
and have been redacted per FOIA guidelines. The 2014 Annual Historical Report can
be found at our website at htips://mrmc.amedd.army.mil/ Freedom of Information Act
and then click on Reading Room. Please review the website for the records you have
requested.

Redactions made to the 2014 Annual Historical Report include redactions according
to:

e (b)(3)(b) specifically exempted from disclosure by statute (other than section
552b of this title), provided that such statute (A) requires that the matters be
withheld from the public in such a manner as to leave no discretion on the issue,
or (B) establishes particular criteria for withholding or refers to particular types of
matters to be withheld;

¢ (b){4) trade secrets and commercial or financial information obtained from a
person and privileged or confidential,

e 5U.8.C. § 552(b)(6): Records have been redacted or withheld where the
disclosure of information would represent a clearly unwarranted invasion of
personal privacy;



Because your request has been partially redacted you are advised of your right to
appeal this determination to the Secretary of the Army. If you decide to appeal at this
time, your appeal must be submitted within 90 days of the date of this notification. In
your appeal, you must state the basis for your disagreement with the partial denial and
the justification for the release of information associated with your request for this
command. Your appeal should be addressed to: CDR U.S. Army Medical Command,
Attention: Freedom of Information/Privacy Acts Office (MCPA), 2748 Worth Road,
JBSA, Fort Sam Houston, Texas 78234-6021, for forwarding, as appropriate, to the
Office of the Secretary of the Army. Please enclose a copy of this response along with
your Appeal. To ensure proper processing, the letter and the envelope should both
bear the notation, “Freedom of Information Act Appeal.”

You are also advised of your right to seek dispute resolution services pertaining to
your concerns from the MEDCOM FOIA Public Liaison Officer, Ms. Emily D. Hall at
(210) 221-4233 or email: emily.d.hall5.civ@mail.mil

Should you have any questions pertaining to this response | may be reached at
USArmy.Detrick. MEDCOM-USAMRMC.List. FOIA-MRMC @mail.mil

Fees associated with the processing of your request are waived in this instance.

Sincerely,

Jpaea Yogers
Sandra J. Rog
Freedom of Information/Privacy Act Officer

U.S. Army Medical Research and
Materiel Command
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Mission

Provide World Class Human Resources (HR) support to MRMC. Develop integrated strategies and refine business
processes to efficiently manage the full spectrum of HR programs, policies, and human capital assets.
Institutionalize change management. Take care of Soldiers and DA Civilians.

Staff

LTC

Functions

, G1/DCSHR
ecretary, G1/DCSHR

)

A. Office of the Deputy Chief of Staff for Human Resources

1)

9)

Responsible for administration and management of human resources in the specialized areas of
military and federal civilian personnel for USAMRMC.

Formulates local HR plans and policies and executes DoD military and federal HR policies based
on regulation, guidance, and law, ensuring military and federal civilian HR programs are effectively
and efficiently implemented and monitored.

Principal staff advisor to the Commanding General on HR matters, reporting to the Chief of Staff.

Performs duties and responsibility as the Troop Commander for the USAMRMC, and serves as
rater/mentor for HQ Commander, supervising unit level operations, health and welfare, discipline,
readiness, and training.

Coordinates as required with USAMEDCOM, OTSG, US Army Human Resources Command
(USAHRC), US Army Civilian Human Resources Agency (USACHRA), US Army Reserve
Command, the Army G-1, OASA (ALT), and HQDA on HR matters.

Directs and supervises HR operations in the areas of strength management, hiring actions,
readiness, personnel management and actions, awards, evaluations and civilian appraisals,
PROFIS, special pay, and finance.

Supervises and manages the G-1 staff, providing direction and oversight to all military HR
functions.

Manages the AMEDD military and civilian acquisition workforce programs, to include acquisition
career development management.

Serves as a member of the working Program Bucdget Advisory Council.

10) Responsible for the HR roles in the implementation and daily maintenance of DMHRSI.

Military Personnel Management Division

Staff

, Chief Military Personnel
, Operations Specialist
uman Resource Specialist
uman Resource Specialist

, Human Resource Specialist

, NCOIC G1/DCSHR
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SGTEIEI Human Resource Sergeant

A. Significant Accomplishments

1)

The MPD staff continues to conduct training and manage the Army Disaster Personnel
Accountability and Assessment System (ADPAAS) for the headquarters and subordinate units.
USAMRMC has an approved ADPAAS Policy Guidance.

2) Exceeded DA & MEDCOM Standards of 95% for timeliness of OERs and NCOERs for the past
4 quarters with a 99% error free processing rate.

3) Coordinated training on the new Revised Officer Evaluation Report prior to implementation. All
officers, supervisors of USAMRMC and tenant units on Fort Detrick were trained in order to meet
the CSA directive.

4) Exceeded MEDCOM standard of 95% with a 100% fill-rate for the past 4 quarters on the PROFIS
Deployment System.

5) Exceeded personnel strength (Officers) at 90% above DA & MEDCOM standards of 80% with
a 90% manning rate.

6) Responsible for the HR roles in the implementation and daily maintenance of DMHRSI.

CORPS AUTH ASG HCDP % ASG/AUTH
IMM 20 19 20 95%

MS 212 204 204 96%

AN 30 27 2T 90%

MC 102 12 72 71%

DC 6 6 6 100%

SP 10 9 9 90%

VC 61 61 61 100%

Total 441 398 399 90%

Civilian Personnel Management Division 1 Oct 2013 — 30 Sep 2014

Staff

, Program Advisor (HR)

, Program Advisory Specialist (HR)
rogram Advisory Specialist (HR)

, Program Advisory Specialist (HR)
rogram Advisory Specialist (HR)

A. Accomplishments:

1)

2)

Participated in the MRMC-wide implementation of DMHRSI. The implementation entailed training
attendance (11-12 September 2014 ), ensuring civilian personnel were properly aligned, and
assisting subordinate units with their DMHRSi challenges. Participated in recurring MEDCOM
Workforce 2020 working group meetings.

Established a ST approval process with MEDCOM and Civilian Senior Leader Management Office
August 2014.

Established an Office of Workers’ Compensation Programs (OWCP)/Federal Employees’
Compensation Act Working Group that is meeting quarterly; first meeting was held 24 July 2014.
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4) Improved acquisition management by higher certification compliance percentage.

5) Established a Request for Personnel Action (RPA) Flow Process to reduce RPA time within HQ;
CoS approved 21 April 2014.

6) MEDCOM Placement Program (MP2) implemented MRMC-wide August 2014.

7) T7Consolidated the TAPES Base System employees rating cycle with the TAPES Senior System
employees (GS-9 through GS-12) rating cycle. This consolidation reduced the number of rating
cycles within the TAPES system as a whole from multiple cycles to two, and improved tracking
appraisal completions.

8) Two Science, Mathematics, and Research Transformation (SMART) Defense Education Program
sponsored students completed degrees, and started/returned to full-time work at their respective
MRMC units

9) Staff completed the 16" successful Personnel Demonstration Project (PDP) appraisal and
performance payout cycle where all payouts were completed within the strict timelines of the mass
process.

10) Updated the 15 PDP policies to revise language and bring them into compliance with the current
processes. Developed a new PDP policy that established procedures for the review of DB
positions (engineering or scientific) by the unit's Lab Science Director or Senior Civilian Scientist to
help ensure the Command'’s workforce capabilities align with required competencies that, because
of the current environment, are also dynamic, a greater degree of scrutiny over scientific and
engineering hiring practices is required.

11) Developed the first OPORD for the MRMC PDP Pay for Performance Management System End of
Cycle Process, which was published May 2014. On 17 June 2014, the DCSHR conducted training
for the unit Pay Pool Managers and Quality Control team to explain the payout process, quality
control expectations, and the roles and responsibilities of all parties involved in the mass process.
An After Action Report was issued on 29 September 2014.

12) Completed Site Assistance Visits/Organizational Inspection Program to subordinate units Institute
of Surgical Research, Institute of Chemical Defense, Institute of Environmental Medicine, and the
Medical Materiel Development Activity.

13) Provided TAPES training to the Defense Centers of Excellence (DCoE) for Psychological Health
and Traumatic Brain Injury on 14 May 2014; DCoE was newly transitioned to MRMC.

14) Consolidated the prior MRMC telework policies (one for the HQ, one for the subordinate units) into
one MRMC Telework policy, which was published 12 August 2014. Updated the Alternative Work
Schedules policy for the subordinate units and the Regular and Alternative Work Schedules policy
for HQ; both were published 5 September 2014.

15) The HQ USAMRMC processed 124 civilian personnel recruitment actions for FY 2014.
16) Coordinated 74 civilian honorary awards.

17) Coordinated the recruitment effort and approvals of selectees to fill two additional ST positions with
CSLMO and MEDCOM.
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Personnel Srm

MEMC Demo 1422
GEWG 468
Local National 342
8T 4
SES 2
Pa 23
Consultants 3
DCIP3 6
TOTAL 2270
Tenure*® Totals
Parmanant 2024
TERM 211

‘Toae. nocinchuda Pda or Termpa

o[- - -

# Units | Unions | Demo Non-
Demo
CONUS 14 3 10 4
OCONUS 2 1 0 2
Acquisition | MRMC Other | Total-AMEDD
Critical- il 63 35 b2 5
Critical — Civ 56 33 89
MNon-Crit-Mil 83 121
Mon-Crit-Civ 266 250 516
Totals 488 356 824
UNCLASSIFIED 5
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HQ Company
Headquarters and Headquarters Detachment

The mission of Headquarter and Headquarters Detachment (HHD) is to provide command and control, training,
readiness, administrative support, discipline, and moral and welfare support to the Soldiers assigned/attached to
HHD, US Army Medical Research and Materiel Command.

, Company Commander

, 1SG

, Human Resource Specialist
ilitary Human Resources Manager

A. Significant Accomplishments

1) HHD USAMRMC established an active Family Readiness Group to support military and civilian
personnel. The FRG hosted the first annual Thanksgiving Potluck for all USAMRMC employees
and family members.

2) Completed the semi-annual APFT in during 21-25 October 2013 and 21-25 April 2014, with
an average score of 240.

3) Completed all EO and SHARP training with 90% of personnel trained; no EO or SHARP
complaints filed.

4) All personnel were transferred into the DMRSIi program as mandated by MEDCOM.
5) 100% of personnel completed IPerms personnel records review by 30 September 2014.
6) Unit personnel were 100% complete on the annual SRP requirement before 30 September 2014.

7) Hosted the EO observance on 29 April 2014 for Holocaust Remembrance on Fort Detrick;
coordinated an EO trip to the National Holocaust Museum on 25 April 2014 open to all personnel
on Fort Detrick.

8) Assisted with the planning, coordination and set up of the MRMC Organizational Day on
15 August 2014 for all MRMC employees.

Choef of Staf

Deputy Chief
of Staff for
Human
Resources Deputy Chief of

Staff far Human

Resaurce

Military Personnel Craolian Personned Headgusriers

Mansgement Division Management Division) Comparmy
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Staff Operations and Training Management Division (G3)

- DCSOP

- G3 SGM

-Plans and Operations Officer
-Emergency Manager

- OPS NCO
- OPS NCO

Security and Intelligence Management Division (G2) Staff

- OPSEC Officer
verseas Travel Officer

ministrative Support Staff -VACANT
Security Officer — VACANT
OIP Coordinator - VACANT

OPERATIONS MISSION:

A.

Deliver a broad range of functional and operational support and services to USAMRMC,
USAMEDCOM, OTSG, Army, DoD, and Federal Agencies .

Assess, develop, and produce all USAMRMC operational, mobilization, and contingency plans to
include supporting documents .

Coordinate with USAMEDCOM and USAMEDCOM MSC staffs to facilitate and support operational
planning and taskings.

Serve as chief liaison between USAMRMC Operations and USAMEDCOM Operations Division staff
for all planning, deployment , and tasking requirements.

Coordinate, prepare, staff, and deliver the quarterly USAMEDCOM Readiness Report (MRR) and
Defense Readiness Reporting System-Army (DRRS-A) .

Receive, coordinate , manage, and ace for all JSAMRMC personnel taskings received from
USAMEDCOM for CONUOCONUS operational mission requirements and deployments .

Operate the Emergency Operations Center as directed by the Chief of Staff.
Manage the USAMRMC 68W Sustainment Program.
Manage the USAMRMC Professional Filler System (PROFIS) Training and Readiness Program.

Responsible for Command Incident Reporting and coordination to include Commanders Critical
Information Requirements and Serious Incident Reports.

Monitor the USAMRMC Special MEDCOM Response Capabilities (SMRC) Team assets to include
training management, financial support requests, and command and control between USAMRMC and
USAMEDCOM Plans Division.
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L. Responsible for the USAMRMC Command Inspection Program to include Organization Inspection
Program and Staff Assistance Visits .

M. Responsible for all USAMRMC command ceremonies to include, but not limited to, changes of
command , retirement/retreat ceremonies, and command- sponsored events.

N. Responsible for the implementation and over-site of the Biological/Chemical Security Program for all of
MRMC.

Significant Accomplishments:

A. Continuity of Operations Program:
Conducted 13 COOP exercises to include 6 subordinate commands and 10 sub directorates of the HQ
Assisted in the development and evaluated 12 subordinate command COOP plans and exercises

B. Organizational Inspection Program:
Conducted 10 Organizational Inspections around the world

C. Emergency Management:
Evaluated seven Subordinate Command exercises.
Conducted 14 no notice Emergency Alert Notification exercises.
Participated in the HQDA National Level Exercise.
Participated in and evaluated the USAG annual exercise.

D. Civilian Training:
Trained and instructed 15 Subordinate Command and HQ MRMC POCs in development of Individual
Development Plans.
Encouraged and enforced the completion of Supervisor Development Course resulting in 87%
completion rate from 36% the year prior.
Submitted and registered over 60 training opportunities for civilian career advancement in the form of
SF 182s .
Advised, monitored and tracked the Civilian Education System Course completion for the Command.

E. Security Operations:
Executed 53 conference site security risk (criminal and threat) assessments ensuring the security of
over 2800 conference attendees.
Conducted 607 Operations Security reviews of documents.
Processed 222 foreign national visit requests.
Performed 143 Antiterrorism and Operations Security contract reviews.
Participated in 2 Vulnerability Assessments of subordinate units.
Reviewed and provided response to 6 Freedom of Information Act (FOIA) requests

Overseas Force Protection Operations

A. Manage the Overseas Travel and Force Protection program which requires the coordination and
processing of Country/Theater/Special Area clearances for over 7,000 personnel which includes HQ,
USAMRMC and subordinate units/commands as well as other entities with support agreements.

B. Verify security clearances for al overseas travelers and ensure their foreign travel is captured in the
Case Adjudication Tracking System portal. Verify all personnel information provided on the

2-2



USAMRMC Form 55-46 to include: Name, Rank, Positon DOB, POB, Citizenship, Security clearance
information and passport information.

C. Ensure all overseas travelers have received Level | Antiterrorism training, Survival, Evasion,
Resistance & Escape (SERE) training, Human Rights training, Isolated Personnel report
(ISOPRES/PRO-FILE) and any other required theater-specific area of responsibility training.

D. Provide all HQ MRMC personnel their overseas pre-travel Area of Responsibility (AOR) and
intelligence threat briefings and ensure all other travelers have received their appropriate briefings
before travel departure and de-briefings upon return.

E. Provide guidance in the preparation of the Antiterrorism/Force Protection Recovery Plans, AFRICOM
Statement of Preparedness document (STOP), Synchronized Planning Operational Tracking System
(SPOT), PACOM Travel Tracker/Individual Antiterrorism Plan and any other required tracking system.

F. Provide message traffic communication for the Commanding General, USAMRMC and subordinate
commands through the All Message Handling System (AMHS) and the Aircraft and Personnel
Automated Clearance System (APACS).

G. Continual update of the USAMRMC OCONUS Travel website link.

H. Personnel Recovery Mission software Program management for the command, responsible for
validating PRO-FILE's on each traveler before they depart.

I.  Responsible for update and management of applicable regulations, directives, Executive Orders, and
pamphlets for OCONUS Travel, Force Protection, Personnel Recovery as well as other inter-related
areas.

J. Responsible for SIPERNET training, control, and coordination with G6 for command users.

Significant Accomplishments:
Managed over 1,200 Overseas Travel Force Protection packages, pre-travel training requirements, and Area of
Responsibility threat briefs in support of USAMRMC's Worldwide mission.
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In FY14 the Office of the Deputy Chief of Staff for Logistics (ODCSLOG) was challenged with a 30% staff
turnover, resulting in cross leveling of duties of departed individuals. A System Analyst position was
created, allowing the capability of the US Army Medical Research and Materiel Command (USAMRMC) to be
less dependent on other Commands for the Defense Medical Logistics Standard Support (DMLSS) system
assistance. The USAMRMC's General Service Administration (GSA) Fleet saw a 29% reduction with a cost
avoidance of $821K. The ODCSLOG procured a centralized medical equipment maintenance and a facility
operation and maintenance contracts with a cost avoidance of $1M; providing efficiency across the
Command. With its continuous aggressive approach, the Wide Area Work Flow-Receipts and Acceptance
(WAWF-RA) program significantly reduced USAMRMC's late interest penalties with only paying $51K of late
penalties of a total of $275M disbursed. In collaboration with Medical Command (MEDCOM), ODCSLOG
coordinated training for the Command'’s logistics, resource management and contracting professionals,
training 410 staff; saving MEDCOM over $600K by centralizing training at Fort Detrick.

Mission

The ODCSLOG provides logistics management oversight, training, strategic, and operational logistics support to
Headquarters (HQ), USAMRMC, twelve (12) subordinate commands and laboratories, and five (5) executive
agencies that are globally dispersed. Support and oversight includes management of logistics automation systems,
property accountability, supply and services management, transportation, medical equipment maintenance
management, facility planning and management, life-cycle equipment management, and acquisition and logistics
management. Additionally, the ODCSLOG develops and implements logistics policies, strategies, and business
practices for management throughout USAMRMC.

Vision

The ODCSLOG's, vision is to enhance readiness by providing high quality logistics support in a timely, integrated,
comprehensive, and cost effective manner.

Function

The ODCSLOG provides the following core competencies: coordinates and synchronizes the full spectrum of
strategic and operational logistics, facility operations, medical maintenance management, and acquisition support;
provides strategic and operational logistics policy guidance and training; serves as the Lead Agent for the
Command Property Accountability Campaign ensuring accountability and supply discipline compliance in
accordance with (IAW) regulatory guidance; oversees and manages the life-cycle (planning, engineering, execution,
sustainment, and disposal) of USAMRMC capital investments; serves as the Army Site Lead and the Medical
Command (MEDCOM) Regional Group Administrator for WAWF — RA program and Miscellaneous Pay; and serves
as a mentor to the Command logistics and facility staff.

Personnel

A. Staffing: The ODCSLOG currently consists of twenty-two (22) teammates: six (6) military,
thirteen (13) civilians, and three (3) contractors.

B. ODCSLOG Staff:

1. The ODCSLOG has been under the leadership of COL since August 2012.
Under her leadership, the ODCSLOG has established an aggressive Temperature Sensitive
Medical Products program, Standardization, and GSA Fleet Reduction program.
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2. The ODCSLOG welcomed as the Office Administrator for ODCSLOG in
December 2013. comes to us with 15 years of Government Service.
3. The ODCSLOG NCOIC, MSG , continues to provide outstanding support to the
ODCSLOG and provides special projects tor the USAMRMC Command Sergeant Major. MSG
has taken on several new major initiatives to include serving as the USAMRMC Master
eslliency Training trainer, conducting training at Fort Detrick and the Defense Center of
Excellence (DCoE).

The ODCSLOG welcomed COLH to serve as ODCSLOG's Reserve Officer. COL
[l comes to ODCSLOG with 30 years of service

C. The Logistics, Plans and Readiness Division:

1. LTC transferred to USAMMA in July 2014. LTC was replaced by MAJ
, serving as the Chief, Logistics Plans and Readiness Division. MAJ - comes
to with 18 years of Military experience.

2. H Medical Equipment Specialist, continues to manage the Command Medical

aintenance Program and # Logistics Management Specialist, continues to
manage the Command’'s G eet, serve as the Transportation Coordinator, manage the
Financial Liability Investigation of Property Loss (FLIPL) program, and update USAMRMC

policies.

D. Equipment Management Division:

MAJ continues to serve as the Chief, Equipment Manaiement Division. F
, departed ODCSLOG in April 2014. ODCSLOG welcomed in
eptember 2014, as ODCSLOG’s new Material Handler.
m, Supply Management Specialist and Property Book Officer, retired in
anuary after serving in the Equipment Management Division for 27 years. ODCSLOG
welcomed

Property Boo Icer.
Receipt Manager. OD

1.
2.

who serves as Hand
14 as the new Supply

E. Facilities Transformation, Engineering, and Management Division (FTEMD): m
continues to serve as the FTEMD Director. is supported by the following staif members:
Facility Space Management Analyst, : Facility Engineer,“
and two Facility Integrators: The FTEMD is also sup

who was welcomed in ODCSLO

. y
ODCSLOG for a Facility Man Vlanagement Agency Training
Campus. In September 2014

ager position with the Federal Em y
h departed ODCSLOG for Chief of Facilities position with
the Cumberland and Ohio Canal National Park.

F. Acquisition and Logistics Programs Management Division:_ continues to provide

outstanding leadership as the Director, Acquisition and Logistics Programs Management Division.
m serves as the Command Alternate Group Administrator (GAM) for WAWF-RA
and as the S, MC Primary GAM. ODCSLOG welcomed as the new

USAMRMC System Administrator in April 2014.

G. Training: The ODCSLOG staff completed all required Army training, preparing the staff for positions of
greater responsibility. All personnel within the ODCSLOG have been encouraged and afforded the
opportunity to take as much applicable training in their respective career fields. In FY14 a
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completed facilities engineering certification, and LTC and _

completed their program

management certification. Additional, specialized training and conferences/symposiums included:

gk whE

© N

9. WAWF-RA Training
10. Senior Medical Logistician Workshop

Organization

Defense Acquisition University (DAU) courses
Civilian Education Courses
General Fund Enterprise Business System (GFEBS) and GFEBS Power User Training courses
GSA International Products and Services EXPO Training
Facility Management Workshop
Test Measurement Diagnostic Measurement (TMDE) training for all USAMRMC subordinate
commands

Equipment Management (Hand-Held Terminals) for all USAMRMC subordinate commands
Property Management (Hand Receipt Holder) training for all USAMRMC subordinate
commands

Deputy Chief of Staff for
Logistics

Logistics Plans and
Readiness Division

Equipment Management
Division

Facilities Transformation,
Engineering and
Management Division

Acquisition and Logistics
Programs Management
Division

A. Logistics Plans and Readiness Division.

(1) The Logistics Plans and Readiness Division serves as the ODCSLOG's proponent for strategically
developing and coordinating all USAMRMC applicable regulations, policies, Standing Operating
Procedures (SOP's), Command Policy Memorandums and Pamphlets. The Division is also responsible
for monitoring logistics readiness for USAMRMC subordinate commands to ensure they are within
regulatory compliance with the Organizational Inspection Program (OIP), Staff Assistance Visit (SAV),
Command Supply Discipline Program (CSDP), and property accountability statistical data.

(2) In FY13, the Commanding General directed the ODCSLOG to lead a multi-functional Tiger Team of
subject matter experts (SME’s) to the Armed Forces Research Institute of Medical Science (AFRIMS).
ODCSLOG developed a three (3) phase plan that began in November 2013 for phase one and
deployed the SAV Team back in February 2014 for phase two. Phase three, the official OIP, has
been scheduled for July 2015.

(@) The purpose of the Tiger Team visit was to:

(i) Conduct an assessment of business processes in the areas of Medical Maintenance, Property
Management, GPCs, and perform hands-on DMLSS training.
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®)

(4)

®)

(6)

()

(i) Perform follow-on review and provide additional training and support in the areas of
Information Assurance, Resource Management, Facility Operations and Maintenance
(FO&M), Logistics Management, and Supply Management.

(i) Continue to train and assist AFRIMS personnel in providing best business practices and assist
in developing a business strategy to transition from a decentralized to a centralized
oversight/management business process in the functional areas of Logistics, Information
Management, and Resource Management.

(iv) Conduct DMLSS System Administration and end user training focused on the Customer
Assistance Inventory Module, Inventory Management, System Services, and Customer
Support.

In FY14, USAMRMC was directed by MEDCOM to reduce the Command’'s GSA Fleet. The ODCSLOG
began the process with an inventory of the USAMRMC fleet, determining the optimal fleet required to
meet MEDCOM'’s mission requirements, and identifying resources necessary to operate the fleet
effectively and efficiently. The ODCSLOG determined the most effective criteria to justify mission
essential vehicles was the mileage utilization rate. Vehicles that did not meet the utilization of 833 miles
per month were required to submit a justification to retain their vehicle/s or turn them in. Through a
collaborative effort with the Fort Detrick Transportation Motor Pool and USAMRMC's subordinate
commands, the fleet was reduced by 29% with a cost avoidance saving of over $821K annually.

The Logistical Readiness Division prepares the Financial Liability Investigation of Property Loss (FLIPL)
for HQ’s, USAMRMC. In FY14 the USAMRMC maintained a stellar record with no FLIPL resulting in no
financial deficient to the federal government.

OIPs/SAVs:

(a) OIPs were conducted at the following units: The United States Army Medical Research Institute of
Chemical Defense (USAMRICD) and the United States Army Medical Materiel Medical Activity
(USAMMDA). Detailed reports describing the findings and providing recommendations for each
inspected area were delivered to these commands in accordance with USAMRMC Regulation 1-
201, Organizational Inspection Program. These inspections resulted in an improved understanding
of regulatory guidelines and adherence to written policies and procedures by logistics divisions
staff.

(b) As part of the ODCSLOG team, the Logistics Readiness Division completed three (3) SAVs at
AFRIMS in November 2013 and February 2014, and USAMMDA in July 2014.

The following regulations and policies were updated: USAMRMC Regulation 700-6, Loan of Command
Property, USAMRMC Regulation 700-14, USAMRMC Regulation Personal Use Policy, and USAMRMC
Regulation 750-1, Equipment Maintenance Management.

Bio-Medical Equipment:

(8) In 2012 USAMRMC established a new prime maintainer contract to assist subordinate
commands with their medical maintenance program. The purpose of the prime maintainer contract
was to manage the scheduled and unscheduled “Calibration, Preventive Maintenance, and Repair”
services of specialized equipment beyond the capabilities of assigned Biomedical Equipment
Specialists through the use of original equipment manufacturers and third-party organizations. The
prime maintainer contract provides a command level, firm fixed price, maintenance contract to
service/repair equipment and reduce the need to manage or negotiate multiple service contracts
with the various subordinate activities. The prime maintainer contract entered the second of four
option years on 1 August 2014. Activities utilizing the contract were required to submit a Service
Contract Approval Form and to fully fund their portion of the service contract. The following
USAMRMC laboratories currently utilize this contract for maintenance of 1,300 equipment items:
The United States Army Institute of Surgical Research (USAISR), Walter Reed Army Institute of
Research (WRAIR), United States Army Medical Research Institute of Infectious Diseases
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(USAMRIID), USAMRICD, Armed Forces Medical Examiner Services (AFMES), and National
Museum of Health and Medicine (NMHM). In addition, the United States Army Research Institute
of Environmental Medicine (USARIEM) will be added to the contract 1 April 2015. As the
contracting officer representative for the prime maintainer contract, [{SJ{SHli| was responsible
for ensuring all issues associated with the contract were resolved.

(b) OIPs/SAVs:

(i) OIPs. The Bio-Medical Equipment Maintenance Section performed OIP inspections at
USAMRICD, and USAMRIID. Detailed reports describing findings and providing
recommendations for each inspected area were delivered to these commands in accordance
with USAMRMC Regulation 1-201, Organizational Inspection Program. These inspections
resulted in an improved understanding of regulatory guidelines and adherence to written
policies and procedures by maintenance activities.

(i) SAVs. As part of the DCSLOG team, the Biomedical Equipment Maintenance Section
completed two (2) SAVs to AFRIMS, November 2013 and February 2014. This SAV identified
numerous deficiencies and provided recommendations to the maintenance manager in framing
an action plan to correct noted deficiencies.

(c) Government Purchase Card (GPC) Billing Official/lGFEBS:

(i) As the GPC Billing Official (BO) for the ODCSLOG GPC program during FY14, the Bio-Medical
Equipment Section reconciled 12 monthly statements with US Bank; approving a total of 172
GPC transactions, totaling $123,633.29. In addition, after the DMLSS system process for
purchase cards was activated by MEDCOM, 12 monthly statements have been processed
using the Inventory Management module of DMLSS.

(i) The GFEBS review and approval process for Purchase Requests (PR) is twofold. First, a file
containing the request for purchase is reviewed for an appropriate justification and any
documentation supporting the purchase. If suitable documentation is received, the BO signs
the reports, indicating the PR has been reviewed and approved. The second part of the
process involves electronic or email notification to the BO that a PR has been entered into
GFEBS and is awaiting release. Once noatification is received, the BO must access GFEBS,
review the PR, the short text description, valuation, and contact person for accuracy. If
correct, the BO releases the PR. In 2014 the Biomedical Equipment Section released 172
purchase requests in GFEBS totaling $123,633.29.

(d) Command Maintenance Program: On a monthly basis, the USAMRMC maintenance activities
report work order completion percentages to the Bio-Medical Equipment Section. These reports
included work order completion percentages for preventive maintenance, inspections, calibrations,
and scheduled parts replacement on their medical equipment. This information comes from the
DMLSS Maintenance Management Report. The report is reviewed, tracked, and updated on a
monthly basis. The report also allows ODCSLOG and the Bio-Medical Equipment Maintenance
SME to analyze the Command’s trends or problem areas that may require assistance or corrective
action.
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Figure 1 FY14 USAMRMC Maintenance Statistics
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Figure one provides an average of medical maintenance performance statistics throughout the fiscal year. Overall,
USAMRMC maintenance performance has increased over previous years however, because of a change in the way
scheduled services were documented by USAMRIID, averages were not as high as expected.

Figure 2 FY14 USAMRMC Scheduled Service Performance by Command
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Figure two shows scheduled service completion percentages by command. The MEDCOM performance standard
for scheduled services is 97%. Activities shown in red were unsuccessful in obtaining the MEDCOM standard for
the following reasons: AFMES has been experiencing connectivity issues with the DMLSS system and has been
unable to update work order status. The DMLSS system End of Period (EOP) processing ran early in June 2014,
directly affecting USAARL and USARIEMs ability to process completed work. Scheduled service work orders
remaining open for contractor support and the early EOP processing were the main reasons for USAMRICD not
meeting standards. Several factors contributed to USAMRIID not reaching the minimum performance levels
prescribed by MEDCOM. First, early EOP processing in June; next DMLSS end of year processing on 25
September 2014 and finally contractor completion of scheduled services. Many factors contributed to WRAIR not
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meeting the standard. These included a TDY to Kenya was postponed in October 2013, leaving 350 scheduled
service work orders open; the closure of the maintenance activity for several days due to severe weather conditions
in December 2013, and the DMLSS End of Year processing schedule.

(e) Medical Materiel Quality Control (MMQC) Messages: When MMQC messages are received, they are
immediately reviewed by the Bio-Medical Maintenance section to determine if the subject equipment
item is in the USAMRMC inventory. This is accomplished by accessing each DMLSS server within
USAMRMC and searching the equipment database for the particular item. If the equipment item is
located, an email message is sent to the maintenance manager of the activity with a copy of the MMQC
message, the equipment record, and a suspense date for an action taken response. This information is
then logged into the MMQC Message Tracking File. If a response is not received within the allotted
timeframe, reminder messages are sent to the activity. Two hundred forty one MMQC messages were
researched during 2014. This process ensures USAMRMC maintenance activities are aware of
potential equipment related hazards and the safety of equipment operators.

B. Equipment Management Division
(1) The Equipment Management Division serves as the lead agent for HQ, USAMRMC for the Army’s

Campaign on Property Accountability, ensuring property accountability and supply discipline, are IAW AR 710-2, AR
710-2-1, and AR 735-5. HQ, USAMRMC property book is valued at $12M with 6,355 items. The Equipment
Management Division consistently managed and maintained oversight, conducted training, provided guidance and
mentorship to 14 subordinate command property books, with a combined property book value of $422M and 78K
items (see Figure 3). In FY14, 44 inventories were conducted semi-annually throughout HQ, USAMRMC using
Hand-Held Technology (HHT) IAW AR 735-2 and DODI 5000.64, 6.1.1. Also, six (6) items were laterally transferred
throughout USAMRMC, valued at $92K. In FY14, over $1.6M of excess equipment was turned-in to Defense
Logistics Agency Disposition Services (DLA — DS) in support of EXORD 259-10, Campaign on Property
Accountability.
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Figure 3 FY14 Property Listings

: demli’f'i‘itation Activity |DODAAC | Property Book Officer|  PB Value Eg:ic‘;':‘::t
Code (UIC)
W03JAA _ [HQ, USAMRMC| W23RYX | [{SHESHI | $12.923.305.28 6355
WO03K06 AFMES wseDNJ | SN | $23.154.798.00 4301
WDCYAA 6"mmc | woours | [N | s1410.774.47 428
W03J22 DcoE w56SQA | LCOR [ENEEII | s3.859.345.98 2230
WO3YAA UsAARL _ [w31BMs8 | (NI | $30.981.106.92 | 4483
WO03SAA usAaisR __ [w4svw3| [N | $30.900.611.02 8106
WO5JAA usaMmA [ wsoDLM | (NI | $19.102.641.14 3930
W4QFAA usammDA | weoeYH | (SN $2,539,807.76 1037
W4PZAA usamrAA |waixwH|  [ESIIEGEGE $1,218,941.48 1381
W4D7AA USAMRICD | w23MEX | [N | $42.293.532.07 6422
WAGPAA USAMRID _[w23MYC | [SHESII | $95.253437.74 11604
WO3WAA USAREM | WsINLC | [ $21,233,539.80 3326
W4D705 USACEHR |w23MwWK| [EIEEIII | $6.221.683.32 852
WO3KAA WRAIR w7amvF | [EIECI | $74.961.439.54 13052
AFRIMS/

W2DRAA Thailand w2DR01 | SSG SIS | $24.060.788.11 5707
WOCCAA USAMMC-E | WKAFSE | [SECII_ | 11.183.495.35 3907
WER1AA usammc-K [we120U | [EHEGHIE | $2.941.037.56 1325

TOTAL: $422,240,285.54 78446
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(2) OIPs/SAVs:
(a) OlIPs. The Equipment Management Division performed two (2) OIP inspections at USAMRICD, May
2014 and USAMMDA, July 2014. Detailed reports describing the findings and specific
recommendation to address the findings were provided to each of the commands in accordance
with USAMRMC Regulation 1-201. These inspections resulted in an improved understanding of
regulatory guidelines and adherence to written policies and procedures by the equipment
management staff
SAVs. The Equipment Management Division performed three (3) SAV visits at AFRIMS, November
2013 and February 2014, and USAMMDA January 2014. The focus of these SAVs was to provide
DMLSS training on the Equipment Management module. In addition to the SAVs, the Equipment
Division assisted the WRAIR property management staff in preparing for a MEDCOM Command
Logistics Review Team inspection, which resulted in no findings.

(3) Item Unique ldentification (IUID). USAMRMC, surpassed the MEDCOM IUID standard of 95% to 98%
in FY14. This achievement was a slow start but the trend remained consistent and positive for each
quarter (see Figures 4 and 5 below).

(b)

Figure 4 [UID Statistics for 1°' Quarter FY14

MRMC
1st QTR FY14

Records With
UII/IVID Assigned

Records Requiring
a Ull/Ivip

Records Requiring
User Update

Equipment
Requiring Labels

Equipment Physically| Percent of Equipment

Labeled
(CALCULATED FIELD)

Physically Labeled
(CALCULATED FIELD)

HQ USAMRMC

575

577

2

575

AFMES

548

559

11

548

USAMRIID

2283

2301

18

2283

USAARL

458

481

23

458

USAISR

1334

1334

0

1324

USAMMA

0

506

506

0

USAMMDA

72

74

2

70

USAMRAA

42

44

2

40

USAMRICD

956

968

12

956

USARIEM

446

481

35

172

USACEHR

147

148

1

147

WRAIR

1716

2091

375

1716

USAMMC-E

445

457

12

445

USAMMC-K

125

125

0

125

AFRIMS

90

883

793

88

6TH MLMC

86

86

0

86

Total

9323

11115

1792

9033

81%

3-9



Figure 5 IUID Statistics for 4™ Quarter FY14

R Per(_:ent of
MRMC Records With ReRc?Sic:irr?gsa Reqr\:ﬁfiz;dfjser quipment Physically Labeled Physi?:::ﬁ/r?_zr:eled
4th QTR FY 14 [UI/IVID Assigned UIUID Update Requiring Labels | (CALCULATED (CALCULATED
FIELD)
FIELD)

HQ USAMRMC 840 840 0 0 840
DCOE 30 43 13 13 30

AFMES 543 543 0 0 543
USAMRIID 2082 2099 17 17 2082
USAARL 663 633 0 0 633
USAISR 1655 1658 3 3 1655
USAMMA 529 529 0 0 529
USAMMDA 77 78 0 0 78

USAMRAA 37 37 0 0 37

USAMRICD 1516 1531 15 185 1346
USARIEM 486 492 6 0 492
USACEHR 167 170 3 1 169
WRAIR 2167 2170 3 1 2169
USAMMC-E 4083 461 0 1 460
USAMMC-K 133 133 0 0 133
AFRIMS 887 887 0 0 887

Total 15895 12304 60 221 12083 98%

(4) The current EXORD 259-10, Campaign on Property Accountability, is a comprehensive approach in
which the objective is an enduring campaign to achieve and sustain accountability for all property. The
campaign addressed re-establishing a culture of supply discipline and property accountability by
accounting for supplies, materiel, equipment, and reintegrating excess equipment into the supply
system to enhance overall readiness. The objective was to provide renewed vigor to the CSDP within
USAMRMC. The ODCSLOG reinforced property accountability at all subordinate command levels by
conducting training to Leaders/Directors, Primary Hand Receipt Holders (PHRH), and Sub Hand
Receipt Holders (SHRH) such as, FLIPL processes with legal, DMLSS reconciliation, and Managing
Medical Equipment. In FY14, ODCSLOG turned-in 745 items to DLA-DS, valued at $1,636,799.95.

(5) Property accountability and GPC training was provided to all subordinate commands via the classroom
setting, and one-on-one. A total of 28 hand receipt holders and ten (10) GPC holders were trained in
FY14. The training consisted of basic knowledge of policies and procedures, DMLSS applications, and
regulatory guidance to newly appointed GPC holders.

(6) The ODCSLOG maintained the GPC accounts for HQ, USAMRMC. The ODCSLOG staff completed
172 purchases of supplies and equipment valued at $123,633.29. In addition, the total number of
rebates received from the US Bank was valued at $1,689.10.

C. FTEMD:

1)

()

In FY14, the FTEMD developed, inspected, recommended, and oversaw the implementation of

Command policies, procedures, and initiatives in all areas of facility planning, engineering, acquisition,
transformation, and management.

Management of Real Property Assets. The FTEMD staff maintained oversight of more than 4M square

feet of facilities assigned to the USAMRMC units worldwide. The maintenance endeavors included
successful command oversight of sustainment, repair project implementation, operations and
maintenance programming and facility staff management of these diverse and unique facility assets.
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These facilities included a vast array of state-of-the-art unique medical research labs, vivarium’s,
general warehouses, leased office spaces, administrative buildings, utilities, forensic labs, industrial
waste water buildings, medical warehouses, and mission specific simulators. Figure 6 below provides
a list of the facility square footage for USAMRMC.

Figure 6 FY14 USAMRMC INVENTORY OF FACILITIES

DHP IMCOM RDTE
Number Number Total Total
Subordinate Subordinate of Total Square | Number of | Total Square of Square Square
Unit Component buildings Footage buildings Footage buildings Footage Footage |
USAMMC-K 11 104,977 104,977
USAMMC-E 39 847,837 847,837
MRMC-HQ 7 102,255 102,255
TATRC 5 45,662 45,662
CDMRP 19,303 19,303
USAARL 5 195,043 4,240 199,283
USARIEM 2 82,473 82,473
USAMRIID 9 587,383 31,205 618,588
USAMRICD 4 171,808 10 36,933 208,741
USACEHR 1 44,638 1 2,137 46,775
USAISR 4 354,701 354,701
WRAIR 5 640,552 640,552
AFRIMS 11 164,121 164,121
KENYA 21 91,476 91,476
USAMRAA 60,124 60,124
USAMMA 126,422 126,422
USAMMDA 17,214 17,214
NMHM 2 87,619 87,619
AFMES 117,000 117,000
TOTAL
FACILITIES 38 2,326,879 90 1,352,647 32 255,597 3,935,123
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(3) Funded Facility Construction Projects. In FY14, there were four (4) active Military Construction
(MILCON) facility construction projects totaling 1,356,700 square feet; valued at $881,459 that were in
progress. These projects included the recapitalization of the USAMRICD facility, the recapitalization of
the USAMRIID facility and the USARIEM medical warehouse facility (see Figure 7). The FTEMD is still
developing a construction project for the USARIEM Pikes Peak Laboratory of 3,000 square feet with
an approved funding amount of $3.6M. The FTEMD also successfully acquired funds of $2.0M in the
Unspecified Minor MILCON program for the AFMES warehouse addition with a programmed amount
of 6,200 square feet (see Figure 7).

Figure 7 USAMRMC FACILITIES UNDER CONSTRUCTION OR DESIGN

- Estimated
Activity Project Title s':::'('g‘lé) cﬁ;’t"(;‘:() Completion Location
Date
USAMRIID Recapitalization 835,000 $597,752 2018 Fort Detrick, MD
e Aberdeen Proving
USAMRICD Recapitalization 509,800 $279,800 2015 Grounds, MD
Soldier System
USARIEM Medical Warehouse 5,700 $1,907 2014 Command -
Natick, MA
AFMES Medical Warehouse 6,200 $2,000 2014 D°‘E’Be’ Air Force
ase, DE
TOTAL | 1,356,700 | $881,459

(4) Future Facility Construction Projects. The FTEMD continuously plans and programs in the Program
Objective Memorandum (POM) construction projects for future funding. There are nine (9) projects
estimated at 752,393 square feet and $499M of future medical funded MILCON projects or lab
revitalization projects being actively pursued (see Figure 8). There are two (2) projects estimated at
179,908 square feet and $80M of future Army funded Military Construction Army (MCA) projects
actively being pursued (see Figure 9).
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Figure 8 FUTURE USAMRMC MEDICAL MILCON FACILITY CONSTRUCTION PROJECTS

Program New
Amount Footprint

Project Title DD1391 ($000)K Scope (SF) Program
WRAIR 511 Addition 87025 $4,000 5,300 Lab Revit
USARIEM 42 Addition 86440 $4,000 8,393 Lab Revit

Pikes Peak High Altitude Laboratory MED
Replacement 91639 $3,000 1,500 MILCON

WRAIR Decompression Medical Laboratory MED
Facility 77247 $170,000 165,000 MILCON

USARIEM Research Institute Recapitalization 61837 | $121,198 | 110,200 MED
’ ’ MILCON

WRAIR Pilot Bioproduction Facility 65727 $50,000 42,000 o
P : ’ MILCON

AFRIMS Recapitalization 62130 $90,000 | 190,000 MED
’ ’ MILCON

WRAIR Clinical Trials Center Buildin 77250 $7,700 10,000 MED
g ’ ’ MILCON

USAARL Medical Research Laboratory MED
Recapitalization and Renewal 72386 $50,000 220,000 MILCON

TOTAL | $499,898 752,393
Figure 9 FUTURE USAMRMC ARMY MILCON FACILITY CONSTRUCTION PROJECTS
Program New

USAMRMC Amount Footprint
Priority Project Title DD1391 ($000)K Scope (SF)

1 USAMRAA 55839 $20,000 65,000

5 US Army Researcc::h Support Operations 55840 $60,000 114,908

enter
TOTAL | $80,000 179,908

(5) The FTEMD provides subject matter expertise and strategic advice to USAMRMC and subordinate
commands on facility programs to include life-cycle management, repair, restoration and renewal,
transformation planning and coordination, space utilization management program, facility systems
and training, and other associated support programs.
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(6) Design Reviews. The FTEMD staff performed multi-discipline design reviews. These reviews useda
teaming approach that effectively identified numerous issues that required redesign and clarification in
order to meet the requirements of the Army and the users. The following significant projects were
reviewed by the FTEMD staff:

(8 WRAIR Bldg 503 South and East Wing Flood Damage Repairs

(b) WRAIR Bldg 503 Repair Fire Control Panel and Addressable System
(c) WRAIR Bldg 503 Waterproofing Repairs

(d) WRAIR Campus Boiler Repairs

(e) WRAIR Provide Ventilation to Generators and Conduct Power Study
(H WRAIR Repair Campus Base Automation System

() WRAIR Bldg 501 Repair Roof and Air Handler Units

(h) WRAIR Bldg 511 Repair Cagewash and Heating, Ventilation, and Air Conditioning
() WRAIR Bldg 503 Combustion Air Unit Repairs

() WRAIR Bldg 503 Repair Freezer Farm

(k) WRAIR Bldg 503 Repair Bio-Safety Level (BSL) 3 Lab3N50

()  NMHM Bldg 178 Renewal

(m) NMHM Bldg 178 Repair Generator

(n) USARIEM Construct Medical Warehouse

(o) USARIEM Bldg 42 Mechanical

(p) USACEHR Bldg 568 Vivarium Repairs

(q) USACEHR Bldg 568 Second Floor Laboratory Repairs

(Y USACEHR Bldg 568 Construct Elevator

(s) USAMRIID Bldg 1425 Repair Breathing and Mechanical Air Systems
() USAMRIID Bldg 1425 Repair Air Handler Units

(u) USAMRIID Bldg 1425 Repair BSL-4 Lab AA5

(v) USAMRICD Bldg E2909 Miscellaneous Repairs

(w) AFMES Bldg 115 Miscellaneous Repairs

(xX) AFMES Bldg 115 Warehouse Addition

(7) Engineering Studies, Regulation, Policies and Reports. The staff directed, participated in, and reviewed
the following studies, policies, reports and projects:

() USAMMC-E Relocation Planning

(b) Maher Memorial High Altitude Laboratory, Pikes Peak, CO Design Charrette
(c) AFMES Bldg 115 HVAC Engineering Study

(d) USAMRIID Bldg 1425 Reuse Study
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(8)

(9)

(e) WRAIR Bldg 501 Facility Survey

() USAMRAA MILCON Planning

(9) NMHM Bldg 2500 HVAC Study

(h) NMHM Bldg 178 Waterproofing Study
(i) NMHM Bldg 178 Generator Sizing Study
() MEDCOM RMC/MTF OIP Checklist

Construction Management. The FTEMD participated and was instrumentalin providing valuable input to
construction management meetings for USAMRMC MILCON, and the Major Repair and Renewal (MRR)
projects to ensure the user and Command’s needs were addressed. The FTEMD participated in the
construction meetings for the following significant projects:

(@) USAMRICD Replacement Facility, Aberdeen Proving Grounds, MD

(b) USAMRIID Replacement Facility, Fort Detrick, MD

(c) USAMRIID Steam Sterilization Plant (SSP), Fort Detrick, MD

(d) USARIEM Planning for the Maher Memorial High Altitude Laboratory, Pikes Peak, CO

(e) Senior Executive Review Boards between Commanding General and Corps of Engineers
leadership on recently completed facilities such as the SSP, AFMES and NMHM.

Operations & Maintenance (O&M). In FY14, the FTEMD continued to corporately align maintenance
activities to follow recommendations from a comprehensive maintenance study completed in late FY10.
The FTEMD expended over $14M in O&M funding to USAMRMC medical labs analyzed by this study.
These funds were used for a combination of in-house maintenance operations and contract maintenance
operations. An annual FTEMD centralized O&M contract was awarded which included support for
WRAIR, USACEHR, TATRC, USAARL, AFMES, NMHM, and the US Navy Medical Research Lab — Fort
Detrick, MD. USAMRIID continued to use both in-house staff and contracted O&M support. USAMRMC
attained partial possession of the new USAMRICD and awarded an O&M contract that supported the
existing USAMRICD facilities and the partial acceptance area of the new facility. USAISR/BHT continued
to rely on support provided by the Brooks Army Medical Center central maintenance contract. USARIEM
continued to use a stand-alone maintenance contract.

(10) Space Utilization Management. The FTEMD developed a secure, online, quarterly reporting process for

tracking space utilization inventory data, providing ease of accessibility to customers. Additionally, a
webpage was designed and published on the USAMRMC intranet site as a resource for HQ, USAMRMC
and subordinate commands located at Fort Detrick. This webpage provides access to a full range of
space related regulatory guidance, templates and forms (https://usamrmc-
ext.amedd.army.mil/SUM/index.cfm). The FTEMD coordinated space validation processes for inclusion
in the Manpower Program Budget Advisory Council review to ensure space is available and planned for
prior to hiring actions. In 2014 conceptual space planning diagrams were generated by the FTEMD to
support a comprehensive on-post relocation project for USAMRAA, diagrams were also provided as a
bid package tool. Ultimately, the move will allow Fort Detrick US Army Garrison (USAG) to dispose of
WWII failing wooden structures, as well as trailer structures, and provide site space to move forward with
master planning projects. Regular, collaborative, joint space meetings continued with Fort Detrick,
USAG, to address space issues which needed prompt and ongoing coordination with USAG. The
FTEMD collaborated with USAG in compiling and publishing a shared conference room online resource
listing, saving the Government valuable time and funds. The FTEMD continued to be active providing
services and support to determine space utilization needs, transition space requirements, and planning
for HQ, USAMRMC and subordinate commands located at Fort Detrick.
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(11) In FY14, the FTEMD participated in the US Army, MEDCOM, and USAMRMC directed initiatives and
inspections which included:

(@) GFEBS implementation and training of power users
(b) OIP of USAMRICD and USAMMDA

(c) DMLSS Facility Module training

(d) SAV for AFRIMS and Georgia Medical Laboratory
(e) Builder Facility Assessment Deployment

(f) Defense Health Agency (DHA) reorganization

(12) The FTEMD represented the Command in various forums involving multi-organization and/or tri-service
meetings such as the Fort Detrick Integrated Coordinating Committee, Installation Real Property
Planning Boards, transformation meetings, project team meetings, MEDCOM Facilities Board of
Directors, MEDCOM Support Team Project Line Item Reviews, Contract Advisory Committee, facility
contract source selection boards, Army Corps of Engineers/Health Facility Planning Agency MILCON
meetings, and DHA meetings.

(13) The FTEMD managed the Defense Health Program (DHP) Facility Funds for all DHP supported facilities
for Sustainment Restoration and Modernization (SRM). The FTEMD also coordinated and directed the
preparation of programming documents for input to the MILCON Program and provided corporate input
to the POM process. The FTEMD was also successful in procuring a stand-alone USAMRMC regional
facility SRM Multiple Award Task Order Contract through Mobile Corps of Engineers.

(14) Funds Execution. The FTEMD awarded approximately $24.3M in SRM project contracts in FY14.
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The funding types used for facility expenditures included DHP, O&M Army, Research Development and
Technology P6 funds, and Initial Oulffitting and Transition funds. The following figures show the facility
contracts awarded during FY14. Figure 10 lists the 12 contracts/task orders funded with a value over $500K
and Figure 11 lists the 31 contracts funded with a contract/task order value under $500K.

Figure 10 FY14 USAMRMC FUNDED FACILITY CONTRACTS EXCEEDING $500K

PROJECT | ACTIVITY DMLSS# PROJECT COST ($K)
1 USAMRAA 14MRHQO039 | USAMRAA Bldg 1504 Renovations 511.00
E2909 Relocate Pulmonary Mechanics,
2 USAMRICD 14RICDO001 €2909 tem/sem room mod, 2401 xray 719.74
imaging, dry sprinkler n2 generation
3 NMHM 12MRHQO001 | Bldg 178 Back-Up Power Repairs 781.31
4 USAMRIID 14RIID003 Bldg 1425, Suite AA-5, BSL-4 Lab Repairs 971.70
5 USAISR 12RISR005 gl;:lga?riﬁ Fire Alarm and Mass Notification 1127 59
6 WRAIR 13WRAI042 | 503 South Wing Flood Repairs 1132.99
7 HQ,MRMC NA Command Wide Demand Maintenance 3,500.00
8 WRAIR 14WRAI002 | 503 Repair BSL3 Lab 3N50 1219.97
9 WRAIR 11WRAIO010 | 503 Back-up Power Repairs 1676.35
10 USAMMC-E 14USAMCEOQO Preparg KAD facilities for USAMMC-E 2739 80
1 Relocation
11 WRAIR 12WRAI003 | 503 Reheat Coils 3101.90
12 WRAIR 11WRAIO003 | 503 and 501 BAS Repairs 6861.94
TOTAL 24,344.30
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Figure 11 FY14 USAMRMC FUNDED FACILITY CONTRACTS BELOW $500K

PROJECT ACTIVITY DMLSS# PROJECT COST ($K)
1 USAMMC-K 14USMKO058 | Bldg 710 Install Faucet 0.07
2 USAMMC-K 13USMKO021 Bldg 734 Paint & Caulking 0.45
3 USAMMC-K 13USMKO020 | Bldg 710 Relocate AC Units 0.50
4 USAMMC-K 13USMKO013 | Bldg 710 Generator Shed 1.99
5 USAMMC-K 13USMKO031 Bldg 710 Hallway Painting 3.00
6 USAMMC-K 14USMKO076 | 711 Repair Optical Lab Fume Hoods 3.50
7 USAMMC-K 13USMKO006 | Multiple Buildings Heaters 4.50
8 NMHM na 178 Electrical Engineer Generator Sizing 6.00
9 NMHM na 178 Waterproofing Assessment 6.00
10 USAMMC-K 14USMKO046 | Bldg 710 Kitchen Hoods 6.60

Bldg 710 Install 6 lights under roof and
11 USAMMC-K 13USMKO017 | install guard rail and cement pad behind 7.00

building
12 Hl?slxlgyl-? R& 12MRHQO004 | 568 Gas Service Supply Line Repairs 10.37
13 USAMMC-K | 14USMKO77 oRr‘f”gSi‘l’;r%e%%”t Stairs next to O2 cage 11.69
14 NMHM na NMHM HVAC Survey 15.00
15 WRAIR na 511 Steam Line Jumper 18.00
16 USAMMC-K 14USMKO053 | Bldg 709 Grating 19.27
17 AFMES 14AFMEO03 | Bldg 115 Stair Tread Repairs 19.54
18 WRAIR na gf(ggfus Boiler Commissioning Purchase 19.79
19 USAMRIID na ABM SSP VESSEL CERTIFICATION 24.00
20 WRAIR 13WRAI044 503 Mechanical room heater repairs 26.33
21 AFMES na Canopy Repairs 35.47
22 USAISR 14RISR0011 [B)'i‘;g signos'?rs"t ;n?“é;jg;epgfp for 61.68
23 AFMES 13AFMEO18 glt?r?p: ;fsf)f\”e’ Room Dry Fire 69.14
25 USARIEM na USARIEM Pikes Peak MILCON NEPA 105.00
26 WRAIR 14WRAI003 | 503 Renovation of Lab Space 207.10
27 USAMMC-K 13USMKO014 | 709 Install back-up generators 251.89
28 USAISR 13RISR0028 | BIdg 3611 Repair Doors and Hardware 274.15
29 USAARL | fi’fgfggggz& gﬁglﬁepii'g §.°é’9“<§’ 1p|E§thaauu/§Ea/‘\nd

Compliant Signage 313.77
30 AFMES 14AFME001 Elgsa:rl 5 Glasswash and Bathroom 240 57

TOTAL 1864.39
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(15) OIPs. The MRMC assisted MEDCOM G9 with the development of two (2) comprehensive OIP checklist
to ensure that all MEDCOM facilities and regions facility programs were consistently inspected the same.

(16) In FY14, the FTEMD was inspected by the MEDCOM G9 Facilities and received a perfect score without
any negative findings for the six (6) categories comprised of OIPs of subordinate commands; O&M;
Requirements & Projects; Real Property & Space Utilization; Life Safety Code Compliance; and
Financial Management. Figure 12 shows the summary of results.

Figure 12 USAMRMC FTEMD OIP SUMMARY OF RESULTS

Inspection Results

OVERALL

STAFF INSPECTOR FOCUS RATING

A

OIP of Subordinate Activities

Operations & Maintenance (O&M)

Requirements & Projects
G-9 Facilities

Real Property & Space Utilization

Life Safety Code (LSC) Compliance

Financial Management

(17) Staff Training. The FTEMD staff completed all required Army training as directed. The staff has also
completed training to retain their various Acquisition Work Force credentials. Examples of the FTEMD
staff training include:

(a)
(b)
(c)
(d)
(e)
(f)
(9)
(h)
(i)
0)
(k)
0]

Facility Engineering 301 — DAU

Miscellaneous DAU training development courses

National Facility Technology and Management Conference Course Curriculum
DMLSS-FM Training

Mobile Corps of Engineers Contract Officer Representative Training
US Army Contract Officer Representative Training

Miscellaneous Civilian Service Training

Intermediate Medical Acquisition Course Training

OIP Training

Energy Star Database Training

Builder Facility Survey Database Training

NeoCon East "New Space Solutions", Space Management Curriculum
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(18) Data Call Submissions. The FTEMD staff completed all requests for data tasks within the specified time
constraints. A sampling of FY14 completed tasks are provided in Figure 13.

Figure 13 FY14 TASKERS COMPLETED BY THE FTEMD

Number Organization Title
Internal MCMR-LM PN 55839 Due-outs
1311061 MCMR-PPA POM 16-20 DHP O&M Requirements
Internal MCMR-LM Review MEDCOM Pamphlet 40-18
Internal MCMR LM Updates on facility loss at WRAIR
Internal MCMR-LM | MEDCOM OIP Inspection of HQ,USAMRMC
1312041 MCMR-PPA FY16-20 DHP O&M Issue Nominations
MILCON review within last 5 years. Note any RDTE projects in PB for FY 15
1403086 MCMR-LM | o in POM for FY 16-FY20
1403078 MCMR-LM Information paper on the current status of the AFRIMS Facility
1404040 MCMR-LM Construction Activity Update
Intern25al MCMR-LM Deyg_lop information paper about differences between the Army/DHA/TMA
facilities sustainment
1404095 MCMR-OP Identify building manager for building manager forum
1404092 MCMR-LM Space Utilization Inventory
1404089 MCMR-LM MRMC FY15 Facility Initial Outfitting and Transition Fund Data call
1403079 MCMR-LM é:ié-?lil:yaciﬁc Trip-Determine Recapitalization Courses of Action for AFRIMS
1404143 MCMR-RT USAMRMC Infrastructure list
1406058 MCMR-LM Space Request Form for Bldg 1520
1405028 MCMR-RTM Review of CBDP Infrastructure Implementation Plan
1408112 MCMR-LM Space Utilization Inventory
1404074 MCMR-LM FY15-18 MRR Program
1409034 MCMR-LM FY2021 MILCON Program Development
Internal MCMR-LM NHMH Bldg 178 water issues
1409111 MCMR-SGS CG Trip book for USAMMA
1409112 MCMR-SGS CG Trip book for WRAIR/DCoE
Internal MCMR-LM FY14 Projects over $500K
Internal MCMR-LM Natick program for design review
1410046 MCMR-SGS CG Prep for USAMRIID
1410144 MCMR-SGS CG Prep for USAISR
Internal MCMR-IT BIA Review
1410047 MCMR-LM CG Prep for USAMRICD visit
1410145 MCMR-SGS CG Prep for AFMES visit
1410146 MCMR-LM CG Prep for USACEHR
Internal MCMR-LM Prepare for Balance Score Card Brief
1410147 MCMR-SGS CG Prep for USAARL
1410048 MCMR-SGS CG Prep for USAMMC-K, AFRIMS
Internal MCMR-LM MILCON IPT
Review Submit concurrence/non-concurrence with OPORD 15-XX
1412023 MCMR-LM Mandatory Data Management in DMLSS
1412021 MCMR-PPA FY17-21 DHP O&M Issue Nominations
1404092 MCMR-LM Space Utilization Inventory
1404146 MCMR-LM Request for Updates for Conference Room Roster
1412093 MCMR-LM Space Management Information (HQ MRMC)
1412094 MCMR-LM Space Management Information (Ft Detrick Subordinate Units)
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D. Acquisition and Logistics Program Management Division:

@

)

®3)

(4)

(5)

(6)

WAWF-R&A Program: As the Army Site Lead, the MEDCOM GAM, and USAMRMC's Program
Manager for the WAWF-RA Program, the Division is preparing the Command WAWF-RA program
for an Army Audit by reviewing over 1,100 customer profiles and supporting documentation
required for system access. The Division coordinated and conducted an internal command audit of
over 1,100 user profiles that achieved 100% successful rate during the inspection of WAWF-RA
accounts. Our aggressive business processes resulted in USAMRMC paying only $51K of interest
penalties out of $275M disbursed. With effective planning, communication and coordination,
training was provided to over 410 financial, contracting and logistics managers, GAMs, Contracting
Officer Representatives and GPC holders in support of the Command integrated mission
requirements. The Division was able to save the Command over $600K by centralizing the required
training at Fort Detrick.

DMLSS Program: The Supply System Analyst (SA) serves as the single point of contact between
the Regional Medical Command and the subordinate commands regarding issues pertaining to
medical logistics systems such as the DMLSS and GFEBS Systems. The SA successfully
coordinated with the Joint Medical Logistics Functional Development Center and DMLSS Senior
Service Representative in deploying DMLSS build 3.1.2.0.893.893, 3.1.2.0.893.895, 3.1.2.0.894,
3.1.2.0.893.896, and 3.1.2.0.893.897 to all DMLSS clients/servers. He also created and distributed
five (5) DMLSS guides/workbooks to include a SA SOP throughout USAMRMC.

Standardization Program: q was appointed as the Command Senior Logistician to
createand establish the Command Standardization Committee and program that will oversee and
manage the Command GPC, medical supply and equipment standardization purchases. Currently,
the committee is in the process of finalizing a charter and working closely with the Defense Medical
Material Program Office to synchronize and leverage medical logistics capabilities in support of the
Military Health Systems.

GPC Program: In support of the OTSG'’s operations order 14-88 (Increase Visibility of Medical
Treatment Facility Purchases with the Government Purchase Card), the division was able to identify
and reduce the Command GPCs from 185 to 170. While assisting USAMRIID, USAMRICD and
WRAIR in converting their GPC purchases to the electronic catalogue (ECAT), ODCSLOG was
able to identify a potential savings of $2.6M.

USAMRMC Information Management & Information Technology (IM/IT) Management Review and
Advisory Council (MRAC): As a member of the Command’s newly established MRAC, the Division
assisted in the development of the first charter and reviewed over 30 software applications. The
Division assisted in establishing the designated membership, duties and responsibilities for the
USAMRMC IM/IT Executive Governance Board, MRAC, and the Technical Review and Advisory
Board.

Budget/Table of Distribution and Allowances (TDA)/Support Agreements/ Taskers: As
ODCSLOG’s Budget Officer, the Acquisition and Logistics Division effectively managed and
executed ODCSLOG FY14 $2.1M Army RDT&E operational budget. The Division provided
oversight of ODCSLOG's two (2) GPC holders with expenditures in excess of $35K. As an
Approving Official for the Defense Travel System, the Director reviewed and certified 65% of
ODCSLOG's travel requests and vouchers. The Personnel Strength Management System was
updated and the Activity Base Costing report was prepared and submitted for FY14. As the
custodian of ODCSLOGs TDA, the Division established and submitted requirements for the FY15
TDA. The Division also prepared, consolidated, and submitted all required ODCSLOG documents
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for the MEDCOM Manpower Study and reviewed and approved over 20 Support Agreements and
service contracts for USAMRMC. The Division also reviewed and completed over 35 external and
internal taskers.

(7) Management Internal Control/Acquisition: Working closely with the other director’s, the Acquisition
and Logistics Division completed the FY14 Army Management Internal Control assessments of the
following areas within ODCSLOG: Property Management, GPCs, Equipment Medical Maintenance,
Material Management, and Facility Engineering.

(8) Contracts: The Acquisition and Logistics Division is responsible for overseeing the management,
execution, and renewal of ODCSLOGs $50K snow removal contract, $10K in automation
equipment purchase and $8K in Test, Measurement, and Diagnostic Equipment calibration support
agreement. This oversight led to the sidewalks being cleaned and the safety of ODCSLOG
employees, strict life cycle management for automation equipment and proper calibration of the
Command’s medical equipment.

(9) OIPs: The Division provided two SME and inspectors during the OIPs at USAMRICD, WRAIR, and
USAMMDA. In preparation for the Federal Information System Controls Audit Manual inspection,
the Division reviewed all WAWF-RA and DMLSS user profiles and business processes to ensure
regulatory compliance.

(10) Training: The Division Chief received his Level Ill in Facility Engineering. [[SJJJi§J] attended and
completed the following courses: the Medical Logistics Systems Management Course, Writing
Skills (HBS 444), Purchase Card Online System (CLG 005), DoD Government Purchase Card
(CLG 001), GFEBS Overview (L101E), Integrated Process Overview (L201E), and Navigation
and Reports (L303E).

The point of contact forthis report is [N = 0> NN - NG

COL, MS
Deputy Chief of Staff for Logistics
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G8 — Deputy Chief of Staff for Resource Management



General

A.
B.

Mission

A.

pcsrw, LT (RS-

Staff. Two Army Officers, 18 Department of the Army civilians, and two support contractor personnel.
The office consisted of the DCSRM, LTCE, and her administrative personnel, Financial
Reporting, Manpower and Management, and Budget divisions. The Chief, Financial Reporting, was

; Chief, Management and Manpower, Vacant; and Budget Officer, CPT [{SJjig}]

Operational manager of USAMRMC'’s fiscal and manpower resources and related business practices.
The DCSRM represents the Commanding General (CG) in exercising directional authority over the
management and control of total USAMRMC resources.

Provides executive-level insight, guidance, assistance, and direction for financial management issues.

Serves as the Command’s integration hub, providing the resource management system and
framework for sound and timely business and program decisions.

Directs and supervises the Headquarters (HQ) resource management support functions, consisting of
manpower documentation, USAMRMC support agreements, Activity-Based Costing (ABC), and
Defense Travel System.

Responsible for issuing funds, recommending fiscal policy, monitoring execution of all USAMRMC
funds, and preparing fund utilization reports.

Responsible for assisting with and reviewing financial information for the Defense Business
Certification (DBC) process for all business systems in USAMRMC.

Provides the HQ staff with technical advice on budget cycle and execution matters, budget analysis,
and obligation and disbursement rate performance.

Principal staff advisor to the CG on all fiscal matters.

Reports to the Chief of Staff.

Focus Areas.

A.

Office of the DCSRM:
1) Executes Department of Defense fiscal policies based on regulation, guidance, and law.

2) Principal advisor to CG on all fiscal matters.

3) Directs and supervises the development of Command fiscal and manpower policies.

4) Coordinates resource management matters with the US Army Medical Command (USAMEDCOM),
Office of The Surgeon General (OTSG), Office of the Assistant Secretary of Defense for Health
Affairs (OASD(HA)), and the Office of the Assistant Secretary of the Army for Acquisition, Logistics,
and Technology (OASA(ALT)).

5) Serves as the Executive Secretary of the Manpower Program Budget Advisory Council and
Chairperson of the Manpower Working Program Budget Advisory Council.
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B. Financial Management and Reporting Division:

1)

2)
3)
4)

5)

6)

7)

8)

Interprets financial guidance on statutory policy and regulatory issues. Develops Command
policies, procedures, and guidance for fiscal support services.

Plans and manages the execution of financial and manpower resources.

Recommends Command budget execution business practices.

Interfaces with USAMEDCOM, OTSG, OASD(HA), OASA(ALT), the HQ staff, and subordinate
commands on fiscal/financial policy.

Responsible for assisting with and reviewing financial information for the Defense Business
Certification (DBC) process for all business systems in USAMRMC.

General Fund Enterprise Business System (GFEBS) — Responsible for assisting USAMRMC HQ
and subordinate units with GFEBS system issues and day-to-day work processes (help desk type
support for HQ and all subordinate as required). Coordinate as necessary with USAMEDCOM and
GFEBS Program Manager (PM) to resolve issues and/or get additional direction in order to achieve
Army objectives as they relate to medical RDT&E programs and unique funding streams and
processes.

Responsible for all financial reporting external to USAMRMC to include execution reviews as
required.

FY14 funds were distributed as shown below. FY13 and FY12 are shown for comparative
purposes only:

USAMRMC TOTAL FUNDING - DIRECT &

REIMBURSABLE ($000)

APPROPRIATION FY 12 FY 13 FY 14

RESEARCH, DEVELOPMENT, TEST AND
EVALUATION, ARMY (2040.0000)

521,635 | 435,379 | 436,913

OTHER PROCUREMENT, ARMY (2035.0000) 48105 | 46312 52,535
DTRA CBDP, ARMY (0400.2601) 117,756 | 100,745 | 93,834
DHP R&D, ARMY (0130.1831) 717,973 | 646,267 [ 1,021,915
DHP, O&M, ARMY (0130.1881) 334203 | 319,492 | 362,736
DHP, PROCUREMENT, ARMY (0130.1871) 32,000 | 61472 71,495
OPERATION AND MAINTENANCE, ARMY (2020.0000) | 228587 | 191,863 | 170,057
OPERATION AND MAINTENANCE, ARMY, SECY 8 16 2

ARMY REPRESENTATION FUNDS (2020.0012)

FAMILY ASSISTANCE PROGRAM, ARMY (0100.6041) 0 0 0
RELOCATION ASSISTANCE PROGRAM, ARMY 0 0 0
(0100.6091)

DARPA, ARMY (0400.1301) 0 0 0
DHP ENHANCEMENT, R&D, ARMY (0130.18N1) 213,829 | 207,500 | 331,241
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MILITARY PERSONNEL ARMY (2010.0000) 1 2 0
GLOBAL HEALTH PROGRAMS (1031.18Q1) 701 9,292 12,085
DOD ACQUISITION WORKFORCE (0111.6161) 0 0 1157

TOTAL 2,214,798 | 2,018,340 | 2,553,972

C. Management/Manpower Division:

1)

2)

3)

4)

°)

6)

7)

8)

9)

Activity Based Costing (ABC) — Provides ABC policies, objectives, and procedures. Develops and
maintains ABC models and standard activity definition; and provides Command-wide cost and
process analysis to identify potential opportunities for process improvements and savings in time
and dollars utilizing all appropriate analysis techniques. Developed numerous process maps and
business rules for deployment of a Command-wide cost management process. Continue to
develop ABC models for several units and use the models to derive HQ research support rates per
appropriation.

General Fund Enterprise Business System (GFEBS) — Provided General Fund Enterprise Business
System cost management implementation policies, objectives, and procedures.

Lean Six Sigma — Assists the Lean Six Sigma project team in determining the type of financial
benefit (savings, cost avoidance, or revenue generation) that the project is expected to generate.

Managers’ Internal Control Program - Administers the Command’s Management Control Program
and keeps the Commander and managers informed on internal control matters.

Manpower Management - Develops manpower policy, objectives, and procedures based on
guidance received from the HQDA and major changes to mission funding, workload, and availability
of manpower assets.

Support Agreements - Manages the USAMRMC Inter/Intra Service Support Agreement,
Memoranda of Understanding, and Memoranda of Agreement programs.

Request for Services Contract Approval - Administers and ensures compliance with the in-sourcing
policy and guidance for civilian workforce management and service contracts.

Automated Time, Attendance, and Production System (ATAAPS) - Administers Civilian Payroll
Management. Enters new employees and removes departed employees from the ATAAPS system;
close each pay period; resolve pay issues; enter Defense Civilian Pay System (DCPS) input.
Assisted with the development of GFEBS Internal Orders to support the cost management process
and assist MRMC in analyzing costs of activities.

Conference/Travel Coordination - Administers and oversees the routing of Conference/Travel
Coordination for approval by USAMRMC Manpower Program and Budget Advisory Committee,
MEDCOM and Army. This responsibility transitioned to the HQ, USAMRM, Chief of Staff Office in
October 2014.

10) Defense Medical Human Resources System - Internet (DMHRSI) — Administers maintenance of

DMHRSI and the Position Control Roster as the MEDCOM Manpower System of Record to identify
mission priorities and to align the workforce and funding with enduring mission requirements.
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D. Budget Division:

1)

2)

3)

4)

5)

6)

7

8)

9)

Obtains, controls, and accounts for funds necessary to conduct the Medical Research,
Development and Acquisition and Logistics missions and assigned functions.

Coordinates and monitors compliance with resource planning guidance during execution of the
intramural and extramural research programs.

Develops statistical reporting procedures, financial controls for resources, and finance and
accounting reports.

Directs the annual formulation of the Command Budget Estimate for core Research and
Development programs.

Monitors the execution of the current-year budget, receives and issues funds, and reports on the
utilization of those funds to USAMEDCOM, ASD(HA), and ASA(ALT).

Responsible for daily execution of funds management tasks GFEBS to include establishing funded
programs and work breakdown structures (WBS), monitoring status of funds and resolving interface
errors. Develops new business practices in accordance with MEDCOM directives.

Responsible for the accuracy and updating of all Standard Finance System (STANFINS) master
files and daily/monthly STANFINS reports.

(Interfaces with the Defense Finance and Accounting Service (DFAS) to ensure the accuracy of all
budgetary information and detailed accounting records. Provides DFAS feedback regarding
deficiencies identified in review of the monthly status of funds report.

Maintains the Commitment Accounting Disbursement System database that interfaces with the
STANFINS for legacy budgetary and accounting information and the Extramural Research
Management System database for legacy contractual information.

10) Facilitates issuing of travel credit card and monitors payments.

11) Facilitates issuing of Government Travel Charge Card and monitors payments.

12)Facilitates establishment and payment of Government procurement cards and assists the

Agency/Organization Program Coordinator with surveillance of assigned accounts.

Significant Accomplishments.
A. Office of the DCSRM:

1) q retired as Chief, Management and Manpower during August 2014 and his
position was still vacant as of 31 December 2014. [{SH{SH retired with 35 years of Federal

2)

3)

service.

LTC [{SJEEI name was on the O-6 promotion list in October 2014.

CPT [(SJIEI 2 c vas on the O-4 promotion list in November 2014.

B. Financial Management and Reporting Division:
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1)

2)

'1)

2)

3)

4)

5)

6)

Monthly execution reviews were implemented by the Assistant Secretary of the Army for
Acquisition, Logistics, and Technology (ASAALT) in October 2011. Reviews were completed
through July 2014 pausing for fiscal year end and reinstated during December 2014 for the core
Science and Technology program. Detailed charts have been required to include obligation and
disbursement plans and actual obligations and disbursements. Allowable variances to Office of the
Secretary of Defense obligation and expenditure goals were 5% and 10% respectively, otherwise
explanation was required.

Execution information to include funding, obligations, and disbursements are provided to the
Principal Assistants for Research and Technology and Acquisition. Monthly budget meetings
continue to take place with the Principal Assistant for Acquisition. Obligation rates have improved
and disbursement rates are still being assessed for additional areas of improvement. The meetings
are key in correcting execution issues at the HQs, Research Area Directorates, laboratories, as well
as USAMRAA, USAMMA, and USAMMDA.

Management Analysis and Manpower Division:

The USAMRMC manpower strength for FY14 is as follows:

a. Military — 1,234 Required; 1,101 Authorized; and 1,068 Actual
b. Civilians — 2,269 Required; 2,112 Authorized; and 2,346 Actual
c. Contractors — 0 Required; 1,587 Authorized; and 3,188 Actual

The actual strength figures were extracted from the USAMRMC monthly strength report as of 30
September 2014, and the required and authorized figures were extracted from the DA Approved
FY15 Tables of Distribution and Allowances for USAMRMC.

Table of Distribution and Allowances (TDA) Documentation. Effective with the FY15 DA-approved
TDAs, all manpower requirements above authorizations, as well as all contractor positions, were
removed from the TDAs. As civilian, military, and contractor manpower requirements are earned
and validated, either from approved Concept Plans or from approved manpower studies, they will
then be documented on out-of-cycle TDAs.

USAMRMC Manpower Study. The USAMEDCOM manpower analysts continued their review of the
Baseline Submission Packages that were submitted by each USAMRMC activity. Four studies
were completed in 2014: Army Medical Research Institute of Chemical Defense, U.S. Army Medical
Materiel Development Activity, U.S. Army Institute of Surgical Research, and U.S. Army
Aeromedical Research Laboratory. The analyses by USAMEDCOM and the U.S. Army Manpower
Analysis Agency (USAMAA) for all remaining activities are currently on-going. The final manpower
study results are expected to be documented on FY16 out-of cycle TDAs.

USAMRMC submitted an in-sourcing proposal to in-source seven contract positions to civilian
positions within the Joint Trauma Analysis for Prevention of Injury in Combat Program Management
Office. The proposal is pending approval of the Assistant Secretary of the Army (Manpower and
Reserve Affairs).

Implemented use of the Position Control Roster (PCR) in the Defense Medical Human Resources
System - Internet (DMHRSI) to identify faces to spaces to funding within USAMRMC activities with
the goal of using DMHRS: as the system of record, which includes Civilians, military, and
contractors. DCSRM coordinated with the DMHRSI program office, MEDCOM manpower and
human resources, to provide face-to-face, hands-on training for manpower and human resources
personnel from all MRMC activities, including in Korea and Germany. DCSRM monitored and
reported completion of the alignment of personnel to the Table of Distribution and Allowances
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(TDA) in the DMHRSI through production of PCRs which are representative of each entire activity
and associated personnel, to meet the MEDCOM Chief of Staff direction for initiation of this
Workforce 2020 project.

7) Management Controls: In FY14 99% of the scheduled Internal Control Evaluations were completed
(406 of 410) and 79% of planned Risk Assessments were completed (26 of 33). Three new material
weaknesses were identified and reported in the FY14 Annual Statement of Assurance:

a. Overhead Reimbursement Charges (HQMRMC)

b. .ORG and CAC Authentication (WRAIR AFRIMS)
c. Assessment of .ORG Systems (WRAIR AFRIMS)

8) During 2014, 793 Service Contract Approval Forms (SCAF) were completed. Completion defined
as signed by CG or SES. The SCAF, now to be referred to as Request for Service Contract
Approval (RSCA) was modified by ASA (M&RA) twice, in May 2014 and Oct 2014. Training was
provided on use of the new forms.

9) Automated Time, Attendance, and Production System (ATAAPS) transitioned from hosting and
support by USAMITC to DISA. In addition, all Leave and Premium Time transitioned to being
requested and approved through ATAAPS.

10) Developed and deployed business rules for a Command-wide cost management process with
follow-up inspections (OIP) to determine adherence to policy.

11) Developed Command-wide Dashboard that interlaced data from ATAAPS, GFEBS, and TDA. This
dashboard allows senior leadership to quickly visualize the status of these databases and identify
corrective actions.

12) Obtained approval for the deployment of a Command-wide Cost Formulation and Estimation Tool
(CFET). This application allows the units to easily develop their research proposals and gives them
a centralized database of proposals to analyze their costs (overhead, comparison of projected
versus actual, etc.)

13) Atotal of 471 agreements were negotiated for both internal and external customers.

D. Budget:
1) Managed successful fiscal year closeout across three financial systems (SOMARDS, STANFINS,

and GFEBS).

2) Managed over 11 single and multiple year appropriations totaling more than $2B; each with its own
unigue management requirements.

2. Pointof contact for this action s col.

C!L, MS

Deputy Chief of Staff
Resource Management
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Mission

USAMRMC/MEDCOM International Point of Contact (IPOC), manage International Agreements and
Exchange Programs from inception to finalization, manage and provide guidance and policy concerning
international agreements, and personnel exchange, develop, staff and implement new international
agreements, maintain and manage existing international agreements, develop an annual International
Affairs Book, Coordinate with MEDCOM, OTSG, ASA(ALT), and DASA(DE&C), and update and manage input
to the International Online (IOL) database. USAMRMC HQs Foreign Disclosure Officer (FDO).

Organization and Personnel:
1 DA Civilian; (PAO insert)

Statistical Data:

Maintain the 13 (2 additional pending/in process) official government-to-government international agreements, 6
exchange personnel (3 additional/potential in process), received 36 OCONUS Trip Reports, processed numerous
international visits requests.

Healthcare Delivery:
N/A

Veterinary Services:
N/A

Training and Education:
Foreign Disclosure Officer

Research and Development:

A new Project Arrangement (PA) was signed into effort between USARIEM and Canada, as well as our Singapore
Data Exchange Agreement (DEA) extended for an additional 5 years. Received Technology Information Paper
(TIPs) requests for distribution around the command for possible collaboration interest as well as access to the TIPs
database. During the course of the year, respond routinely to Taskers from ASA(ALT) and DASA(DE&C) identifying
potential areas of collaboration in various countries/medical research topics and help update senior leadership on
the hundreds of international activities, agreements, etc. that MRMC is involved in. Continued interest in personnel
exchanges, which help advance research and development for each country and overall cooperation. International
Affairs Book was completed with input throughout the command on current international activities.

Resource Management and Budget:
N/A

Information Management:
N/A

Operations:
N/A

Modernization:
N/A

Logistics:
N/A
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Construction:
N/A

Health and Environment:

N/A

Other:
N/A

Appendices:
N/A
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Mission

The primary mission of ORP is to oversee USAMRMC supported research and Army Medical Department clinical
investigations involving human subjects, human anatomical substances, cadavers, or animals, to assure these
activities are conducted in accordance with Federal, DoD, Army, USAMRMC, and international regulatory
requirements. ORP comprises an administrative core and four branch offices, each with mission-specific
responsibilities. These branches include the Animal Care and Use Review Office (ACURO), the Institutional
Review Board Office (IRBO), the Human Research Protection Office (HRPO), and the Clinical Investigation
Regulatory Office (CIRO), and their unique roles are summarized as follows:

A.

ORP. ORP’s director serves as principal staff officer for all aspects of Command operations in the areas of
human subjects protection and animal care and use review. ORP develops Command policy and guidance
and manages resources and action in these areas, and interfaces with staff throughout DA, DoD, other
Federal, and civilian agencies and organizations on the topic of research protections. ORP reviews,
approves, and maintains active compliance oversight of DA-conducted and —supported “sensitive uses” of
cadavers.

HRPO. HRPO oversees the Headquarters (HQ) USAMRMC Human Research Protection Program and
provides human subjects protection review and approval of USAMRMC conducted, contracted, sponsored,
supported, or managed extramural and selected intramural research proposals and protocols. HRPO's
director serves as principal advisor to the Command for human subjects protection, provides subject matter
expert consultation and staff assistance visits to USAMRMC laboratories and institutes, and administratively
supports the HQ USAMRMC Research Ethics Advisory Panel. HRPO activities include the development
and implementation of human subjects protection policies and regulations, assistance with Freedom of
Information Act requests, and maintenance of the USAMRMC Volunteer Registry Management System. By
agreement, HRPO also provides intramural and extramural oversight and staff assistance to other Army
and DoD organizations.

IRBO. IRBO supports the HQ USAMRMC Institutional Review Board (IRB) and serves as the primary IRB
for HQ and several USAMRMC subordinate laboratories and activities. IRBO also supports many DoD and
Army institutions that do not have their own IRB, and has the ability to serve as a central IRB for DoD
studies conducted at multiple sites. IRBO provides determinations for activities that do not meet the
regulatory definitions of research or human subjects, and for human subjects research protocols that are
exempt from regulatory requirements. IRBO performs post-approval compliance monitoring and oversight
at the direction of the IRB Chair or the Director, ORP.

CIRO. CIRO oversees compliance for all human research conducted at Army Medical Treatment Facilities
(MTFs). This includes conducting pre-approval reviews of studies that involve medical products to ensure
compliance with FDA regulations. CIRO also provides instrumental staff assistance to clinical investigation
programs throughout the Army by facilitating an education series, conducting Staff Assistance Visits, and
serving as a real-time resource for MTFs encountering challenges or problems. CIRO serves as principal
advisor to the Command regarding clinical investigation program (CIP) research and has approval authority
for cooperative agreements that support CIP research throughout MEDCOM.

ACURO. ACURO serves as the principal advisor to the Command regarding the use of animals in RDT&E,
education or training throughout the Army, and is the MEDCOM, and DA point of contact for all supported
organizations on animal care and use matters. ACURO assists in developing responses to FOIA requests
concerning animal use in DoD-supported activities. ACURO reviews research proposals and protocols
involving animal use supported by MEDCOM, DA or other DoD organizations to assure they are conducted
IAW Federal, DoD, Army, USAMRMC, and international regulatory requirements. This includes oversight
for Army Combat Trauma Training involving live animals. By agreement, ACURO additionally provides
intramural and extramural support and oversight to other DoD organizations. ACURO sponsors and
administers the US Army Laboratory Animal Medicine Residency Program and provides a member to the
DoD Animal Working Group.
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Organization and Personnel

The structure of ORP, including branch offices, is illustrated in Figure 1, ORP Diagram. Appendix 1, ORP
Organization Chart, is a complete organization chart for the ORP as of 3 September 2014. ORP collectively
includes 59 staff members as described in Table 1, ORP Personnel. Key leaders and leadership changes are
summarized below:

TABLE 1: ORP Personnel

Military Civilian Contractor Student Total
4 22 31 2 59

A. ORP

1) Director, S} S ~RN. PhD

2) ORP experienced no key leadership changes in FY14.

B. HRPO.
1) Director,_, RN, PhD
2) New staff arrivals included Deputy Direcm, PhD, CIP, and Special Projects
Scientist/Intramural Laboratory Liaison, , , CIP.
C. IRBO.

1) Director, _ MS, CIP

2) New staff arrivals included Deputy Director,_, MA, CIP.
D. CIRO.

1) Director, LTC [{SHISHI & Deputy Director, LTC [S}NEIIN

2) CIRO experienced no key leadership changes in FY14.
E. ACURO.

1) Director, COL_ & Deputy Director,_, DVM

2) Outgoing staff included Executive Officer LTCM, who transferred to her next assignment at
the Walter Reed Army Institute of Research. also prepared for the retirement ofh,
the ACURO Deputy Director and Executive Director for the Army’s Laboratory Animal Medicine
Residency Program, at the end of FY14.

3) New staff arrivals included LTC [{SJJJ{SHJl]. serving as the Executive Officer of ACURO.

6-2



HQ USAMRMC
Institutional
Review Board

Office of Research Protections

HQ USAMRMC
Research Ethics
Advisory Panel

Human Research Institutional Review Clinical Investigation Animal Care and Use
Protection Office Board Office Regulatory Office Review Office

FIGURE 1: ORP Diagram

Statistical Data (Activities and Workload)

A. ORP.

1)

In 2014, ORP offices provided oversight for research activities conducted by 1697 institutions in 67
countries. Workload and notable accomplishments of each office are summarized below:

2) Supported over 55 DoD organizations.

3) Managed an operating budget of $4.8M and all personnel actions for 4 military and 18 federal civilian
personnel. Director, ORP co-chaired the Defense Health Agency Human Research Protections Work
Group that produced recommendations for improvements and economies in DoD human research
protections.

4) Director, ORP served as the senior human research protections advisor to the CENTCOM surgeon and
supported the orderly and regulatory compliant conclusion of research activities in the Afghanistan
theater of operations.

B. HRPO.

1) In 2014, HRPO and IRBO collectively maintained oversight for 4324 human research studies and
received 1190 new protocols.

2) Negotiated Secretary of the Army waivers of the advanced informed consent provision of 10 US Code
980 that allowed the use of DoD funds for two DHP-funded FDA-regulated studies conducted under the
“Exception from Informed Consent for Emergency Research” regulation 21 CFR 50.24. The Army
remains the only Service Component with this Secretarial waiver authority.

3) Completed 4666 protocol approval or determination actions.

6-3



C.

4)

5)

Implemented the Metrics and Measures Performance Improvement Initiative which was designed to
improve the efficiency of the initial protocol review process resulting in outcomes that established a
standardized system for documenting process milestones, identified process barriers, and formulated
mitigating strategies to overcome barriers.

The HRPO completed human subjects research administrative review services for the DoD Joint
Program Manager-Medical Countermeasures Systems for the following global multi-site pivotal Phase
Il influenza treatment trials:

a. During the Northern and Southern Hemisphere Influenza seasons of the fiscal year (1 Oct 13-30
Sep 14), reviewed and approved 184 sites in the US and Canada and 76 sites in Central and South
America to conduct the pivotal trial, "A Phase 3, Randomized, Double-Blind, Placebo-Controlled,
Multicenter Study Evaluating the Efficacy and Safety of Favipiravir in Adult Subjects with
Uncomplicated Influenza (T705aUS317)."

b. During the Northern and Southern Hemisphere Influenza seasons of the fiscal year (1 Oct 2013-
Sep 14, reviewed approved 115 sites in the European Union, Russia and Ukraine and 65 sites in
South Africa, Australia and New Zealand, and 6 in the United States to conduct the pivotal trial,
"Phase 3, Randomized, Double-Blind, Placebo-Controlled, Multicenter Study Evaluating the
Efficacy and Safety of Favipiravir in Adult Subjects with Uncomplicated Influenza (T705aUS316)."

IRBO.

1)
2)

3)

4)

IRBO continues to provide some level of IRB services to over 50 different institutions.

In FY14 IRBO completed an extensive revision of the HQ USAMRMC IRB research protocol template
and corresponding guidance document for principal investigators. These changes streamline and
clarify the requirements for IRB review and approval and were well received by researchers.

IRBO established a system on behalf of the Office of the Undersecretary of Defense for Personnel and
Readiness (OUSD(P&R)) to provide Human Research Protection Official (HRPO) administrative
reviews and determinations for OUSD(P&R)’s human subjects research portfolio. In close coordination
with the Acting Director, OUSD(P&R) Research Regulatory Oversight Office, IRBO refined and
improved processes for responsive HRPO reviews. Approximately 70 initial and lifecycle reviews were
completed by IRBO on behalf of OUSD(P&R) during the reporting period.

IRBO functioned as the primary interface between deployed Joint Combat Casualty Research Team
(JC2RT) Director, Deputy Director, and team members, and the USCENTCOM Human Protections
Administrators to provide critical guidance and assure smooth coordination of theater protocols reviews,
closures, and withdrawals during the April 2014 draw-down, redeployment of the JC2RT, and
conclusion of research activities in Afghanistan.

CIRO.

1)
2)

In FY14, CIRO maintained oversight for over 1100 MTF protocols.

CIRO participated in three DoD Assurance Audit visits in during the reporting period, and served as
Audit Team Lead. Most notably was CIRO's lead of the assurance assessment audits of the two
National Capital Region Directorate (NCR-D) institutions, Walter Reed National Military Medical Center
(WRNMMC) and the Ft. Belvoir Community Hospital (FBCH), on behalf of OUSD(P&R) and the Army
Human Research Protections Office (AHRPO).

a. CIRO personnel were responsible for overall project management and coordination of a large audit
team with representatives from all three offices, as well as Human Research Protections Program
(HRPP) staff from MTFs.
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3)

4)

b. Assessments included protocol level audits of over 60 studies and evaluation of the institutions'
entire HRPPs, including the WRNMMC IRB and the WRNMMC and FBCH Departments of
Research Programs.

CIRO conducted post approval compliance monitoring of three protocols at NCR-D institutions that led
to strengthened human subjects protections and provided valuable insights into considerations for
research involving potentially vulnerable populations, such as Soldiers with traumatic brain injury and/or
post-traumatic stress disorder.

CIRO's Federal Laboratory activities in support of the Army Military Medical Research community
remained robust throughout FY14, and involved execution of approximately 90 Cooperative Research
and Development Agreements with a total value of over $5.8 million.

ACURO.

1)

2)

3)

In FY14, ACURO maintained oversight for over 300 animal use projects. ACURO continues to
experience growth in workload. In Calendar Year (CY) 2014, 1131 new protocols were received; this
represents a 20% increase over 2013. Over 1000 lifecycle actions on active projects were received in
FY14.

ACURO staff conducted compliance inspections to six DoD laboratories and conducted seven site visits
to extramural institutions conducting DoD sponsored research.

ACURO has contributed significantly to the efforts at the Assistant Secretary of Defense for Research
and Engineering (ASD(R&E)) to standardize animal care and use within the DoD, specifically through
two mechanisms.

a. The Department of Defense Animal Working Group was chartered by ASD(R&E) to optimize the
collaboration and use of animal models in RDT&E and training throughout the DoD.

b. The Department of Defense Live Animal Use in Medical Education and Training was chartered by
ASD(R&E) and the Assistant Secretary of Defense for Health Affairs (ASD(HA)) to optimize medical
education and training while refining, reducing, and appropriately replacing the use of the animal
model.

c. ASD(R&E) discontinued the DoD Animal Care and Use Program Reports (i.e. the data call).

Healthcare Delivery

A.

IRBO and the HQ USAMRMC IRB Chair worked closely with representatives from the US Army Medical
Materiel Development Activity Force Health Protection Division and Landstuhl Regional Medical Center
(LRMC), Germany, to support administration of intravenous artesunate under the FDA's emergency use
IND provisions to two critically ill Service Members cared for at LRMC.

Veterinary Services

N/A

Training and Education

A.

In FY14, IRBO established the Lunch and Learn program to provide ORP staff members a monthly forum
for continuing education on topics of broad interest. This program has been well received by staff, and has
included presentations from various USAMRMC Institutions and Laboratories.

CIRO continued to organize and host the Clinical Investigation Program (CIP) educational webinars via
Defense Connect Online (DCO), conducting approximately one hour-long session every six weeks with a
cumulative attendance of more than 300 participants during the FY. These CIP DCO sessions cover a
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broad range of research topics, have robust attendance, receive positive feedback, and benefit participants
beyond the Army CIP.

C. The ACURO-managed US Army Laboratory Animal Residency had one successful candidate who
challenged the American College of Laboratory Animal Medicine board examination and seven successful
candidates who challenged the American College of Veterinary Preventive Medicine board examination.

D. In 2014, one ACURO staff member successfully completed the Certified Professional IACUC Administrator
(CPIA) board examination.

Research and Development
N/A

Resource Management and Budget

ORP receives funding for its $4.8 million budget through Army RDT&E, DHP RDT&E, DHP O&M, and eight
reimbursable sources (DARPA, DTRA, USAISR, DVBIC, USAMMDA, JPC-MCS, ARO, and Hearing CoE). This is
illustrated in Table 2, ORP Funding.

TABLE 2: ORP Funding

Office |Army RDT&E| DHP RDT&E | DHP O&M | Reimbursables Total
ORP $425,045 - - = $425,045
HRPO $1,100,977 $893,222 - $394,908 $2,389,107
IRBO $273,846 $140,587 - $429,129 $843,562
CIRO - - $437,264 $135,188 $572,452
ACURO $313,394 $32,928 - $225,634 $571,956
Total $2,113,262 | $1,066,737 $437,264 $1,184,859 $4,802,122

Information Management

A. HRPO created new processes for electronic document management and review systems for global phase
Il study using the following systems: central mailbox for electronic submissions; dedicated admin support
for intake; excel logs for tracking; standard operating procedures for secure electronic file set up and
staffing the review actions; and electronic review and approvals by HRPO approval authorities.

B. HRPO and ACURO mapped all current workflow processes that utilize a paper-based system in conjunction
with a manual entry electronic Information Management System (IMS) in preparation for transitioning to a
paperless document system in EGS.

Operations
N/A.

Modernization
HRPO and ACURO began the transition from a paper-based system that requires manual entry into IMS to a
paperless information management system in EGS. Maps of current workflow processes were modified to exploit
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the efficiencies of a paperless system. These offices worked with the EGS Information Technology Team to adapt
workflow processes to the EGS environment.

Logistics
N/A.

Construction
N/A.

Health and Environment
N/A.

Other
N/A.



Funding Source
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Section 7

Fiscal Year 2014
Annual Historical Report

Plans, Programs, Analysis and Evaluation Directorate
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Mission

A.

F.

PPA&E vision is to be the US Army Medical Research and Materiel Command’'s (USAMRMC's) most
trusted facilitator. PPA&E responsively and responsibly shapes and protects the military medical
investment for the development and delivery of healthcare solutions.

PPA&E serves as an experienced team composed of biomedical science and acquisition personnel
who combine their talents and knowledge to support the leadership of the USAMRMC.

PPA&E integrates medical Research, Development, and Acquisition (RDA) processes for full life-cycle
management of medical materiel in the Army.

PPA&E successfully integrates complex processes across many organizations that facilitate the
delivery of safe and effective medical solutions for Military Service Members, their Families, and
beneficiaries.

PPA&E manages the following six program initiatives:

1) Coordinates and analyzes Research, Development, Test & Evaluation (RDT&E) budget planning
with DoD and Army requirements.

2) Manages and analyzes the Planning, Programming and Budgeting process for Army RDT&E,
Operations & Maintenance (O&M) and Procurement, and Defense Health Program (DHP) RDT&E
and O&M.

3) Supports the RDA process by managing the Command’s Decision Gate and providing
acquisition/program management support to the Integrated Product Teams (IPTs).

4) Manages communications and engagements with Congress, analyzes congressional language and
facilitates integration of Army and DHP RDT&E Congressional Special Interest (CSI) medical
research programs.

5) Manages the Army medical and DHP Small Business Innovation Research (SBIR) and the Small
Business Technology Transfer (STTR) Programs.

6) Conducts scientific and strategic reviews to support the medical research efforts of the USAMRMC.

PPA&E works with the Office of the Assistant Secretary of the Army for Acquisition, Logistics, and
Technology (ASA(ALT)), the Office of The Surgeon General (OTSG), Headquarters, Department of the
Army (HQDA) G-8, Army Office of the Chief of Legislative Liaisons (OCLL), the Army Medical
Department Center and School (AMEDDC&S), and the U.S. Army Training and Doctrine Command
(TRADOC) to coordinate our research efforts with current and future warfighter needs and outcomes.
Additionally, PPAE engages with the Office of the Assistant Secretary of Defense for Health Affairs,
the other Services, and other DoD organizations to optimize medical RDA solutions.

G. PPAG&E reports to the USAMRMC Chief of Staff.
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Office Administration. The PPA&E Directorate processed, analyzed and coordinated over 240 taskings for the
Headquarters elements from the SGS office and other external activities. The taskings are related to the primary
mission areas of the Directorate including tasks for other Army and Defense RDA efforts, awards, future
programming, strategic development, and policy issues.

Programs, Analysis and Evaluation Division (PAE)

The PAE division handles the Program Objective Memorandums (POM) for multiple appropriations across twelve
Army Management Decision Packages (MDEPs); across Defense Health Program (DHP) Army RDTE named
programs, DHP Guidance for Defense of the Force (GDF); and finally DHP Operations & Maintenance (O&M)
programs at US Army Medical Research and Materiel Command (USAMRMC). In addition, PAE staff oversees the
Board of Directors (BOD) budget review, Command Budget Estimate (CBE) review, Program Integration Advisory
Committee (PIAC) reviews, DHP near and mid-term reviews, R and P Form development, issue paper
development, and POM and budget taskings from the Office of the Surgeon General (OTSG).

Below highlights some of the more critical taskings carried out by the PAE division in fiscal year 2014:

A. Medical Command (MEDCOM) Commander’s Program Assessment (CPA)
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1) PAE prepared four of MEDCOM'’s seven funding issue descriptions for the CPA. These issues
included:
a. Joint Trauma Analysis and Prevention of Injury in Combat (JTAPIC) program environmental
sensor data critical unfunded requirement (CUFR)
b. Armed Forces DNA Identification Laboratory (AFDIL) funding shortage to meet the FY2010
National Defense Authorization Act (NDAA)
c. US Army Medical Materiel Center Europe (USAMMCE) relocation costs
d. Medical Potency and Dated Supply Readiness program
B. Planning USAMMCE Transition (PUT) Working Group
1) InJanuary of 2014, USAMRMC formed a working group called the PUT to plan the move and
develop the cost strategy for USAMMCE to relocate from Pirmasens to Kaiserslautern Army Depot
(KAD) in Germany.
a. In 2014, the Secretary of Defense approved the move based on a European Infrastructure
Consolidation Review by the US Army-Europe and Installation Management Command-
Europe.
b. PAE participated on the PUT and developed the relocation estimate for MEDCOM'’s portion.
The bill across FY14-20 was estimated at $24.8M.
c. US Army Health Facility Planning Agency (HFPA) agreed to be the bill payer to provide the
DHP initial outfitting and transition (I0&T) funding for the project.
C. Combating Antimicrobial-Resistant Bacteria (CARB) Initiative
1) In 2014, the White House provided budget guidance for Countering Biological Threats Resources.
DHA responded by finding trade space to include CARB initiatives that will be carried out within
USAMRMC. PAE coordinated with Walter Reed Institute of Research (WRAIR) staff to gather and
report the requirements to DHA and OTSG. Requirements involved both DHP O&M and RDTE.
D. Under Execution Drills Summer 2014
1) PAE managed the coordination and response to OTSG’s and MEDCOM'’s FY14 under execution
drills. The impact of under execution would result in severe program decrements. PAE wrote
impact statements and issue papers with information gathered from USAMRMC'’s subordinate
organizations, MRMC Resource Management, and MEDCOM.
a. Due to PAE efforts, Army MDEPs under review were removed from under execution lists. This
includes MDEPs: FL8D (OPA, RDTE), and RLO3 (RDTE).
b. The Defense Centers of Excellence (DCoE) projected under execution in FY14 was $20M and
DHA reduced DCoE’s DHP O&M funding controls in POM16-20.
E. Assistant Chief of Staff for Installation Management (ACSIM) Housing Tasker
1) In September 2014, PAE was tasked for the first time by ACSIM, to officially provide Army housing
POM data. PAE staff coordinated with MEDCOM and then collected and reported OCONUS labs
housing requirements for POM 17-21.
F. Executive Agent (EA) Cost of Analysis (COA) on Transitioning to DHA
1) In April of 2014, USAMRMC requested PAE and RM participation in a working group to review and
improve the EA briefs that presented each EA’s analysis of moving to the DHA or staying with
MEDCOM/USAMRMC. PAE attended meetings and provided input on improvements to each of
the 5 slide decks.
G. FY15-17 Funds Distribution (CBE) and Army Near-Term Program Planning
1) The PAE Division over saw the execution of the Near-Term Program Planning Board of Directors
(BOD) meeting held on 4 June 2014. Oversight included the development of guidance, templates,
internal and external staff coordination, review and analysis of briefing data, coordination of
meetings, and the staffing of documents. The BOD briefing covers task plans for the upcoming
execution year and subsequent two years. PAE supported preliminary senior leader review
followed by the BOD review of plans and unfunded POM requirement (UFR) lists. The FY15 plan is
the basis for funds distribution to the laboratories, subordinate commands, and extramural
participants. The approved plan and UFR list are used by the Deputy Chief of Staff for Resource
Management to manage execution year funding. An FY15 UFR list was provided separately after
the BoD meeting.
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H. FY15-17 DHP Near-Term Planning
1) The PAE Division managed the development of the DHP Near-Term Planning effort that began in

April 2014. The three years evaluated and analyzed were FY15, the upcoming current year, and
the two budget years of FY16 and FY17. Management included the development of guidance,
templates, training, internal and external staff coordination, review and analysis of briefing data,
coordination of meetings, and the staffing of documents. Document management was controlled
through the use of the Electronic Document Management System (EDMS). Senior USAMRMC
leadership was supported in the development of the program and UFR lists. A PIAC meeting was
held in July 2014 to review the Near-Term Plan and provide a recommendation to the Director,
RDA. Final approval was received from HA, thus becoming the investment plan for FY15-17.

FY15 President’s Budget (PB) and FY16 BES R and P Form Congressional Summaries

1)

2)

For the Army, the PAE Division prepared the data call to the Research Area Directorates (RADSs),
the United States Army Medical Materiel Development Activity (USAMMDA) and the United States
Army Medical Materiel Agency (USAMMA) project managers requesting updates to the R-Form
Congressional summaries for Army RDT&E and Procurement. PPA&E also analyzed and reviewed
the R-Form updates to ensure consistency with current planning prior to forwarding to ASA(ALT).
For the DHP, the PAE Division coordinated and analyzed input from the Joint Program Committee
(JPCs), PA(R&T), PAA, RDA Directorate, and HA, and other special program areas, to prepare R-
Forms for the FY16 BES and FY14 PB. The EDMS again supported document revision and
control. The Defense Technical Information Center XML R-Form database system continues to be
used to upload DHP R-Form data for DHA to be incorporated into the overall DHP budget
submission.

FY17-21 Army POM

1)

2)
3)

4)

The PAE Division oversaw the execution of the Mid-Term Program Planning meeting held in June
2014 to support the upcoming POM 17-21 submission. Oversight included the development of
guidance, templates, internal and external staff coordination, review and analysis of briefing data,
coordination of meetings, and the staffing of documents. Decisions from BOD meetings are
approved by the CG and guide development of the upcoming POM.

PAE prepared and analyzed POM briefing materials with Research Area Directorate (RAD) input for
POM 17-21 in October-November 2014.

PAE prepared and analyzed POM briefing materials with the Advanced Development PMs input for
POM 17-21 in August-September.

PAE prepared and analyzed POM briefing materials with the United States Army Medical Materiel
Agency (USAMMA) on the Other Procurement, Army (OPA) and Operations and Maintenance,
Army (OMA) funding.

PAE prepared, reviewed, and presented briefings on all other OMA funded MRMC programs both to
senior leaders at MRMC and externally to OTSG and respective DA Headquarters staff. FY16-20
DHP POM and DHP Mid-Term RDT&E Program.

1)

For DHP O&M, the PAE Division collected, analyzed and presented a list of 18 DHP O&M
unfunded requirements to USAMRMC senior leaders. They approved 13 issues to move forward to
OTSG and removed 5 from consideration.

a. The DHP O&M UFRs across the POM totaled over $94M.

b. PAE submitted 5 issues (4 pharmaceutical products and 1 Rapid Diagnostic Device) to OTSG
to include in the DHP O&M formulary POM as these products transition out of Army Advanced
Development and are to be administered at brick and mortar Medical Treatment Facilities
(MTFs).

c. PAE developed cost analysis sheets and issue papers for the remaining 8 issues to detail the
unfunded requirements. PAE added a last minute facility submission for a total of 9 issues
submitted.

d. Only the Multidrug-Resistant Organism Repository and Surveillance Network (MRSN) issue
was vetted through DHA'’s issue team process and was the only USAMRMC DHP O&M UFR
submission funded across the POM.
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2) The PAE Division also oversaw the execution of a Mid-Term RDT&E Program review that began in
November 2013 in support of the FY16-20 POM. Oversight included the development of guidance,
templates, training, internal and external staff coordination, review and analysis of briefing data,
coordination of meetings, and the staffing of documents. The USAMRMC's senior leadership, and
the PIAC reviewed the packages making program recommendations and addressing proposed
UFRs, Change Proposals, and other RDT&E realignments to the Director, RDA for vetting within
DHA and HA.

L. Army RDT&E Professional Staff Member Briefs

1) February 2014, PAE oversaw and coordinated the preparation of Professional Staff
Member briefing packages for Congressional staffers from the House and Senate
Armed Services Committees. Oversight included the development of guidance,
templates, staff coordination, review and analysis of briefing data, coordination of

meetings, and the staffing of documents.
M. Army Science and Technology Management Information System (ASTMIS)

1) Updated the Project Cost (FY11-15) data, cross walked ASTMIS tasks to Long-Range Investment
Requirements Analysis (LIRA) Advanced Development Tasks, and FY15 ASTMIS major efforts. In
all cases templates/spreadsheets were forwarded to each of the Research Area Directors (RADS)
and System Biology POCs. The data was consolidated and submitted to ASA(ALT).

N. DHP RDT&E Funding Profile Workbook

1) Updated the DHP RDT&E Funding Profile Workbook (AKA the Horseblanket) at each funding
milestone within the FYDP cycle. Funding is based on the official positions of the PB or POM/BES
at the JPC, Task, and Topic levels for prior, current, and FYDP years. This document assists in
evaluation of historical and development of new JPC investment plans.

O. SMART Goals and Objectives

1) Per the Principal Assistant for Research and Technology PA(R&T), PAE conducted research into
SMART goals and objectives. A briefing and templates were developed and presented and
approved by the PA(R&T). An official tasking was initiated to have the RADs and Systems Biology
staff to develop SMART goals aligned to the new task structure. PAE analyzed and made
improvement recommendations to the RADs. The subsequent SMART goals were approved by the
PA(R&T). PAE established a subsequent follow on process for the development of SMART
Objectives against the approved goals.

P. DASC Parade Smart Charts

1) Developed PowerPoint overview charts as a follow-up to the FY15 President’s Budget P-Form
submittal to ASA(ALT). These charts provide additional program detail and status on our Combat
Support Medical and MEDEVAC MEP OPA programs for the Congressional Professional Staff
Member overseeing these programs.

Program Coordination Division

A. Congressional Communications, engagement management and Congressional Special Interest (CSI)
Coordination. The PPA&E Directorate, acting as the Command point of contact for the Army Office,
Chief of Legislative Liaison (OCLL), the Office of the Assistant Secretary of the Army (Financial
Management and Comptroller), OTSG Congressional Affairs Coordination Officer and the Defense
Health Agency RDT&E for programs executed through the USAMRMC, managed the coordination of
information and correspondence relating to Congressional inquiries, review of Congressional
language, preparation of senior leader testimony, and preparation of Congressional briefings/meetings
for the President’s Budget core programs and for CSI medical RDT&E programs. PPA&E also
facilitated the central assignment of USAMRMC execution managers for CSl appropriations. The
office also assisted in data gathering for certain Government Accounting Office and Office of
Management and Budget analyses.
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The CSI programs are not included in the President’s Budget, but are added by Congress in response
to constituents, advocacy groups and member interests. These programs are leveraged to facilitate
the core Army and DHP medical research missions where appropriate. The CSI programs are
managed to meet the intent of Congress, to comply with current ethical and regulatory standards of
practice, and to fund good science. This office was assigned the responsibility for CSI coordination for
the Command in FY01. Since that time, these CSI programs grew rapidly through FY10 and declined
in FY11 in number of projects and quantity of funds due to a moratorium on earmarks. In FY 14
medical RDT&E CSils executed thorough USAMRMC were approximately $896 million across 31
appropriation titled programs. During FY2014, PPA&E staff prepared or assisted in the staffing of
approximately 446 inquiries, visits, and analyses regarding the execution of the FY14 DoD
appropriations, the lack of a completed FY14 DoD appropriation, and monitored the FY 15 legislative
cycle congressional actions. The PPA&E Directorate Congressional communication and coordination
activities are supported by 2 FTE contract positions for: a Senior Scientist/Congressional Advisor and
a Science and Congressional Advisor position. A command policy for Congressional Engagements,
2014-97, was developed by PPA&E staff and signed on 14 May 2014 (See Item 16.A.).

Army RDT&E Congressional Briefs. PA&E oversaw and coordinated the preparation of 22
Congressional briefing packages for Congressional staffers or members of Congress from the House
and Senate Armed Services Committees. Oversight included the development of guidance, templates,
staff coordination, review and analysis of briefing data, coordination of meetings, and the staffing of
documents.

SBIR/STTR. In FY14, the PPA&E Directorate coordinated the publication of 21 SBIR/STTR topics in
DoD SBIR/STTR Solicitations. They received 312 SBIR/STTR proposals and conducted 186
debriefing requests. As a result of PPA&E coordination, USAMRAA awarded a total of 56 Phase |
contracts in the amount of $7.3M, awarded 27 Phase Il contracts in the amount of $21.0M, and
awarded second year Phase Il increments in the amount of $9.5M. PPA&E also helped facilitate SBIR
Phase Il Enhancements in the amount of $1.1M. PPA&E prepared and submitted the FY14 DHP SBIR
Annual Report to the DoD SBIR Data Team. In addition, PPA&E maintains the Defense Health
Program (DHP) SBIR website which includes the tracking of topics, proposal evaluations, and contract
awards.

Competency Management Initiative. In FY14, PPA&E continued to work with the PART office to track
the Competency Management Initiative for establishing manpower requirements tied to capabilities
associated with core competencies. This effort establishes the manpower needs to meet the medical
research capabilities designed to meet core research capabilities. This effort will allow MRMC
laboratories to more effectively understand and manage the critical personnel to accomplish the
research mission and to execute any adjustments to their manpower. This will also help MRMC
(PPA&E) to plan adjustments to the POM by Program Element should funding adjustments be
required.

TRADOC Capability Needs Analysis. The CNA process/review is conducted annually by the Army
Capabilities Integration Center (ARCIC) of the Training and Doctrine Command (TRADOC). PPAE
represents the U.S. Army Medical Research and Materiel Command (USAMRMC) for the materiel
solutions portion of the medical review. The products resulting from the CNA process are a prioritized
list of Army Critical Capability Gaps and a prioritized listing of Doctrine, Organization, Training,
Materiel, Leadership, Personnel, and Facilities (DOTMLPF) solutions.

1) The CNA 17 — 21 Critical Capability Gaps list contained 223 prioritized Tier 1 capability gaps. Tier 1
gaps are considered so critical that they must be fully solved or mitigated to ensure mission
accomplishment. The medical capability gap, “The force at divisional level and below lack the ability
to provide specialized advanced trauma management (far-forward damage control resuscitation at
or near the point of injury to achieve a 100% survival rate for casualties with potentially survivable
wounds.” was priority number 11.

7-6



2) The CNA 17 - 21 DOTMLPF final solutions list contains 1421 prioritized total items from the entire
Army. USAMRMC had a total of 43 material solutions on the list to include all 5 of our Initial
Capability Documents (ICDs), 18 of our Capability Development Documents (CDDs) and 20 of our
Capability Production Documents (CPDs). USAMRMC had 25 of 43 items placed in Tier 1; 11
items were placed in Tier 2 and the remaining 7 were placed into Tier 3. The actual number
placement is not the critical factor; it is the Tier that is important. ltems that are in Tier 1 (Items 1 -
568) are considered the highest risk to mission accomplishment and must be funded. Tier 2 (Items
569 - 852) are considered modest risk to mission accomplishment and will be funded once the
highest risk solutions are funded. Tier 3 (ltems 853 - 1421) are the lowest risk to mission
accomplishment.

G. Unified Quest 2015-16. PPA&E, in coordination with the Military Deputy of the PA(R&T),
remains involved in the Army-wide Concept Development and Experimentation Exercise
“Unified Quest.” This annual Wargame is sponsored by the Army Chief of Staff. PPA&E and the
PA(R&T) continued activities to ensure that medical materiel development considerations are
included in future force planning for the Army. Unified Quest also enhances communication
among the Army concept developers in TRADOC and the medical combat and materiel
developers at AMEDDC&S and USAMRMC, respectively. PPA&E participation increased the
USAMRMC's contribution to understanding medical combat learning demands to ensure
material development concerns are addressed.

H. Capability Documents. PPA&E worked closely with the RADs, Project Managers and the Directorate
of Combat and Doctrine Development, AMEDDCA&S to coordinate actions and needs for capabilities
documents. During 2014, seven Capability Documents were approved.

I.  Force 2025 and Beyond. PPAE participated in a number of forums that support the Force 2025 and
Beyond effort. During FY14 we collaborated with the Army Medical Department Center and School
and the USAMRMC's Office of the Principal Assistant for Research and Technology to provide a
memorandum to the Commanding General, TRADOC outlining our Top 5 prioritized capability needs.
The priorities include: 1) Brain Health and Fitness Optimization, 2) Infectious Disease Prevention, 3)
Optimize Combat Casualty Care, 4) Tailored, Individualized Health and Performance Enhancement,
and 5) Health and Performance Status Monitoring. This memo is designed to inform POM 17-21, the
LIRA, as well as the Science & Technology strategy.

J. Science and Technology Objectives (STOs). PPAE coordinated the STO submission process. Three
USAMRMC Science and Technology Objectives (STOs) were approved by the Warfighter Technical
Council on 7 October, 2014. STOs are major efforts that address Army priorities, inform acquisition
programs and/or future requirements. The Extended (Refrigerated) Platelet Storage and Availability
STO will provide a safer, more effective, and less expensive platelet product with triple the shelf-life
that allows forward use of this life-saving product. The Burn Wound Repair and Scar Mitigation STO
will develop candidate products for transition that address severe extensive burn wound injury and
associated scarring to improve Service member functionality and quality of life. The Optimizing Mental
Acuity during Continuous and Sustained Military Operations STO is designed to provide actionable
intelligence to optimize sleep and associated cognitive ability in the operational environment.

Research, Development and Acquisition Division

A. The Decision Gate (DG) Support Office was retitled the Research, Development, and Acquisition
Support Office (RDASO) this year. The name change reflects the RDASQO’s broader mission to
support both Army and DHA development efforts, as well as organizations and research, development,
and acquisition (RDA)-related activities during all phases of the acquisition lifecycle. The primary
functions of the RDASO is to ensure the successful execution of the Command’s DG process, and to
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provide project management and RDA support to USAMRMCIPTs and RDA leadership. The results of
the RDASO'’s efforts can be seen in the Command’s continued success in the development and
fielding of critical medical products; production of high-quality program management plans and
acquisition documentation; and successful program briefings and presentations.

B. Throughout FY14, the RDASO provided assistance to 48 different IPTs in the advancement of
development efforts through the acquisition life cycle. The RDASO delivered 55 workshops (totaling
129 class hours) on 29 unique subjects. Workshops were conducted at Ft. Detrick, the US Army
Institute of Surgical Research, the Walter Reed Army Institute of Research, and Ft. Belvoir. The total
number of workshop participants increased from 539 in FY13 to 684 in FY14. The increase was due in
part to the concerted effort to educate all IPTs on risk management and presenting a project
management series of eight classes. The IPTs continue to utilize the RDASO staff to facilitate team
building activities, and to provide IPT Chairs one-on-one coaching sessions. Over the last FY, the
RDASO created or revised eight DG guides and templates; eight Cost Benefit Analyses and one
Business Case Analysis; eight IPT acquisition documents; and four Microsoft Project schedules.
Additionally, three DG Directives were finalized, and four were drafted. The RDASO website totaled
4,686 hits since May 2014, averaging 586 hits per month; major areas of interest being DG document
reviews, upcoming workshops, DG guides, and DG directives. The feedback from DG customers
regarding performance of the RDASO has been overwhelmingly favorable over the last year, with
especially favorable comments regarding our staff, workshops, coaching activities, and our project
management tools and documents available through the RDASO website.

C. Process-wise, the RDASO remained fully engaged in the coordination of DG activities. The RDASO
coordinated annual DG in-progress reviews (IPRs), co-chaired by Dr. Bertram and Dr. Glenn, for every
product development effort in DG. At the end of FY14, there were 48 development efforts in DG.
Other important DG activities occurring in FY14 included the fielding of one product, the Burn
Resuscitation Decision Support System — Mobile, four Milestone Decisions, and the start of four new
capability development efforts (Materiel Development Decisions [MDD]). In addition to coordinating
annual IPRs, Milestone reviews, and MDDs, the RDASO also facilitated the command-level review
and approval of five Phase 1 and six Phase 2 clinical trials, and coordinated two strategic-level product
portfolio reviews for the Commanding General. Reviews were conducted for the Rehabilitative and
Restorative Products Portfolio and the Physiological & Physical Health Portfolio. The RDASO also
provided direct support to the Milestone Decision Authority, Dr. Bertram, by coordinating monthly face-
to-face training meetings with all IPTs in advance of their annual IPRs or milestone briefs. These
sessions provided greater communication between the IPTs and the Command’s RDA leadership, and
facilitated the leveraging of knowledge to increase productivity despite declining resources. Lastly, the
RDASO supported the Army, Navy, and US Air Force advanced development leads (Dr. Bertram-
Army, * — Navy, LtCol [{JJli§)] - USAF) by coordinating and overseeing the successful
execution of three advanced development-focused reviews of Joint Program Committee 1, 2, and 5
funded development efforts. These reviews promoted visibility of potential products/capabilities in
development, provided senior Acquisition Leaders the opportunity to identify and advise Execution
Management Agents on potential roadblocks or acceleration pathways, and provided training and
mentoring to those involved in the DHP product development process. These advanced development-
focused reviews officially ended in FY14, with the increasing level of RDT&E oversight provided by
DHA advanced developers.

Healthcare Delivery:
Does not apply to PPAE

Veterinary Services:
Does not apply to PPAE
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Training and Education:
See Item 16.B.

Research and Development:
Does not apply to PPAE

Resource Management and Budget:
Does not apply to PPAE

Information Management:
Does not apply to PPAE

Operations:
Does not apply to PPAE

Modernization:
Does not apply to PPAE

Logistics:
Does not apply to PPAE

Construction:
Does not apply to PPAE

Health and Environment:
Does not apply to PPAE

Other:

Items of significance not covered in other categories such as impact of legislation/regulation on operations, support
to combat/contingency operations.

Appendices:

Include copies of key supporting documents as an appendix to the report. Information papers, studies, and reports
describing key events, activities, programs, operations, etc. are important documents which may be appended to the
annual historical reports.
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Section 8

Fiscal Year 2014
Annual Historical Report

The Principal Assistant for Acquisition



Mission

The Principal Assistant for Acquisition (PAA), a member of the Senior Executive Service (SES) reports directly to
the Commanding General, US Army Medical Research and Materiel Command (USAMRMC), and acts as the Army
Milestone Decision Authority (MDA) in executing the overall responsibilities for the life-cycle acquisition
management of medical materiel. The Office of the PAA (OPAA) provides biomedical research, development, and
acquisition, program goals, objectives, priorities, and policies consistent with Congressional, Department of Defense
(DoD), Assistant Secretary of Defense (Health Affairs), Headquarters Department of the Army (HQDA), and Medical
Command (MEDCOM) guidance, directives, strategic initiatives, and regulations. In this capacity, the OPAA
provides oversight and technical support to the Project Managers (PjM) of the USAMRMC and two subordinate
USAMRMC organizations. The OPAA manages the development and training of the Army Medical Acquisition
Corps and Workforce and serves as mentor and guide for Integrated Product Teams (IPT) managing materiel
solutions in the DoD Acquisition processes. As the proponent for the Intermediate Medical Acquisition Course
(IMAC), the OPAA fosters and enhances acquisition knowledge and growth within the community. The OPAA
develops policies and plans; as well as, integrates and coordinates execution of all functions, operations, and
activities involved in providing support for the Command's Advanced Development program. The OPAA ensures
that all DoD and Army advanced development requirements are fully integrated to achieve a balanced program and
provides authoritative direction and guidance, which influences the organization, direction, and control of resources
required to achieve Command objectives. The OPAA provides executive-level oversight and management of the
USAMRMC's medical advanced development investment strategy in order to enable responsive and
comprehensive planning, programming, budgeting, and sustainment of programs. The PAA also provides oversight
and management authority over the 6.7 Defense Health Program (DHP) and supports the DHP Small Business
Innovative Research (SBIR) Program within the USAMRMC in addition to providing recommendations to 6.1-6.5
DHP programs. Finally, the PAA serves as the Army Surgeon General’'s Sponsor’'s Representative to the Food and
Drug Administration.

Organization and Personnel

The PAA reports directly to the Commanding General, USAMRMC. The PAA is the rater for the Commander for the
United States Army Medical Materiel Development Activity (USAMMDA) and senior rater for the Deputy for
Acquisition and all PjMs within the USAMMDA. He is also the senior rater for the Deputy for Acquisition and PjMs
at the United States Army Medical Materiel Agency; as well as, for the PjMs for Human Immunodeficiency Virus
Vaccine at the Walter Reed Army Institute of Research. Additionally, the PAA exercises oversight of the command
wide advanced development program.
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OFFICE OF THE PRINCIPAL ASSISTANT FOR ACQUISITION (PAA)
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FIGURE 1: PAA Organization Chart

Statistical Data

The PAA, serving as the MDA, conducted 14 Integrated Product Review sessions that reviewed 48 product
development efforts from October 2013 to September 2014. There were 4 Materiel Development Decisions: Burn
Treatment Skin Repair, neuro-Cognitive Assessment Test, Extremity Injury Repair, and Platelet Derived Hemostatic

Agent.
A. In addition, the MDA approved the following milestone Decisions:

1) Three Milestone Bs: Lab Assay for TBI, Cryopreserved Platelets, and Freeze Dried Plasma.

2) One Milestone C: Leishmania Rapid Diagnostic Device.

3) Three Full Rate Production (FRP) Reviews: Noise Immune Stethoscope, Burn Resuscitation Decision
Support System-Mobile, and Oxygen Generator Field Portable.

4) Approved the transition of the Veterinary Services System Management Program into Sustainment.

B. The MDA also disapproved the Vector Trap Carbon Dioxide Generator Milestone B and sent the Coliform
Analyzer to the tech base for tech watch.

Acquisition Workforce - The Army Medical Department (AMEDD) Acquisition Career Management Advocate
(ACMA), PAA Civilian Deputy, represents over 907 Acquisition Workforce (AWF) Professionals within the AMEDD.
The ACMA manages the Memorandum of Agreement that maintains a separate but equal AMEDD Military AWF;
develops acquisition position and workforce policies for the MEDCOM and coordinates and advices AWF
information at HQDA and DoD levels; advises and scopes AMEDD AWF and corps personnel and position
management; obtains Defense AWF Development Management Funds funding and sponsors training and
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education opportunities for the workforce; and challenges position assignments to broaden experience. The ACMA
further coordinates medical personnel support to other Program Executive Office (PEO) requirements such as PEO,
Chemical-Biological Defense. The OPAA has been instrumental in helping the AWF achieve a 98% completion rate
for certification and training resulting in a 3% drop of delinquency from FY13. The OPAA also played a significant
role in obtaining stellar AWF results; it is the first time in recent history that 100% of the workforce achieved 80
Continuous Learning Points. In addition, the FY16 TDAs were updated and out-of-cycle TDAs will include
Acquisition Workforce designations in FY15.

Small Business Innovative Research (SBIR) - The OPAA led prioritization of the SBIR Phase Il projects to enable
matching of SBIR funds. During FY14 there were two solicitations — one for Army funding and one for DHP funding.
For the DHP solicitation, there were 11 topics of which 28 projects were funded amounting to $4M. For the Army
solicitation, there were 8 topics of which 18 projects were funded amounting to $1.8M. The InBios Leishmania
Rapid Diagnostic Device received FDA clearance in FY14, which was noted by the Associated Press and published
in the Washington Post; as well as, many other news outlets.

In addition, the Medical Technology Enterprise Consortium (MTEC) pre-solicitation was announced at the 2014
Military Health Systems Research Symposium. The solicitation notice was updated on FedBizOps detailing plans
for a full solicitation release in March 2015.

Information Technology - OPAA continued to provide enterprise wide Information Technology (IT) support to the
USAMRMC. During FY14, the elT PMO delivered two key capabilities to the Electronic Document Management
System. The first was the last in a series of workflows that provided additional capability and efficiency gains to the
Command in support of the Program Objective Memorandum (POM) Development Process. The second was the
high profile tool for Freeze Dried Plasma that allowed the USAMMDA'’s Division of Regulated Activities and
Compliance (DRAC) to meet the FDA and Institutional Review Board (IRB) regulations for routine monitoring and
approval of new Sub-Investigators for the Freeze Dried Plasma Clinical Study. The elT PMO also successfully
passed an audit by the United States Army Medical Research Institute of Infectious Diseases and the USAMRMC
Quality Management Organization to ensure that the Electronic Data Capture Product met the requirements for
being an FDA “validated” system. The elT PMO also successfully upgraded all FDA compliance products to comply
with the Army Cyber Command mandated server operating system upgrades. Finally, the elT PMO oversaw the
validation of compliance of the MeRITS portfolio and all security requirements in accordance with the DoD
Information Assurance Certification and Accreditation Process.

Testing — The OPAA continued to provide equipment testing support to the USAMRMC and outside DoD activities
including the US Air Force and the Georgia National Guard. Efforts during 2014 included upgrading the test facility,
which included freeing up space for additional test capabilities and providing digitized test results. Items tested by
the USAMRMC Test Branch in 2014 included:

A. Environmental Testing on seven different types of medical products:

1) IntuBrite™ Laryngoscope

2) Three Patient Monitors: ZOLL®TMPr0paq® M; Philips IntelliVue MP5; and Remote Diagnostic
Technologies, Inc. Tempus Pro

3) Trauma Shears

4) Two Carbon Dioxide (CO,) Generators: CUBE Technology, Inc. CO, Generator and TDA Research
Chemical CO, Generator

5) Environmental Sentinel Biomonitor (ESB) System
6) BG Sentinel Mosquito Trap
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7) AMPV Biologics Refrigerator (with performance characteristic testing)
B. Performance Characteristic Testing on four types of products:
1) Three Different HABCO TraumAid " Chemical Oxygen Generators
2) O,PAK"™ Chemical Oxygen Generators
3) Ratchet Tourniquets Model TX-2" and Model TX-3
4) AMPYV Biologics Refrigerator (with environmental testing)

C. Package Testing was conducted on the X Gauze Trauma Dressing and the Air Wrap Inflatable
Bandage.

Healthcare Delivery

N/A

Veterinary Services

N/A

Training and Education

From October 2013 to September 2014 (FY14), the OPAA hosted multiple growth and knowledge enhancing
activities to include Decision Gate (DG) IPT and IMAC training. The Office of the PAA complied with Army,
MEDCOM, DoD Acquisition, and Civilian Senior Leader Management Office mandatory Military, Civilian, and
contractor training requirements.

The OPAA continued direct training support to the AMEDD and the DoD by sponsoring six IMAC sessions for 140
students during FY14. Of these six sessions, three were local sessions and three were at USAMRMC
subcommands including one USAMRMC Laboratory. The IMAC is certified by the Defense Acquisition University
(DAU) as an equivalent course to the DAU’s Acquisition 201B and has been instrumental in the AMEDD improving
its compliance with the Defense Acquisition Workforce Improvement Act training requirements. Of all the
attendees, 115 were from the DoD and 25 were participants from industries that support the DoD.

In addition, the OPAA obtained Defense Acquisition Workforce Development Funds (DAWDF) in FY14 to sponsor
two Naval Postgraduate School Program Management courses at Ft. Detrick. There were 27 USAMRMC students
who graduated and achieved Level 2 or Level 3 certification in DAU Program Management.

Research and Development

As the MDA, the PAA approved the fielding (post-FRP) of three products, which remained in the Decision Gate
process: Noise Immune Stethoscope, Burn Resuscitation Decision Support System-Mobile, and Oxygen Generator
Field Portable.

The PAA serves as the Chair of the Advanced Development Advisory Group to the Armed Services Biomedical
Research Evaluation and Management (ASBREM). The ASBREM is a Community of Interest that was reorganized
to enhance opportunities for collaboration and coordination of programs across all DoD stakeholders in order to
save money and improve international recognition.
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Resource Management and Budget

The PAA ensures that support is provided to the USAMRMC Project/Product Managers and resolves or
recommends appropriate action concerning priorities between Project/Product Managers and subordinate
Commands of the USARMMC having over 7,000 Military and Civilians, with an annual operating budget
approaching $2.5B.

The OPAA managed approximately $11.9M* DHP 6.7 FY14 allocation, providing oversight for approximately 45
ongoing projects. The OPAA released a DHP 6.7 funding announcement in the first quarter of FY14 with two
submission deadlines and review cycles. The OPAA formalized a review process to obtain JPC-level input on each
proposal for consideration by the final selection panel. From November 2013 through September 2014, 109
solicitations for funding were received and reviewed. Of these solicitations, awards were made for 29 new projects
amounting to approximately $4.9M in FY14 funds (total ~$9.2M FY14-16 funds). *Available for science, not
President’s Budget.

In FY14, the PAA was responsible for $52.5M Army 6.4/6.5 funding, $52.2M OPA funding, and $170.0M OMA
funding. The Army funds were obligated at 83.9% and disbursed at 28.3%; the OPA funds were obligated at 99.9%
and disbursed at 57.1%; and the OMA funds were obligated at 75.4%.

The PAA serves as The Surgeon General's representative to the Army Equipping (EE) Program Executive Group
(PEG) and Sustainment (SS) PEG. The PEGs are a high-level review of the Program Objective Memorandums
submitted by various Commands based on their basic organization structure (e.g., ammunition, aviation, mobility,
science and technology, soldier).

Information Management

The ACMA team developed a SharePoint site to support the Acquisition Workforce. The MEDCOM ACMA
SharePoint site is a resource for all of the MEDCOM Acquisition Workforce. The site provides information on
certification requirements, Army Acquisition policies, and more.

Operations

The OPAA led a very successful Program Status Review (PSR) to the Assistant Secretary of the Army for
Acquisition, Logistics, and Technology in June 2014. The purpose of the PSR was to inform the Honorable Ms.
Heidi Shyu about the USAMRMC advanced development portfolio, industrial base issues, risks, and funds
execution.

The OPAA assembled and led three major product presentations utilizing the combat support hospital facilities at
the US Air Force Medical Evaluation Support Activity (AFMESA). This immersive presentation approach effectively
provided a realistic chronological walk through medical support in the life of a Soldier, from accessions and training
through deployment and point-of-injury, interacting with medical evacuation and emergency treatment, and
concluding with follow-on definitive care efforts. In each station, displayed products served to segue to discussion
of the USAMRMC'’s broader medical product programs and remind visitors of the Command’s responsibility for total
lifecycle management of medical materiel. The three visits were:

A. February 2014 — MG Dean G. Sienko, Commanding General, US Army Public Health Command,
MG Richard W. Thomas, Director, Healthcare Operations, Defense Health Agency, Rear Admiral Bruce A.
Doll, Deputy Chief, Navy Medicine Research and Development, Bureau of Medicine and Surgery (M2),
Special Assistant for Department of the Navy Office of Research Protections, Bureau of Medicine and
Surgery, and Commander, Naval Medical Research and Development Command, and Major General Brian
C. Lein, Deputy Surgeon General/Deputy Commanding General, Operations, US Army Medical Command
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B. April 2014 — Dr. David Smith, Deputy Assistant Secretary, Force Health Protection and Readiness, Office of
the Assistant Secretary of Defense for Health Affairs

C. July 2014 — Mr. Thomas Mullins, SES, Deputy Assistant Secretary for Plans, Programs and Resources,
Assistant Secretary of the Army for Acquisition, Logistics & Technology, Ms. Nancy Harned, SES, Executive
Director, Strategic Plans and Program Planning

Modernization
N/A

Logistics
N/A

Construction
N/A

Health and Environment
N/A
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Mission

The Director for Materiel (DfM) is a special staff reporting to the Chief of Staff, providing strategic leadership and
subject matter expertise for medical logistics and management. Primary functions include:

A.

OO0 w

I o mm
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Principal to the Commanding General, MRMC on Medical Materiel
MEDLOG integration within the Life Cycle Management Command (LCMC)
MRMC integration and support to the Army Medical Logistics Enterprise (AMLE)

MRMC engagement with Defense Medical Logistics (DML), Defense Logistics Agency (DLA), and Defense
Health Agency MEDLOG Division (DHA MEDLOG)

Army Medical Logistics Enterprise (AMLE) Office of Strategy Management (OSM)

AMLE Executive Committee (EEC) [Co-Chair]

AMLE Information Technology (IT) Executive Steering Committee (ESC)

AMLE Review and Analysis (R&A)

Integration with Defense Medical Logistics (DML) Enterprise and Joint logistics community

MRMC Decision Gate process (i.e. Logistics)

Organization and Personnel

During this report, LTC (Deputy, DfM) was reassigned and was replaced by LTC . The DfM

exercised the option years on both the DeloitteF and GDIT* contracts listed below on the
e 1 below:

DfM organization chart. The DfM organization Chart is depicted in Figur

FIGURE 1: DfM Organization Chart

Director for Materiel
(DJIV)

| DIONN

LTC
Deputy Director ContTacior
Administrative
Support
] ]
M Vacant
Contractor /) "Enterprise (Authorized on
Strategic Business Office TDA)
Integration Chief “Medical
Logistician”
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Statistical Data
N/A

Healthcare Delivery
N/A

Veterinary Services
N/A

Training and Education

The DfM assisted FORSCOM and subordinate Medical Logistics Commands with various Theater Enterprise-Wide
Logistics System (TEWLS) training. Specifically, DfM assisted with writing an Operations Order (OPORD) for
FORSCOM to task 6™ Medical Logistics Management Center with training the 428™ Medical Logistics Company
(MLC) with their pre-deployment training.

Research and Development

Research and Development: The DfM continues to assist the Milestone Decision Authority (MDA) by serving on
Product Lifecycle Review Committee (PLRC) and the Executive Management Committee (EMC). The DfM assisted
the Joint Medical Logistics Functional Development Center (JMLFDC) with Research and Development (R&D)
funding for medical logistics system changes such as the Common User Interface (CUI), which is an “Amazon” like
shopping cart capability for non-medical logisticians to submit medical supply requests. The DfM assisted the US
Army Medical Materiel Agency with various aspects of delivering new functionality in TEWLS Assembly
Management (AM). The TEWLS-AM functionality requirements document was developed by the DfM and in FY 14
as the functionality was delivered, the DfM assisted with validating requirements against the capabilities delivered.

Resource Management and Budget
The DfM was adequately resourced to perform assigned missions. The DfM budget is displayed in Figure 2 below.

FIGURE 2: DfM Budget FY 14

Cost Center OMA Total
Civilian Pay and Benefits |$349,712 $1,188,559
Travel $33,600 $33,600
Contracts $550,246 $550,246
Supply $2,000 $2,000
Equipment $3,000 $3,000
Other Contracts $250,000 $250,000
Total $1,188,558 $1,188,558

9-2




Information Management
N/A

Operations

The DfM served as the MRMC lead for the Medical Logistics Line of Effort (LOE) in support of Operation United
Assistance (OUA). The DfM assisted early on as the operation was unfolding with the coordination of Personal
Protective Equipment (PPE) requirements, unit equipment and materiel shortfalls, Unit Deployment Package (UDP)
fieldings, and medical supply distribution.
A. OUA Positive Impacts / Sustain:

1) Coordination Between AML / MTF & USAMMA to Support Equipping Gaps

2) CG MRMC Appointment of LOE Leads

3) Structured Collaboration Among Logisticians Across Agencies with Clinical SMEs

4) MEDLOG Communications Improved Over Time

5) 6" MLMC and USAMMA DOC Coordination to Ship Critical Reagents

6) MedLog Company Visit to USAMMCE to Receive MEDLOG Training
B. OUA Challenges / Improves:

1) MEDLOG Communications

2) HQDA Guidance on Deployment Days of Supply

3) Ad Hoc ASL for MedLog Company

4) MedLog Company Arrival Timeline

5) Funding for UDP’s Unclear Initially

6) PPE Guidance Fluid Causing Unnecessary & Delayed Procurement

7) Process to Support NIAID with MilAir Assets

8) MEDLOG Information Technology (IT) Plan Unclear

9) Delay of 6™ MLMC Officer Arrival to AFRICOM ISO of MedLog Operations

Modernization

The DfM continues to assist OTSG / MEDCOM G4 with critical equipment and force design updates (FDU) such as
the new materiel requirements in the Combat Support Hospital (i.e. Combat Support Hospital FDU).

Logistics

A. MRMC Reorganization: The DfM served as the MRMC lead for the reorganization of the command from a
logistics perspective in support of OTSG's “Futures” concept. The DfM reviewed various courses of action to
split the command as it relates to medical logistics. The DfM worked with the MRMC staff and the medical
logistics commands to include USAMMA, USAMMCE, and USAMMC-K. Throughout this effort, the MEDLOG
team explored options with moving the MEDLOG commands to various geographical headquarters and moving
the DfM staff to DHA or OTSG G-4. Generally, the MRMC Commanding General briefed the CG, MEDCOM that
the command to include MEDLOG would stay intact.
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B. Army Medical Materiel Agreement (AMMA): The DfM attended multiple meetings with updating the AMMA
agreement between DLA and OTSG/MEDCOM. This document defines the support the Defense Logistics
Agency (DLA) provides the Army with DLA stocks in support of the military health system. Furthermore, this
document addresses the controls necessary for the items in inventory receipt, order fulfilment, receivables and
inventory management processes. The DfM provided background information, recommended changes and
context to many areas within the document. This document was ultimately signed on 12 Nov 14.

C. Army Medical Logistics Enterprise (AMLE) Strategy:

1)

2)

3)

4)

5)

6)

Enterprise Executive Committee (EEC): The DfM Deputy serves as the AMLE Office of Strategy
Management (OSM) lead. His task is to assist the AMLE with meeting the Mission and Vision of the
Enterprise through the seven (7) AMLE Strategic Objectives. The seven AMLE objectives (i.e.
Implement Enterprise Business Model, Model Fiscal Stewardship, Inform and Educate Stakeholders,
Improve MEDLOG Services, Increase the Readiness of the Operating and Generating Force, Provide
Full Lifecycle, and Talent Management) have twenty three (23) measures and eighteen (18) initiatives
established in the Strategic Management System (SMS) using the Balance Score Card (BSC)
methodology. The EEC meets monthly to review at least two objectives to understand the performance
of the objective, progress or challenges. The EEC is also briefed monthly on emerging topics,
opportunities and challenges. The EEC tracks open issues and tasks the Staff Action Group (SAG)
assist with gaps identified through the monthly EEC engagement. During this period, the EEC process
has struggled with the BSC process, which is mainly attributed to the lack of Initiatives aligned to
various objectives.

Staff Action Group (SAG): The DfM Chief, Enterprise Business Office (EBO) facilitates the SAG
meeting monthly. This meeting adjudicates AMLE business issues, emerging topics and strategic
issues in support of the AMLE EEC. Issues are tracked and shared with the AMLE EEC for decisions or
situational awareness.

Review and Analysis (R&A): The DfM EBO facilitates the quarterly AMLE R&A meeting. This meeting is
done live in the Strategic Management System (SMS) including seven (7) broad topics to include
Resource Management, Theater Lead Agent for Medical Materiel Supply Chain Management, Materiel
Management, Services, Medical Maintenance Management Operating Force, Assembly and
Production, and Theater Recap, Reuse, and Divesture of Class VIII Equipment. These seven topics
have 43 measures representing both the operational and generating force. Many of these measures
have improved based on emphases by leadership, business process reengineering or other related
reasons. Some measures have not improved but continue to be monitored closely. The AMLE R&A
meeting drives business process improvement, system change requests and resourcing for AMLE
organizations.

AMLE Charter: The AMLE Charter is signed by the CG, MRMC. During this period, the AMLE Charter
expired. The staffing process to update the Charter is still in staffing.

IT Executive Steering Committee (ESC): The ESC meeting is held twice per quarter. The DfM EBO
assists the OTSG G-46 with the conduct of this meeting. This meeting focuses on our systems in
support of Army Medicine Medical Logistics support. This meeting provides updates to the ESC on IT
related topics, which informs business process changes and system change requests.

Centralized Medical Materiel Management (CM3) Business Case Analysis (BCA): The DfM serves as
the co-lead for the contract in support of the CM3 BCA. The CM3 effort is a three-phased process in
support of the Army Surgeon General’'s 2025 Campaign Plan. The CM3 initiative is a line of effort under
the pending AMLE 2025 Program. The BCA phase started in September 2014 and will culminate with a
decision brief in April 2015. The BCA is exploring options to consolidate medical materiel management
regionally in support of MTF and CONUS MTOE unit supply chain support. The BCA will explore
options to streamline the master data processes across MRMC and MEDCOM. The BCA will provide
several options to the AMLE to move forward with this concept into phase 2 (Business Process
Reengineering / BPR). The BCA will include data that shows a Return On Investment (ROI) or
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7)

8)

2)

3)

otherwise. The BCA phase included travel to Fort Sam Houston, TX and Fort Hood, TX to meet with
stakeholders to validate our hypothesis as well as receive input from various units in the supply chain.
The core team also visited the DLA, Services and DHA for their input.

MLC TEWLS Pilot: The DfM EBO played a key role in the planning and execution of the MLC TEWLS
Pilot at Fort Hood, TX in April 2014. The OTSG G-43 served as the lead for this Pilot while the MRMC
EBO facilitated the weekly IPR’s, task lists, and DOTMLPF-P assessment document. The Pilot
occurred over a 4 day period with transactions conducted in TEWLS by both the MLC and TLAMM. The
1* Army MEDLOG warehouse at Fort Hood, TX was used to accommodate the exercise. This pilot
included the 1% MED BDE staff and MLC, OTSG/MEDCOM, MRMC EBO, USAMMA, USAMMCE,
AMEDD Center and School (DCDD Force Sustainment Division), and 1* Army. The objective of this
Pilot was to validate the TEWLS system in support of the MLC would accommodate our MLC business
processes while having a TLAMM conduct the CM3 activities. The deliverable of this Pilot was to
conduct an assessment of the MLC business processes as well as the CM3 activities at the TLAMM in
the DOTMLPF-P format. The major gaps identified during the Pilot included training, catalog, CM3
activity lead while in CONUS prior to a deployment, and doctrinal updates to the Combined Arms
Training System (CATS) document.

Defense Health Agency (DHA):

a. Defense Medical Logistics (DML) Metrics: With establishment of the Defense Health Agency
(DHA), the DfM participated with other Services in development of metrics to monitor the
performance of ‘shared services’ and business process initiatives intended to improve
efficiency in delivery of medical logistics product lines. Metrics were addressed for three broad
purposes: performance of DHA programs established for its Initial Operating Capability (I0C);
performance of DHA and DLA in meeting responsibilities under a Performance Based
Agreement (PBA), and ‘Measures of Effectiveness’ (MOA) related to DHA performance as a
Combat Support Agency (CSA). Whenever possible common metrics were adopted for all three
purposes. Challenges included harmonization of data from multiple data sources and Service-
specific policies and business processes. By end of CY14, metrics have been adopted for
medical materiel standardization, use of eCommerce, cost avoidance, and sourcing
optimization associated primarily with support to the military direct care (DHP) system. Metrics
for various aspects of medical materiel readiness and standardization in operating forces
remain under development.

b. Defense Medical Logistics Enterprise Solution (DML-ES): The DfM continues to assist
DHSS/DHA/IMLFDC with improving and proliferating TEWLS across the Services and Army.
The EBO ICW USAMMCE and USAMMA Business Support Office (BSO) conducts monthly
meetings to improve the functionality and performance of TEWLS to include system
improvements and master data.

Defense Logistics Agency (DLA) Supply Chain Assessment: The DfM participated in analysis of a Class
VIl supply chain assessment (SCA) chartered by DLA and supported by the Defense Medical Logistics
Medical Logistics Proponent Committee (DMLPC). This assessment is intended to satisfy a DoDD
5101.1 requirement for DoD Executive Agents to be assessed < 3 years for continued need, currency,
& effectiveness and efficiency in satisfying end user requirements. The DfM helped compile and
interpret the survey results and prepared the briefing of preliminary results for the DML Staff Action
Group (SAG). These preliminary results concluded that overall, the Class VIII supply chain is ‘effective’
with 18 of 19 assessed qualities rated at least ‘'somewhat effective’. Key areas for improvement
included requirements determination, materiel standardization, system interoperability, and risk
assessment.

DLA J3 Visit to USAMRMC: The CG, MRMC hosted the Director of Logistics Operations/J-3, Defense
Logistics Agency (DLA), RADM Vincent Griffith, and the Commander, DLA Troop Support, BG Steven
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Shapiro, at MRMC HQ on 1 December 2014. The meeting purpose was to discuss and renew the 14+
year partnership between Army and DLA which is critical for extending medical supply chain support to
Army and joint medical forces worldwide. MG Lein provided an overview of MRMC as the Army’s
medical life cycle management command, followed by briefings covering Army Medical Logistics,
Defense Medical Logistics, and medical logistics support to Operation United Assistance (OUA) in West
Africa. The meeting was attended by the Chief, Medical Logistics Division, Defense Health Agency
(DHA) and the Air Force and Navy Medical Logistics Chiefs. Following the meeting at MRMC, RADM
Griffith and BG Shapiro visited the Defense Medical Logistics Center (DMLC) on Ft. Detrick.

4) Forces Command (FORSCOM) Visit: On 17 Oct 15 LTC (P) and COL (CDR, 6"
MLMC) traveled to Fort Bragg, NC to brief the FORSCOM Surgeon (BG Providence) and FORSCOM
G-4 on various AMLE topics and an overview on the 6thMLMC. This briefing included several AMLE
topics to include an AMLE overview, AMLE General Officer Steering Committee (GOSC) concept, CM3
concept and BCA, MEDLOG Company TEWLS fielding, and readiness related issues. The FORSCOM
Surgeon seemed on board with all topics briefed while the FORSCOM G-4 had some critical concerns
about Army Medicine based on his recent experience in Korea with the 65" MED BDE.

5) USAMMC-K 90 Day Assessment: The new USAMMC-K commander (LTC Butler) provided a 90-day
assessment briefing to the CG, MRMC on his organization. This assessment focused on resource gaps
to transition to hostilities (TTH), organization alignment, mission command alignment, USAMMA Army
Propositioned Stocks (APS) issue process/concerns, systems issues, personnel issues, Memorandum
of Agreement issues with 65" MED BDE, and other concerns. These issues will be addressed during a
meeting in Korea with personnel from the OTSG G-4, MRMC, Pacific Regional Medical Command, g™
Army, 65" MED BDE, and USAMMA.

Construction

US Army Medical Materiel Center Europe (USAMMCE) relocation and the European Infrastructure Consolidation
(EIC) Review made significant progress in calendar year 2014. Throughout 2014, the DfM supported two primary
work groups (medical and logistics) engaged in a SECDEF-directed EIC Review to validate whether Kaiserslautern
Army Depot (KAD) is the optimal location to move USAMMCE. The KAD project has been an Army plan supporting
its ongoing consolidation of USAREUR infrastructure, which requires closure of Husterhohe Kaserne (Pirmasens)
where USAMMCE is currently located. The EIC analysis supported the KAD plan and included it in
recommendations forwarded to SECDEF in Dec 2014 (approved by SECDEF in Jan 15). In Jan 2014, the DfM also
began a comprehensive MRMC effort to plan the details of initial outfitting and transition (IO&T) associated with the
USAMMCE move, including furnishing, warehouse design and equipping, information technology, and manpower
costs necessary to execute the move without interrupting critical operations. Through collaborative staff work
involving the MRMC DCSLOG, DCSIM, and DCSRM as well as MEDCOM counterparts and USAMMCE, these
requirements were documented. A major break-through occurred in May 2015 when the USA Health Facilities
Planning Agency incorporated these requirements into its funded I0&T program. This support ultimately included a
MEDCOM contribution of $2M in Sep 14 to help cover an IMCOM-E funding shortfall to renovate a building for the
optical fabrication lab. As of year-end, HFPA awarded a contract for on-site IO&T project management and
USAMMCE's relocation appears on track for a move in late FY 16/FY17.

Health and Environment
N/A
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Section 10

Fiscal Year 2014
Annual Historical Report

Military Infectious Diseases Research Program



MIDRP Overview

The Military Infectious Disease Research Program (MIDPR) annual historical report for FY 2014 will capture
important events, accomplishments, lessons learned and organization changes.

MIDRP’s Mission
A. To conduct for the Department of Defense (DoD) a focused and responsive world-class infectious
disease research and development program leading to fielding of effective, improved means of
protection and treatment to maintain global operational capability with minimal morbidity and mortality.

Organization and Personnel of MIDRP:
A. Organization of MIDRP

1)

2)

3)

The Military Infectious Diseases Research Program (MIDRP) is managed by Research Area
Directorate (RAD) 1 of the U.S. Army Medical Research and Materiel Command (USAMRMC)
located at Fort Detrick, Maryland. MIDRP is the lead for planning, coordinating and overseeing a
DoD Science and Technology (S&T) program that funds basic research leading to medical
countermeasures for naturally occurring diseases affecting military operations. MIDRP is an
intramural program executed through the Walter Reed Army Institute of Research (WRAIR) and the
Naval Medical Research Center (NMRC), both located in Silver Spring, Maryland, the United States
Army Medical Research Institute of Infectious Disease (USAMRIID), located in Fort Detrick,
Maryland and at their affiliated OCONUS laboratories: the United States Army Medical Research
Unit-Kenya (USAMRU-K) in Nairobi, Kenya; the Armed Forces Research Institute of Medical
Sciences (AFRIMS) in Bangkok, Thailand; the Naval Medical Research Unit No. 6 (NAMRU-6) in
Lima, Peru, Naval Medical Research Center-Asia (NMRC-A) in Singapore, Naval Medical Research
Unit No. 2 (NAMRU-2) in Phnom Penh in Cambodia, and NAMRU-3 in Cairo, Egypt. Research
Coordinators at WRAIR, NMRC and USAMRIID manage MIDRP’s research programs and
communicate with OCONUS researchers. MIDRP provides funds to both U.S. Army and U.S. Navy
researchers for endemic disease research.

MIDRP’s HIV program collaborates with National Institute of Allergy and Infectious Diseases
(NIAID). MIDRP also collaborates with several companies and universities to develop and evaluate
products.

MIDRP additionally executes a portion of the Defense Health Program enhanced (DHP) to
intramural and extramural researchers in the areas of Rapid Screening of Fresh Whole Blood,
Wound Infection Prevention and Management and Antimicrobial Countermeasures, Diagnostic
Systems for Infectious Diseases (6.4 funding), Acute Respiratory Diseases and Innovative Immuno-
chemo Prophylaxis Technologies.

B. Military, Civilian and Contractor Personnel:

1)

2)

Military:

a. COL , Ph.D. (Director, 01 OCT 2013 — 30 SEP 2014)
b. LTC , Ph.D. (Deputy Director, 01 OCT 2013 — departed Jun 2014
with no replacement
c. CDR*, Ph.D. MSM (Malaria Vaccines, Malaria Therapeutics, Flavivirus vaccine,
Leishmania Topical Paromomycin IPTs Navy Liaison and Consultant , 8-Aminoquinoline
Consortium Member, and Multilateral Integration Team member for PfSPZ malaria vaccine,
and Navy Liaison to USAMRMC, 01 OCT 2013- 30 SEP 2014)
d. CAPT _ MD (Infectious Disease Consultant, 04 FEB — 30 SEP 2014)
Civilian:
a. (SIS FhD. (Director, Defense Health Programs, 01 OCT 2013 - 30 SEP 2014)
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D (Medical Officer, 01 OCT 2013- 30 SEP 2014)
(C|V|I|an Office Secretary, 01 OCT 2013 — 30 SEP 2014)
3) Contractors:

a. M (Contractor, HIV and Adenovirus Vaccine Portfolio Manager, 01 OCT 2013-

H (Contractor, Malaria Vaccines and Malaria Therapeutics Portfolio Manager
engue Program Manager, and |V Artesunate, and Tafenoquine IPT Consultant) 01 OCT

2013- 30 SEP 2014)

c. (Contractor Vector Identification and Control, Diagnostics Systems
including and Lethal Viruses Portfolio Manager, SBIR Liaison and PPAE Liaison, 01
OCT 2013-30 SEP 2014)

d. (Contractor MIDRP and DHP Budget Analyst, 01 OCT 2013-30 SEP

e. (Contractor, DHP Portfolio Manager, 01 OCT 2013-30 SEP 2014)

f. ontractor Diarrheal and Rickettsial Diseases Research Portfolio Manager,

- 30 SEP 2014)
g. (Contractor DHP Budget Analyst) 01 OCT 2013- JUN 2014

4) Deployed -0

Statistical data:
N/A

Healthcare Deliver:
N/A

Veterinary Services:
N/A

Training and Education:

A. COL visited Armed Forces Research Institute of Medical Sciences, Bangkok, Thailand 14-22
Mar ; Gates Foundations Meeting 21-26 Apr and Medical Health Sciences Research Symposium
(MHSRS), 18-21 AUG 2014, Fort Lauderdale, FL.

B. LTcm completed STM 202 and STM 303 and received Level 3 S&T
Certification and received Level 3 S&T Certification and member of the Army Acquisition Corps.

C. CDR! attended the American Society for Tropical Medicine and Hygiene (ASTMH),
Washington, DC 13-17 NOV 2013. ASTMH, founded in 1903, is a worldwide organization of scientists,
clinicians, and program professionals whose mission is to promote global health through the
prevention and control of infectious and other diseases that disproportionately afflict the global poor.

Attended MHSRS 18-21 AUG 2014 in Fort Lauderdale, FL. Attended Bio2014, 23-26 June 2014 in
San Diego, CA. Attended 8-Aminoquinolone Consortium Meeting Apr 2014 in Oxford, MS.

D. _ attended MHSRS, 18-21 AUG 2014, Fort Lauderdale, FL.
E. m - Fundamentals of Systems Acquisition Management AQ101 from DAU (Mar 2014),
n

ermediate Medical Acquisition Course at Fort Detrick (May 2014). Attended 8-Aminoquinolone
Consortium Meeting Apr 2014 in Oxford, MS.
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Research
A.

n - Training GFEBS (7 different Modules); Hand Receipt Holders Single Card
Training for Credit Card in GFEBS

—- Attended International AIDS Vaccine Conference held on 7—10 October 2013 at the
International Convention Center in Barcelona, Spain.

— Completed Level 1 Defense Acquisition Workforce Improvement Act Certification ;
Attended 8-Aminoquinolone Consortium Meeting Apr 2014 in Oxford, MS.

- attended MHSRS, 18-21 AUG 2014, Fort Lauderdale, FL.

_ Decision Gate Fundamentals: MRMC (Oct 1% 2013), Fundamentals of the Analysis
of Alternatives: MRMC (01/13/2014), Advancing Regulatory Science for High Throughput Sequencing

Devices for Microbial Identification and Detection of Antimicrobial Resistance Markers: FDA (April 1%
2014), Navigating Medical Product Acquisition in the FDA - Regulated Space-Protecting the
Development Effort, Completion of the IPT Checklist and Other Challenges: MRMC (May 1% 2014),
Risk Management Workshop: MRMC (May 14™ 2014), Small Business Innovative Research, Small
Business Technology Transfer: MRMC (July 14" 2014), The Development of New Antibacterial
Products- Charting a Course for the Future: FDA (July 30" -31° 2014), MHSRS (August 18"M -21°
2014) and Intersciences Conference on Antimicrobial Agents and Chemotherapy (September 5™t
2014).

* - Completed Small Business Innovation Research/Small Business Technology
Transfer (SBIR/STTR) FAC010 Section 889 from DAU (02/13/2014) and Improved Statement of Work

CLMO031 Section 890 from DAU (04/02/2014).

— Completed “MRMC'’s “Navigating Medical Product Acquisition in the FDA-regulated
space” (05/01/2014) and MRMC's “Project Risk Management” (05/14/2014). attended a
workshop entitled “Development of new antibacterial products: Charting a course for the future” jointly
organized by the FDA and the NIH in July 2014. She also attended the 8th Vaccine and ISV Congress
in Philadelphia in October 2014.

and Development:

MIDRP’s objective is to protect deployed service members from infectious diseases common in the
developing world that may interfere with operational readiness. MIDRP programs are focused on the
discovery and exploration of innovative approaches to protect the health of military personnel against
naturally occurring endemic and emerging infectious disease threats and to accelerate the transition of
medical technologies into deployed products. All programs undergo a comprehensive internal and
external peer review to ensure that only the “best” science is funded. The MIDRP has had notable
successes as evidenced by its lead role in developing and fielding more than a dozen critical vaccines
and drugs to prevent and treat endemic infectious diseases and in developing licensed vector and
human diagnostic platforms for human diseases.

MIDRP programs are multifaceted and include highly effective inter-agency efforts that leverage all
available resources (including academia, industry, U.S. Government and other partnerships) to
maximize development and fielding of countermeasures to safeguard the Warfighter. In addition,
since the FDA requires that pivotal clinical trials of products for infectious diseases be conducted in
people living in endemic areas, the MIDRP’s collaborative networks around the world (which include
DoD overseas laboratories) also attract industry partners for accomplishing complex clinical trials. The
recent success of this collaborative HIV vaccine research was acclaimed as a major medical
breakthrough in HIV Vaccine development. The program continues to evaluate mechanisms of
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protection in vaccinated volunteers through several new studies in collaboration with international
academic and industrial partners. The Dengue vaccine development program spearheaded by MIDRP
researchers also uses these international development assets as does the Military Malaria Vaccine
Program - as evidenced by its recent (2011) success in co-developing the world’s first malaria vaccine.
In OCONUS laboratories, MIDRP-funded scientists work in modern, well-equipped facilities with high-
caliber foreign national scientists to develop diagnostic and detection tests, devices and assays
applicable to the region (e.g. a dengue arthropod vector rapid detection device (AVRDD) developed in
Thailand). These international scientific collaborations not only lead to products which benefit the US,
but also to education and goods which benefit and are available to the host nation. MIDRP-funded
scientists serve as goodwill ambassadors, and contribute to the development of health and science
infrastructure in these developing countries - improving regional health and stability as well as
potentially buoying US diplomatic and DoD relations.

Countermeasures and candidate solutions to combat infectious disease are studied through all phases
of development including field testing. In addition to driving development of drugs and vaccines for
naturally occurring infectious diseases of relevance to the military, MIDRP develops diagnostic
products (including field worthy devices to diagnose human infections [e.g., scrub typhus] and to
determine if humans are infected with pathogens transmitted by medically relevant arthropods, ie.
mosquitos, ticks, sandflies, mites. Vector control products including personal protective devices (e.g.,
insect repellents, insecticides, and bed nets) to prevent mosquitoes, ticks, and sand flies from biting
service members are also an important result of MIDRP funded research.

MIDRP’s current research programs are focused on drugs to prevent and treat malaria, malaria
vaccines, diarrheal vaccines, dengue vaccines, lethal virus countermeasures, scrub typhus research,
treatment of cutaneous leishmaniasis, wound infection research, control of insect vector, diagnostics,
and HIV research.

MIDRP managed the Defense Health Program Enhancement (DHP), a $200M program (FY10-19),
that includes both intramural and extramural research projects spanning basic research through
advanced development of military medical products. Joint Program Committee 2 (JPC-2) had program
announcements in FY14 and has a few new project starts in Wound Infection Prevention and
Management and Antimicrobial Countermeasures. DHP was established initially in FY10 based on
GDF gaps. The objective is to accelerate the translation of advances in knowledge into new standards
of care for injury prevention, treatment of casualties, rehabilitation, and training systems that can be
applied in theater or in the clinical facilities of Military Health System (MHS). Five infectious disease
DGP task areas include: Rapid Screening of Fresh Whole Blood (FSFWB), Wound Infection
Prevention and Management (WIPM), Antimicrobial Countermeasures (AC), Diagnostic Systems for
Infectious Diseases, Acute Respiratory Disease (ARD), and Innovative Immuno-Chemoprophylaxis
Countermeasures. Primary focus for AC and WIPM is infections with one or more MDROs, particularly
Acinetobacter baumannii, Pseudomonas aeruginosa, methicillin-resistant Staphylococcus aureus,
extended-spectrum beta-lactamase producing Enterobacteriaceae (including E. coli & Klebsiella
pneumoniae), and/or non-Candida invasive fungal (mold) pathogens.

. The 2014 MHSRS was held 17-21 Aug 2014 in Fort Lauderdale, FL. There were 1534 attendees that
included all services, other government agencies, international military, academia, and industry. This is
an excellent venue to present the newest research in the areas of Combat Casualty Care, Traumatic
Brain Injury, Joint Trauma System, Infectious Disease, Military Operational Medicine, Hyperbaric
oxygen, Blast Injury, Clinical & Rehabilitative Medicine, Expeditionary & Sea Based Care & Global
Disaster Response, and many other areas. This conference also served as a venue for many other
sub-meetings to include media round tables, ASBREM, JPC and service specific meetings, etc.
MHSRS received a record 1135 abstract submissions for the competitive oral/poster presentation
process; only half of those were selected to speak or present their posters. MHSRS 2014 was the first
time Infectious Disease was represented; received 120+ abstracts. Infectious Disease held two
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breakout sessions on 21 August and due to the overwhelming response, two special lunch breakout
sessions (20 and 21 August). Additionally, there was a media Infectious Disease Roundtable entitled
“Fighting Wound Infections and Antibiotic Resistance” held 20 August and two infectious Disease oral
presentations in the Plenary held 21 August. All sessions were well attended and attendees were very
positive about seeing a continued presence of Infectious Disease topics in future MHSRS Meetings.
As part of the U.S.-Israel Data Exchange Agreement (DEA) and recommendations of the Executive
Summary of Shoresh 2012, an Executive Session video teleconference was held on October 2, 2013.
MIDRP provided semi-annual status of actions with their Israel Defense Force Co-Chair for the
Infectious Disease working Group. MIDRP reported on 6 action items, completing 3 (Skin and Soft
tissue Infection and bacterial diarrheal disease) of the 6; the remaining were ongoing in 2014.

Major Accomplishments in FY14 include:

1)

2)

3)

MIDRP continues to enhance program focus and management to assure scientific merit and the
mission / requirement alignment of proposed research prior to funding; in addition there is
documentation of research outcomes after funding. Of 202 proposals submitted about 134
proposals were funded in FY14 which include both new and ongoing efforts. MIDRP also reviewed
14 MILVAX proposals and 5 were funded. MIDRP reduced the number of IIPT meetings to one
(held APR 2014) and conducted no Scientific Advisory Boards due to the travel restrictions during
the fiscal year. Other accomplishments include contribution of significant knowledge to the global
scientific community for many tropical diseases, teaching and technology transfers, infrastructure
improvements, and large clinical efficacy trials in the tropics.

There were no changes from 2013 historical report. MIDRP scientists and their USAMMDA
collaborators continue to advance intravenous artesunate (IV AS) for the treatment of severe or
complicated malaria. On average, 1500 cases of malaria a year are reported in the US, while 3.3
billion people (half of the world's population) live in areas at risk of malaria transmission.
Approximately 10% of the reported cases develop into severe malaria, which have a significantly
higher chance of death. Artesunate is recommended by the World Health Organization (WHO) for
the treatment of severe malaria and has been used worldwide for many years. In 2007, the FDA
approved an IND protocol for a new class of antimalarial medication which is available through the
CDC for the first time as a replacement for intravenous Quinidine. The drug is provided to the
hospitals, upon request and on an emergency basis, by the CDC Drug Service or by one of the
CDC Quarantine Stations located around the country. In addition, Force Health Protection (FHP)
has prepositioned IV AS in two overseas facilities that also handle other FHP products so that the
drug is available to our military on an emergency IND basis. Average time from request to
administration is seven hours. The treatment IND at the CDC under a MOA has treated over 154
patients through the end of 2012 with IV AS with no drug-associated serious adverse effects
(SAESs). IVAS has shown high efficacy and rapid action for the treatment of severe and complicated
malaria. IV AS was also donated to University of Tubingen/EDCTP/MMYV for pediatric
development. The study was completed in Gabon & Malawi with no SAEs related to study drug. A
New Drug Application (NDA) is in preparation. Licensure in the U.S. by its commercial partner is
expected in 2-3 years.

The new generation malaria prophylaxis drug, Tafenoquine, continues to advance in the licensure
process with support by MIDRP as well. In collaboration with GlaxoSmith Kline and the Medicines
for Malaria Venture, MIDRP Investigators are advancing Tafenoquine in radical cure indications as
part of a growing global malaria eradication campaign with expected FDA licensure in 2018.
Tafenoquine for a prophylaxis indication continues as well with licensure to follow the radical cure
indication licensure. . MIDRP and USAMMDA investigators have initiated a CRADA with 60P
Pharmaceuticals to accelerate development of a prophylaxis indication for Tafenoquine. The
collaboration has targeted the Europe-US-Australia-Canada travelers market in a for profit business
development effort. The collaboration will make use of the Glaxo-Smith Kline product,
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4)

5)

6)

manufactured by Piramal (India) and reformulated for the prophylaxis indication. It is anticipated
that 60P will be able to generate sufficient revenue from global Tafenoquine malaria prophylaxis
sales to be modestly profitable and enable its licensure by EU and FDA regulatory bodies. MIDRP
Investigators also supported USAMMDA in efforts to obtain an NDA for the topical anti-leishmanial,
WR279396 (Paromomycin + Gentamicin) for treatment of cutaneous leishmaniasis. A Phase 3
clinical trial in Latin America is underway to determine efficacy of Topical Paramomycin against
New World Leishmania species also as part of the NDA submission and to expand its global
market.

As part of a Joint Warfighter funded initiative (Congressional Special Interest supported by
Congressionally Directed Medical Research Program), the MIDRP, Vaccine Research Center at
National Institute of Health (NIH), PATH-Malaria Vaccine Initiative (PATH-MVI), Bill & Melinda
Gates Foundation, Walter Reed Army Institute of Research (WRAIR) and Sanaria scientists have
formed a global consortium to advance the first ever live attenuated malaria sporozoite vaccine to
clinical trials around the world. Initial clinical trial data demonstrated >90% protection using this
sporozoite vaccine that was administered intravenously. In follow on efforts, Navy and Sanaria
scientists completed continued investigations into intravenous administration of irradiation
attenuated sporozoites showing >85% protective efficacy from challenge by homologous (West
African) parasites and 80% efficacy from a heterologous parasite challenge strain (Brazilian). This
effort has also successfully reduced the number of IV immunizations from five to three while
maintaining >80% protection. In an ongoing study, immunized volunteers who completed
inoculations in November 2014 are being rested for six months post immunization and await
challenge in April 2015 to assess duration of protection. Sanaria successfully competed for
additional JWFRP funding ($7.6M) and awaits a funding determination from CDMRP in 2015 for a
study to assess protection against a Plasmodium vivax challenge.

MIDRP management/co-management of SBIR's for FY14: 16 SBIR's (2 DHP Phase 1, 10 DHP
Phase I, and 4 Army SBIR Phase Il proposals) were managed by MIDRP with a total funding for
Phase 1, 2 and enhancement funding of $11,75 million. The Phase | projects were initiated in the
areas of Diagnostics Vector Pathogen Detection, and Adenovirus vaccine. Multiple Phase Il awards
were awarded in the areas of diagnostics, vector detection and hantavirus vaccine.

Within the MIDPR managed Defense Health Program:
a. Rapid Screening of Fresh Whole Blood (RSFWB):

ii. Continued development of RT2D2 that will serve as one of the many products
developed to improve the safety of emergency blood collections by an orthogonal
approach. This product will improve the use of more timely and accurate rapid donor
blood screening by having FDA approved clinical diagnostic devices used during
emergency blood drives. Multiplexed HIV, Hepatitis B (Surface Antigen) and HCV
test will reduce the time and expense of performing rapid donor screening. Combined
Milestone B/C will be held in FY 16.

iii. Increment 2 Nucleic Acid Test (NAT) was reduced to tech watch.

b. Next Generation Diagnostic Systems (NGDS):

i. Biofire (Defense) was awarded the contract to develop the system to replace JBAIDS
utilizing the FilmArray Platform. The awarded contract was held up in a contract
protest which was settled in November 2014. This system has multiple disease
panels currently FDA approved.

i. The overall NGDS program is envisioned to be a family-of-systems (FoS) providing

modular orthogonal diagnostics capabilities across operational echelons (tactical,
field confirmatory, and fixed facilities) and fielded over several acquisition increments.
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Evolutionary acquisition program is to provide increments of capability across many
echelons of care: Diagnostic and identification platform components; Point of Care
diagnostics - hand held and single use components; Screening tools and enabling
components.

C. WIPM and AC:

i. A phase Il study at University of Pennsylvania in collaboration with Microbion
Corporation, to evaluate the efficacy and safety of the use of BiSEDT to treat
postoperative infections following surgical stabilization of open fractures of the lower
extremity is still on hold pending additional pre-clinical and clinical data required by
FDA. The study recently received FDA qualifying infectious disease product
designation that allows additional 5 years of market exclusivity and review fast
tracking options. A pre-IND meeting with the FDA indicated that additional information
was required on the part of Microbion Corporation to satisfy IND requirements.
Microbion Corporation has been pursuing the resolution of outstanding pre-IND
recommendations in order to submit the IND request.

i. JPC-2 funded the Denver Health Medical Center in collaboration with the Denver VA
Medical Center and Accer18 Technology for developing a diagnostic capability using
advanced microscopy and bacterial culturing techniques. The researchers are
developing the capability to identify bacteria and determine drug resistance profiles
within six hours of receiving the specimen. Accerl8 Technology has developed a
prototype microscopy device that demonstrates the ability to detect real-time bacterial
growth under various media conditions (with and without antibiotics). The team has
achieved joint consensus with FDA on product development and clinical trial design
for positive blood culture using the Accelerate identification /antimicrobial susceptibility
testing (ID/AST) system. The success of the work so far indicates great potential for
real-time microbiological diagnostics.

iii. With JPC-2 funding, Stratatech is developing a genetically enhanced human skin
substitute that has sustained expression of cathelicidin—a naturally occurring, human-
produced defense peptide with broad-spectrum antimicrobial properties that
demonstrates effectiveness against multidrug-resistant bacteria and fungi. The FDA
awarded Stratatech’s human skin substitute orphan drug status in 2012. Initial
preclinical studies have demonstrated effective antibacterial activity against multidrug-
resistant Acinetobacter baumannii, one of the most common pathogens associated
with combat wounds. More efficacy and toxicity studies required for Investigational
New Drug submission are underway.

iv. JPC-2 funded invasive fungal infection research through the Infectious Disease
Clinical Research Program (IDCRP). The Joint Trauma Service clinical practice
guidelines for the identification and treatment of suspected invasive fungal infections
(IF1) in war wounds were developed through this research. JPC-2 is currently funding
IDCRP research aimed at investigating molecular methods to improve IFI diagnosis.

7) Within the MIDRP managed Wound Research Program, MIDRP researchers:
a. As in prior years, the amount of funding available to this research area is limited, effectively
making this an idea and discovery program, suitable for attracting collaborations, partnerships,
and other sources of funding.

b. Significant progress is being made in both the development of novel therapeutics for the
treatment of MDR infections, and the characterization of genetic mechanisms of antimicrobial
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resistance by various groups at the Walter Reed Army Institute of Research and Naval
Medical Research Center in Silver Spring, MD.

c. In one of the projects funded under this research area, F has optimized conditions for
sufficient yield of A. baumannii OmpW2 (AbOmpW2) and K. pneumonia (KpOmpW) proteins
for X-ray crystallography. In addition, docking studies of AbOmpW2 and KpOmpW with E. coli
colicin S4 peptides are in progress. In silico screening of the National Cancer Institute
database of small organic molecules has been conducted looking for candidates binding and
inhibiting OmpW. 23 unique compounds for biological evaluations were selected for
KpOmpW, and an additional 20 to 25 compounds are expected to be selected after further
analysis.

d. Viruses that infect and kill bacteria (bacteriophages) have shown promise in the treatment of a
mouse wound infection model with Acinetobacter baumannii.

e. Genetic analysis of several MDROSs obtained from both non-sterile polymicrobial sites (such
as wounds) and sterile, monomicrobial cultures (such as blood) from the same patients did not
reveal significant genetic differences, highlighting the need for continued study of the
transmissibility and pathogenesis of these organisms.

f. Several articles were published detailing the analysis of several MDROs involved in clinical
outbreaks or severe or fatal infections within the MHS, thereby contributing to the general
medical knowledge of these organisms.

8) Within the Malaria Vaccine Research Program, MIDRP researchers:

a. Directly identified peptides expressed on the surface of infected human hepatocytes using
mass spectrometry to search for protective liver stage antigens that could serve as targets for
CD8+ T cells. Sequenced peptides from six different Plasmodium falciparum (Pf)-infected
primary human hepatocyte samples derived from two different liver donors. Used partial
sequences to identify at least one antigen that induced interferon-gamma (IFN-y) ELISpot
recall responses across a genetically diverse group of radiation attenuated sporozoite (RAS)-
immunized research subjects. This lead to:

b. Continued to participate in the hypothesis-driven hepatic(pre-erthrocytic) antibody target
identification consortium (HPATIC), a collaboration led by PATH MVI to characterize six novel
P. falciparum sporozoite-surface-expressed antigens from USMMVP as well as antigens from
other members of the consortium.

c. As part of a PATH-MVI funded antigen discovery project, we characterized the Immunological
mechanisms underlying the previously reported (Limbach, Aguiar et al. 2011) consistent
protection seen in outbred mice following DNA prime/adenovirus serotype 5 (Ad5) boost
immunization with the P. yoelii orthologs of two novel P. falciparum liver stage antigens, Pf-
UIS3 and Pf-falstatin, and examined their efficacy when combined with PyCSP. Immunization
with the antigen combination induced high frequency effector CD8 T cells and high titer
antibodies targeting the P. yoelii ortholog of Pf-falstatin, and protection was abrogated by
depletion of CD8 T cells prior to challenge. Protection induced by the antigen combination was
consistently higher than that induced by PyCSP, or by either antigen alone, in the prime-boost
regimen, with up to 57% of mice protected from P. yoelii challenge.

d. Based on these and prior data, we are seeking to further develop these antigens in a subunit
malaria vaccine capable of enhancing protection induced by RTS,S.
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. Confirmed protective activity, expressed as a reduction of liver parasite burden,of nine novel
Plasmodium berghei liver stage antigens that have orthologs in P. falciparum, and hence are
considered as potential vaccine candidates.

Continued collaboration with Seattle BioMed and the Bill & Melinda Gates Foundation to
explore biomarkers of protection in humans immunized with P. falciparum sporozoites (spz)
attenuated by radiation (RAS) via mosquito bite (IMRAS trial). Recruitment and immunization
of cohort 1 started in FY14; controlled human malaria infection (CHMI) and hyperimmunization
of cohort 1, and recruitment and immunization of cohort 2 will take place in FY15. Subjects are
leukapheresed to collect large numbers of PBMCs and the tools of systems biology will be
used to identify correlates of protection via an open aperture approach. This will be coupled
with in-depth antigen-specific investigations, leveraged with funding from a MIDRP FY15
project developed jointly by WRAIR and NMRC investigators.

. Generated 12 fully human monoclonal antibodies against P.falciparum sporozoites (Pfspz)
and 39 fully human monoclonal antibodies against P. falciparum blood stages by immunizing
two humanized mice (Wijayalath, Majji et al. 2014) with these stages and harvesting
plasmablasts from spleen and bone marrow. These IFA-positive antibodies will be
characterized in a MIDRP FY15 project. This work is relevant to antigen discovery as well as
to characterizing immunological mechanisms of protection. It also opens the door to the
exploration of protection by passive immunization.

. ldentified minimal epitopes of AMAL recalling ELISpot and CD8T cell IFN-y responses that
appear linked to the sterile protection in volunteers immunized with the NMRC-M3V-D/Ad-
PfCA vaccine (DNA prime/Ad5 boost) (Sedegah, Hollingdale et al. 2014). The potential
relationship between the response to these and other epitopes and protection will be
prospectively tested using tetramer technologies (Schwenk, Banania et al. 2013) with cells
from subjects in a forthcoming repeat DNA/Ad clinical trial slated for FY15 in the NavOXx
collaboration, a partnership between NMRC and the University of Oxford funded by PATH-
MVI and the United States Agency for International Development (USAID).

Demonstrated a new immune evasion mechanism in mice by which regulatory CD4+Foxp3+ T
cells inhibit the ability of B cells to secrete antibodies and clear parasites from the blood. The
studies highlight the need of generating vaccine candidates able to down-regulate and/or
eliminate regulatory T cells in order to elicit protective immunity (Wijayalath, Danner et al.
2013).

Finalized a CRADA with the Childrens Hospital, University of Pennsylvania“
to generate Adeno-Associated-Viruses (AAV) encoding for neutralizing human monoclona
antibodies that will be tested in Aotus monkeys at the Naval Medical Research Unit No. 6
(NAMRU-6) in Lima, Peru for protection against P. falciparum malaria. The approach could

lead to the development of new prophylactic and therapeutic intervention strategies against
human malaria.

. Demonstrated that humanized DRAG mice develop a functional human-immune-system and
sustain the complete life cycle (liver-to-blood-to-mosquito) of P. falciparum upon intravenous
challenge with P. falciparum sporozoites or bites of infected mosquitoes (Wijayalath, Majji et
al. 2014). The humanized DRAG mice are protected by immunization with radiation-attenuated
P. falciparum sporozoites and the level of protection is associated with the number of
radiation-attenuated sporozoites used for immunization. The immunized mice elicited anti-
Pfspz antibodies and their splenic CD4+ and CD8+ T cells secreted IFN-y upon in vitro
stimulation with Pfspz (Wijayalath, Danner et al. 2013). Our collaborators at the US Military
HIV Research Program/WRAIR demonstrated that humanized DRAG mice reconstitute GALT
(gut associated lymphoid tissues) and FTRALT (female tract associated lymphoid tissue) and
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sustain HIV infection upon intravaginal challenge. Thus humanized DRAG mice represent a
unigue pre-clinical model for human malaria and HIV.

Developed a chimeric P.berghei containing the P.vivax repeat region that can serve as an in
vivo model to downselect new P. vivax CSP-based vaccine candidates (Espinosa, Yadava et
al. 2013).

. Demonstrated that a soluble,near full-length PfCSP vaccine antigen induced cytophillic IgG2c
antibodies that were the best correlate of CSP-based protection in in mice using trangenic P.
berghei parasites that contain full length PfCSP (Schwenk, DeBot et al. 2014) . When the
TLR4 agonist containing adjuvant GLA/SE was compared with TLR7/8 agonist containing
adjuvants from 3M Corporation, GLA/SE induced a balanced 1gG1:1gG2 response and was
down-selected for testing in Rhesus monkeys. This study (Schwenk, DeBot et al. 2014)
described the GMP manufacture of this CSP vaccine and described the immune correlates
being considered for down-selection of PFCSP based vaccines in the mouse model.

. Completed analysis of antibody responses to a GLA-SE formulated Pf-SAPN in rhesus
monkeys. Results showed antibodies with protective ability were induced.

. We evaluated the efficacy of the gorilla adenovirus vector,GC46, and Ad5 vectors expressing
PyCSP, PyAMAL and PyTRAP in the P. yoelii/mouse model. A DNA-Ad5 PyCSP vaccine, a
DNA-Ad5 trivalent vaccine, a DNA-GC46 PyCSP vaccine and a DNA-GCA46 trivalent vaccine
protected 21%, 50%, 93%, and 78% of mice against a P. yoelii challenge, respectively.
Eighteen weeks after the first challenge, the protected mice were re-challenged. None of the
mice immunized with the DNA-Ad5 PyCSP vaccine, the DNA-AdS5 trivalent vaccine or the
DNA-GC46 PyCSP vaccine were protected. However, 18% of the mice immunized with the
DNA-GCA46 trivalent vaccine were protected. These results indicate that the DNA-GC46
trivalent vaccine was still efficacious 5 months after the GC46 boost and suggest that the
incorporation of multiple antigens can enhance the longevity of protection induced by a DNA-
GC46 vaccine.

. Continued collaboration with the Oregon Health and Sciences University to test the efficacy of
replication competent rhesus cytomegalovirus (CMV) vectors expressing P. knowlesi antigens,
(based on their successful induction of protection to SIV), as part of a multi-year MIDRP
proposal. Preliminary results suggested that the CMV vectors induced potent immune
responses.

. WRAIR'’s pre-erythrocytic stage candidate, PfCelTOS(FMP012)/AS01B is currently in a first-in-
human, clinical study with GSK’s potent adjuvant system. Successful evaluation of this
vaccine in the clinic will advance this candidate to further evaluations in combination with
RTS,S/AS01B that is the only malaria vaccine shown to be safe in thousands of infants and
children and adults. This work is highly leveraged and is a collaboration between these entities
WRAIR/GSK/USAID/USAMMDA.

Continued to refine and optimize administration of RTS,S to achieve greater efficacy and
longevity of protection. A 0 month, 1 month, 7 month schedule has achieved >80% protection
to date.

. NMRC and WRAIR in partnership with Sanaria are conducting a phasel clinical trial with
challenge testing the safety, tolerability, immunogenicity and efficacy of the PfSPZ Vaccine
(cryopreserved radiation-attenuated sporozoites) administered by intravenous route. The
vaccine was safe, very well tolerated; protection against homologous and heterologous strains
of P. falciparum is being evaluated at 3 weeks and 24 weeks after the final immunization. This
work has led to the submission of an FY15 MIDRP proposal to examine heterologous
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protection, duration of protection, and an alternate route of immunization in a clinical trial
leveraged with Joint Warfighter Medical Research Program funding.

t. Participated in a pre-IND meeting with the Food and Drug Administration for the NavOx clinical
trial, which is designed to compare the safety, immunogenicity, and protective efficacy of
DNA/ChAd63 and ChAd63/MVA regimens using PfCSP, PfTRAP and PTAMAL in collaboration
with University of Oxford with funding from PATH-MVI and the United States Agency for
International Development (USAID).

u. Completed and published ananalysis of the immune response to DNA/Adenovirusprime- boost
NMRC-M3V-D/Ad-PfCA and the adenovirus CSP alone NMRC-NV-D/Ad-PfC vaccines
(Sedegah, Hollingdale et al. 2014)

v. A new batch of Pf3D7 parasites (300 vials) was manufactured under GMP conditions to
support future CHMIs. Mosquito feeding experiments show the new GMP lot produces similar
mosquito salivary gland infections as the previous lot.

w. Program Area F, Malaria Vaccine Research published 26 manuscripts in peer-reviewed
journals (See Appendix A, Program Area F, Malaria Vaccine Publications, FY2014 Historical
Report).

9) Within the Antiparasitic Drug Program, MIDRP researchers:
a.The triazine program was nominated a preliminary candidate, WR 909388.

b.Milestone: Full Patent Application (034047.059W0O1) was submitted on 13MAR2014.
Published: PCT Int. Appl. (2014), WO 2014159993 A1l.

c.From triazine program area research initiative, a preliminary pre-clinical candidate has been
selected from three analogs (WR647, WR388, and WR390). WR388 has the highest Rhesus
plasma Cmax (903 ng/mL, compared to 623 ng/mL (WR390), and 662 ng/ml (WR647));
greatest Rhesus exposure (42 ug*hr/mL, compared to 31 ug*hr/mL for both WR390 and
WR647) and demonstrated the lowest parasite count on Day 14 (77K) compared to WR647
(167K) and WR390 (130K). Pre-clinical candidate WR388 will next be assessed for
genotoxicity (Ames test), general in vivo toxicity (IVT) in 14-day and 28-day rodent testing,
CYP inhibition and in vivo micronucleus (if required).

d.Through collaborative work with the Malaria Vaccine Branch, Experimental Therapeutics
discovered that primaquine, an 8-aminoquinoline (8AQ), requires metabolic activation by
cytochrome P450 2D6 (CYP2D6) in order to be efficacious against relapsing malaria from P.
vivax in humans (Bennett, et al.,2013). This CYP2D activation has also been shown to be
necessary for PQ efficacy against the liver stage of P. berghei in mice (Pybus, et al., 2013) by
assessing liver stage efficacy in CYP2D knockout mice. In addition, our team has
demonstrated that other BAQ compounds in late stage studies such as tafenoquine (Phase Il1)
and NPC-1161B (pre-IND) also require CYP2D activation for liver stage efficacy.(Marcsisin, et
al.,2014)

e.The pyrimidinylguanidine (PG) series transitioned from hit to lead to lead optimization in 2014.
This program is leveraging CDMRP funding (FY12 $: CRADA with Geneva in place. Funding
schedule: Year One- EFT done quarterly starting 9/30/13: $301,712.00; Year Two:
$287,244.00; Year 3: $293,087.00. Additionally the program received $460K in UFR MIDRP
FY13 funding. This UFR funding was used to help purchase a replacement NMR for analog
characterization and an IVIS for in vivo testing.
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f. During the reporting period, medicinal chemistry efforts were focused mainly on design,
synthesis and assessment of phenyl derivatives [R1= Ph. 4-CI-Ph, or 3-pyridyl] of 4-
amidinoquinoline and 9-amidinobenzonaphthyridine (ABN) to research for compounds with
optimal efficacy and better therapeutic index.

g.The overall strategy of the quinoline ester project has been to design and synthesize more
soluble analogs of decoquinate (DQ) to improve the in vivo efficacy. Of the 39 new designed
analogs that were assessed in the solubility assay: 9 compounds were no better than DQ
(solubility <10 uM); 3 were between 10-200uM; 25 analogs were between 200-400uM and 2
>400uM.

h.The Next Generation Malaria Drugs (NGMD) IPT working group selected a prime candidate
and two backup compounds for further development in Oct 2014. A proposal to develop the
triazines from selection through preclinical development, Phase 0 microdose pharmacokinetic
studies, a Phase 1 toxicity and pharmacokinetic study, and a Phase 2A efficacy human
challenge malaria trial was successfully submitted through the Joint Warfighter Medical
Research Program. Funding for this program will arrive in late spring 2015, and early
preclinical testing will be completed using MIDRP funds.

i. The Next Generation Malaria Drugs IPT has been established and is currently working on
advancing a triazine developmental candidate. Part of this IPTs charter is to conduct an
analysis of alternatives against compounds that are similar to the triazine class with published
Phase | data and Phase lla trial data. There are a number of other drugs on market that may
be possible alternatives to tafenoquine, which is USAMMDA¢ s late developmental candidate.
The drugs currently identified which have potential for weekly prophylaxis include chloroquine-
azithromycin, dihydroartemisinin-piperaquine, and a dihydroorotate dehydrogenase inhibitor,
DSM 265. . Legal agreements are in place with Pfizer and Sigma Tau, and ET will be
participating in a Phase 2A challenge study with Seattle Biomed for DSM 265 A letter of
support is in place with Pfizer.

j. Chloroquine-azithromycin has completed multicenter efficacy treatment trials in adults and
pediatric patients. These and several pharmacokinetic and safety trials have been conducted
under US FDA IND. Pfizer is currently collaborating with Medicines for Malaria Venture for a
pregnancy indication. We have submitted a Peer Reviewed Medical Research Program
proposal for a Phase 2A challenge study for chloroquine-azithromycin.

k.DHA-piperaquine recently received EU regulatory approval for malaria treatment. The US
subsidiary is currently conducting a gap analysis for US FDA approval for the treatment
indication. The company may be interested in collaborating with the US Army for a prophylaxis
indication. One downside to this combination is the recent findings of widespread resistance to
DHA-piperaquine in the border region between Cambodia and Thailand.

I. As Leishmania research has moved from active status to tech base status, current efforts for
leishmania research are focused on minimal research to maintain existing competencies for
leishmania in vitro and in vivo assays. Two partner proposals involving Experimental
Therapeutics were accepted by the Peer Reviewed Congressionally Directed Medical
Research Program in FY14. One proposal is a partner proposal with mfrom
OSU, and the second proposal is a partner project with Anacor Pharmaceuticals. Work begins
on these projects in early FY15.

m. Program Area Q, Anti-parasitic Drugs published 27 manuscripts in peer-reviewed journals
(See Appendix B, Program Area Q, Anti-parasitic Drugs Publications, FY2014 Historical
Report).
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10) Within the Diarrheal Diseases Vaccine Research Program, MIDRP (WRAIR/NMRC) researchers:
a. Under NIAID support, two candidate second - generation S. sonnei live, attenuated vaccines,
WRSs2 and WRSs3 are being tested in a Phase 1 randomized, blinded, ascending dose
clinical trial. The clinical stage of this trial was completed in Nov 2014 at the NIAID Vaccine
Test and Evaluation Unit (VTEU) in Cincinnati.

b. Two live attenuated S. flexneri 2a vaccine candidates have been manufactured under cGMP
conditions, and S. flexneri 3a vaccines candidates have been developed, in support of the end
goal of a trivalent S. sonnei, flexneri 2a & 3a live vaccine formulation.

c. A pilot cGMP lot of the artificial S. flexneri 2a Invaplex (Invaplexsg) vaccine has been
manufactured, released and entered into a stability testing program. A pre - IND meeting was
held between WRAIR/NMRC investigators and the FDA in Aug 2014 and an IND submission is
in the final stages of preparation for submission to the FDA. A Phase 1 clinical trial will begin in
May 2015 in which Invaplex,r will be administered intranasally (IN) in escalating doses.

d. InJul 2014, a Phase 2b controlled clinical trial was completed, revealing preliminary evidence
that ID vaccination with dscCfaE adhesin plus the LTR192G adjuvant confers protection
against wild type CFA/I - ETEC wild type challenge. In one of the two serial cohorts evaluated
in the trial, the vaccine conferred 83% protective efficacy (p=0.015) against subsequent ETEC
challenge, while in a second cohort the naive control group failed to respond to challenge as
anticipated, clouding the interpretation of results. This trial represents the culmination of a
series of three early phase clinical trials that were initiated in 2011 testing the safety,
immunogenicity and preliminary efficacy of prototype CfaE vaccines, and is serving as the basis
for planning subsequent clinical evaluation of an ETEC adhesin - based vaccine.

e. Through an ongoing collaboration with Di Xia’s structural biology laboratory at NClI, the CFA/I
fimbria has been used as a model to elucidate the atomic structure of its component subunits
and the structural basis of Class 5 fimbrial biogenesis.

f.  The major accomplishment of the Campylobacter research group in FY14 was the initiation of
the first - in - human Phase 1 clinical trial of a monovalent capsular polysaccharide conjugate
vaccine based on the HS23/36 capsule type. The clinical phase of this trial was completed at
the end of Oct 2014, with data entry and immunology testing in progress at the time of this
writing.

g. The multiplex PCR capsule typing system for Campylobacter has been expanded from 14
capsule types to 35 capsule types that cover all 47 C. jejuni Penner serotypes. This system has
been deployed to several overseas labs, and a provisional list of prevalent CPS types has been
obtained from these data. Conversion to a more user - friendly nested real time PCR method is
also underway.

h. Program Area D, Diarrhea Vaccine Program, published 4 abstracts, presented 2 talks and
published 24 manuscripts in peer-reviewed journals (Appendix C, Program Area D, Diarrheal
Vaccine Program Publications, FY2014 Historical Report).

11) Within the Flavivirus Vaccine Research Program, MIDRP researchers:
a. WRAIR filed and IND for Heterologous Prime Boost. First in man trial start 8 Dec 2014. This
clinical trial makes use of tetravalent live-attenuated or killed vaccines in a prime boost format.
Human volunteers will be primed with either live or killed vaccines and boosted with the
alternate produce at either day 28 or 180. Sera from these individuals will be tested for
antibodies directed to a predicted protective virion quaternary epitope and to assay cellular
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immune responses among peripheral blood mononuclear cells against predicted dengue virus
T cell epitopes.

. WRAIR investigators completed pre-clinical characterization of a GMP manufactured Dengue

1 strain for human infection model. Now qualified and validated, this first of four dengue test
challenge strains was presented to Food and Drug Administration (FDA) by
WRAIR/USAMMDA investigators as part of an IND meeting with FDA for the dengue 1 human
infection model. A follow-on clinical trial briefing to the Principal Assistant for Acquisition
(PAA) and Commanding General (CG) obtained final approval for execution of initial safety
studies of attenuated dengue virus strains in humans with an anticipated study
enrollment/initiation in Apr 2015. This effort consisting of collaborations among the Army,
Navy and SUNY collaborators will utilize this qualified Dengue 1 challenge strain administered
to human volunteers to determine how it mimics natural dengue infection in a safe controlled
environment.

. WRAIR continues successful collaboration with GSK to develop tetravalent purified inactive

vaccine completing DPIV-001 in the US and in long term follow- up with DPIV-002 in Puerto
Rico both trials showed a safe vaccine immunogenic vaccine in naive and primed subjects. A
phase 2 clinical trial is anticipated to assess protective efficacy of this vaccine in endemic
regions in 2018.

. The integrated Product Team IPT consisting of joint army and navy investigators down

selected vaccine candidates eliminating a DNA based vaccine due to poor humoral immune
responses and later initiated a CRADA with Takeda, Inc. to participate in its upcoming phase
2-3 dengue vaccine trail utilizing its chimeric dengue strain 2 chimeric construct engineered to
contain epitopes from all 4 dengue strains.

AFRIMS continues to provide two sites for Sanofi Pasteur’s Phase 3 clinical trial. Additionally,
Navy efforts in the Philippines provided for a joint army navy contribution to this first phase 3
dengue vaccine clinical trial in collaboration with Sanofi-pasteur “The World's First, Large-
Scale Dengue Vaccine Efficacy Study Successfully Achieved Its Primary Clinical Endpoint”
(CYD14). 56% reduction of dengue disease cases, >10,000 volunteers from Asia. This initial
trial also achieved >80% reduction in hospitalized cases and >67% reduction in dengue
related hospitalizations. Discovery level efforts continue at AFRIMS and in the Philippines to
assess cell mediated and humoral immune responses in study participants to monitor long
term impact of the vaccine in Asia.

Program Area S, Flavivirus Vaccine Research Program published 32 manuscripts in peer-
reviewed journals (Appendix D, Program Area S, Flavivirus Vaccine Research Program
Publications, FY2014 Historical Report).

12) Within the Lethal Virus Countermeasures, MIDRP researchers:

a.

Optimized M gene-based DNA vaccines against Choclo virus (hantavirus from Panama) and
was constructed in FY13. This Choclo plasmid, and a Seoul M gene based plasmid, were
used to produce neutralizing antibody controls in rabbits (T0138_14 RD).

Several animal experiments were performed using South American Arenavirus DNA vaccine
technology. The findings from those experiments include: cocktails of polyclonal anti-JUNV,
MACYV, GTOV antibodies produced using DNA vaccines protected guinea pigs against lethal
infection with JUNV or GTOV. Our strain of MACV was not lethal in guinea pigs; but the
cocktail prevented infection with MACYV (significant difference in neutralizing antibody titers
after challenge, p.0006) (T0138_14 RD).
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Anti-arenavirus neutralizing antibodies produced in geese DID NOT protect guinea pigs
against JUNV, althought the time-to-death was delayed. This is consistent with reports in the
literature that the Fc is required for antibody-mediated protection against JUNV

(TO138_14 RD).

Additional CCHF DNA vaccine constructs were tested in hamsters in FY14; however,
immunogenicity to-be-determined (T0134_14_RD).

An ID95 experiment was used to determine dose of CCHFV to be used in hamster infection
model (TO134_14 RD).

Manuscripts and presentations: Three peer-reviewed publications attributed to Program Area
T, including an important paper published in Science Translational Medicine demonstrating
transchromosomal cows can be used to produce anti-viral polyclonal antibodies that are
capable of protecting in animal models. The Kwilas paper demonstrated that PharmaJet
disposable syringe jet injection is more effective than needle at delivering a DNA vaccine to
nonhuman primates. Also, we reported a new model for hantavirus disease caused by Sin
Nombre virus (this was the first animal model of hantavirus disease caused by Sin Nombre
virus). We also had another patent issued (patent has same name as previously issued
patent but it coverers additional claims). Lastly, we initiated the HFRS DNA vaccine Phase 2a
clinical trial at WRAIR.

i. Hooper JW, R. L. Brocato, S. A. Kwilas, CD Hammerbeck, MD Josleyn, M Royals, J
Ballantyne, H Wu, J Jiao, H Matsushita, and E. J. Sullivan. DNA vaccine-derived
human IgG produced in transchromosomal bovines protect in lethal models of
hantavirus pulmonary syndrome. Sci Transl Med. 2014 Nov 26;6(264):264ra162. doi:
10.1126/scitransIimed.3010082

ii. Kwilas S, Kishimori J, Josleyn M, Jerke K, Ballantyne J, Royals M, Hooper JW
(2014).A Hantavirus Pulmonary Syndrome (HPS) DNA Vaccine Delivered using a
Spring-Powered Jet Injector Elicits a Potent Neutralizing Antibody Response in
Rabbits and Nonhuman Primates. Curr Gene Ther. Vol. 14, No. 3, 2014.

iii. Brocato R, Hammerbeck CD, Bell TM, Wells JB, Queen LA, and JW Hooper (2014). A
lethal disease model for hantavirus pulmonary syndrome in immunosuppressed Syrian
hamsters infected with Sin Nombre virus. J Virol. 88:811-9.

iv. Hooper, J. W. Title: Puumala Virus Full-Length M Segment-Based DNA Vaccine.
United States Patent Number 8852598. Issued: Oct 7, 2014.

13) Within the US Military HIV Research Program (USMHRP) researchers:

a.

MHRP, a Clinical Trials Unit for NIH HIV/AIDS Clinical Trials Networks, was selected to
participate in follow-up vaccine studies related to RV144 in Mozambique and Tanzania.
These trials will begin in 2015.

Johnson & Johnson has selected MUWRP in Uganda as a site for the planned HIV-V-A004
HIV Vaccine trial. A0O04 is a phase Il study of an HIV candidate vaccine for prevention using
Ad26 prime with MVA and protein boost. AO004 is the critical path study to down-select for a
final regimen to advance to efficacy testing. In addition to contributing sites and
collaboratively designing the study and development plans, MHRP provides the MVA to be
tested in AOO4.

MHRP'’s large, long-term cohort study at multiple African sites called the African Cohort Study
(AFRICOS) has enrolled 1,200 volunteers. This study is evaluating HIV prevention, care and
treatment services it supports through local facilities, funded by the U.S. President’s
Emergency Plan for AIDS Relief (PEPFAR). A critical component of the study is the collection
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of data regarding co-infections such as malaria and tuberculosis. TB/HIV co-infection rates
are especially high in Kenya and Tanzania, two countries where MHRP conducts research
with local partners.

MHRP began a new cohort study, RV363, to assess the incidence of HIV and the willingness
of adults to participate in future HIV vaccine trials in Maputo Mozambique.

MHRP began a new cohort study (TRUST study) RV368 in high-risk populations in Nigeria in
collaboration with the Institute of Human Virology (IHV) and Johns Hopkins University.

Two studies in the 19 March 2014 issue of Science Translational Medicine shed new light on
the antibodies that appear to have played a role in decreasing the risk of HIV infection in the
RV144 HIV vaccine trial. The results provide a better understanding of the immune response
a vaccine may need to elicit in order to provide protection from HIV.

In a study published October 2013 in the journal Cell, a scientific team has shown that
bioinformatically optimized HIV vaccine antigens known as “mosaic” antigens might be useful
in the design of a global HIV vaccine.

A research team led by investigators at Beth Israel Deaconess Medical Center (BIDMC) in
collaboration with MHRP demonstrated that the viral reservoir is established extremely early
after simian immunodeficiency virus (SIV) infection of rhesus monkeys and before the virus
can be detected in the blood. The findings appeared online on July 20 in the journal Nature.

At the HIV Research for Prevention Conference (R4P) in 2014, MHRP researchers gave nine
oral presentations and eight poster presentations, in addition to two pre-conference
symposium presentations. Research associated with the RV144 trial dominated the
conference, and results were presented on the RV144 vaccine regimen safety in a trial in
South Africa which showed it was safe and immunogenic.

MHRP had a major presence at the annual Conference on Retroviruses and Opportunistic
Infections (CROI) in March, with ten posters and four oral presentations.

Developed a promising next-generation MVA vaccine in collaboration with the National
Institutes of Allergy and Infectious Diseases (NIAID) Laboratory of Viral Diseases. It is being
testing in combination with several vaccine candidates:

Demonstrated (the scientific team including MHRP researchers) that bioinformatically
optimized HIV vaccine antigens known as “mosaic” antigens designed by the Los Alamos
National Laboratory and Harvard University might be useful in the design of a global HIV
vaccine. This very promising candidate, along with a novel, trimeric HIV envelope protein
developed by Harvard, will enter clinical studies later this year with funding from NIH.
Collaborators include Beth Israel Deaconess Medical Center, Harvard Medical School, Los
Alamos National Laboratory, the Laboratory of Viral Diseases at NIAID and Crucell; published
OCT 2013 in the journal Cell.

. Continued in Uganda, Kenya, Tanzania and Thailand with a purpose of characterizing
recruitment, retention, HIV prevalence, HIV incidence and biological characteristics of acute
HIV infection in high-risk volunteers. RV217 has many unique elements including the
acquisition of samples prior to HIV infection, the potential to acquire samples during the
eclipse phase of infection prior to detectable HIV nucleic acid but after actual infection has
occurred, and the collection of samples prior to peak viremia and the advent of antibody
responses. The success of the study in collecting these unique samples has attracted world-
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renowned scientists to work as collaborators on the analysis of samples. The first laboratory
meeting was held in JAN 2014, and a manuscript is under development.

Identified the primary HIV infection attribution category in the Army for the first time since
repeal of Don’'t Ask Don't Tell, which defines a very specific population most at risk for HIV
that can now be provided with targeted preventive intervention activities.

Conducted medical economic analysis of a MHRP Hepatitis C infection (HCV)
seroprevalence study of more than 17,000 recently deployed US military personnel which
demonstrated that HCV screening of all applicants for military service will result in a net cost
savings to the DoD in treatment cost avoided.

Tasked with conducting HIV DA Force Test Mission, May 2014.

MHRP investigators completed all phases of data collection for a sexual behavior and
sexually transmitted infection risk survey of U.S. Navy personnel. The deployment phase of
the study included data collection while underway and the survey included more than 2,000
Sailors on 11 U.S. warships. These data will generate knowledge products that identify
specific targets for preventive intervention and will inform policy force health policy
development, and adaptation of existing evidence-based best practices preventive
interventions for use in U.S. military personnel.

MHRP's Department of Epidemiology & Threat Assessment and study team members from
Fort Carson completed adaptation of existing evidence based HIV/STI interventions for use in
military Service member and beneficiary populations. Evaluation of these intervention
knowledge products was initiated in a focus group setting involving Soldier study volunteers
at Fort Carson.

HIV Diagnostic and Reference Laboratory (HDRL) continued to conduct more than 1 million
HIV-1 screening tests per year from personnel within the Army's active, reserve, and National
Guard units, and from individuals applying for Army service.

US Military HIV Research Program (USMHRP) published 57 manuscripts in peer-reviewed
journals (Appendix E, US Military HIV Research Program (USMHRP) publications, FY2014
Historical Report).

14) Within the Diagnostics Systems Division, MIDRP researchers:

a.
R

Dengue
HDD for NS1/IgM/IgG:

Following the RHDD IPT’s recommendation for the prime vendor contract strategy to
identify the best dengue RHDD alternative.

Supported the development of Market Research, Analysis of Alternatives, and other
briefing documents required for approval of this contract based acquisition strategy.

An RFP is being prepared and will be posted to identify commercial partners. The timeline
was accelerated for RHDD with the solicitation to go out ASAP with a Milestone A this
summer, and ideally contract award in the fall.

Received approval for the human use protocol covering all DoD sites for this study, so that
following source selection and contract award, existing samples may be considered for
expediting clinical evaluation of the new dengue rapid diagnostic device.

b. Rickettsioses
RHDD for scrub typhus IgM/IgG:

Established capability of using a 4-antigen-based IFA as the gold standard at NMRC.

10-17



il A pilot clinical study is planned to further evaluate an InBios prototype rapid test.
iii. Seeking commitment from InBios to fund the clinical study for the FDA 510(k) clearance.

c. Leptospirosis
RHDD for IgM/IgG:
i. The performance of 3 recombinant antigens was evaluated in ELISA individually. The
combined ELISA results for IgM and 1gG of 3 antigens is close to 90% based on the MAT.
ii. Further improvement will be needed to include additional antigens.

d. Reagent repository

i. Leptospirosis and rickettsioses: The acquisition of well characterized leptospirosis patient
sera has greatly expanded the panel of clinical samples to be used for the evaluation of
rapid tests. Polyclonal antibodies specific for typhus group rickettsiae have been
produced. Modification of rickettsial recombinant antigens has proved to be essential for
improving the performance of these recombinant antigens in serological assays.

e. Malaria

i. Portable cartridge reader: A sole source justification for the contract with MBio delayed the
commencement. The goal is to develop a low cost, multi-analyte diagnostic device for
malaria with enhanced sensitivity, quantitation capabilities, and automated data capture
and transmission.

ii. Thermostable controls for RDTs: Encountered 6 months delay in obtaining malaria RDTs
that are not licensed for sale in the US. Accessory reagents and incubators were procured
for control preparation.

iii. LAMP for dengue, malaria and chikungunya: Optimized all wet assays except for dengue
which ultimately failed. Primers for dengue are being redesigned. Freeze-dried assays
using a proprietary freeze drying reagent provided by BioFire resulted one log loss of
sensitivity. Working with PATH to use their new electricity free heating device along with
primers and homebrewed detection dyes to bring the device to the field.

f. Diarrheal diseases

i. Comprehensive Dx: Initiated discussion with InBios for them to restart production of the
prototype ICTs for various bacterial, viral and protozoan enteric pathogens. These
prototype ICTs were developed under a previous SBIR contract and were partially
validated.

ii. Once the ICTs have been received, PI will conduct in-house, independent evaluation of
Shigella Detect prototypes using archived frozen stool samples from non-human primates
infected with Shigella.

g. Manuscripts and presentations:

i. Program Area L, Diagnostic Systems for Infectious Diseases published 11 manuscripts in
peer-reviewed journals and 20 abstracts (Appendix F, Program Area L, Diagnostic
Systems Division Publications, FY2014 Historical Report).

h. Patents awarded:
i. US Patent 8685649, "RT-LAMP assay for the detection of pan-serotype dengue virus,"
Dauner A, Pal S, Wu S-J. (04/01/2014).

15) Within the Insect Identification and Control Program, MIDRP researchers assisted with:

a. Completed the Chikungunya Arthropod Vector Rapid Detection Device development and
laboratory evaluation, now commercially available for purchase to provide field surveillance
capability of Chikungunya disease in mosquito vectors that informs vector control operations
and reduces incidence of disease.
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b. Proved efficacy of Bayothrin© as a toxicant/spatial repellent in bench top lab trials against
Aedes aegypti and Anopheles stephensi, paving the way for future product development and
discovery of effective spatial repellents for use against any insect or tick vector.

c. Field tested five different insect vector surveillance systems at sites in Peru, Ghana, Liberia,
and Thailand to identify capability gaps and requirements for the DoD’s next generation flying
insect trap for use in arthropod vector surveillance programs.

d. Created the first WRBU taxonomic key App - "Malaria vectors of Central America" to help
technicians easily identify important Anopheles mosquitoes in the field.

e. Patented the first Deployable Human Lure System to be used in the field to help attract
important biting arthropod vectors to traps.

16) Within the Rickettsial Research Program, MIDRP researchers:

a. Maintenance of the 12 infected mite lines at AFRIMS Department of Entomology, Bangkok,
Thailand continued this year. The maintenance and production of these mites are critical to
the development of DoD preventive measures against the militarily important scrub typhus.

b. The continued development and characterization of the only chigger challenge model (murine
and NHP) available in the world to assess efficacy of scrub typhus vaccine candidates is on
schedule and is providing exciting and important results. A manuscript describing the
adaptation of Orientia tsutsugamushi Lc-1 to CD-1 outbred mice fed upon by naturally
infected Leptotrombidium chiangraiensis chiggers from the AFRIMS mite colony was
published (Lurchachaiwong W et al., J Med Entomol 2014;51:658-60).

c. Inaddition, a paper describing various genotypes of Orientia tsutsugamushi infecting
Leptotrombidium mites in the AFRIMS mite colony and relating these genotypes to those
found in other mites and vertebrate hosts was published (Takhampunya et al Am J Trop Med
Hyg 2014;90:139-46).

d. Program Area WJ, Rickettsial Diseases published 4 manuscripts in peer-reviewed journals:

ii. Faulde, M.K., L.M. Rueda, B.A. Kaireh. 2014. First record of the Asian malaria vector
Anopheles stephensi and its possible role in resurgence of malaria in Djibouti, Horn
of Africa (Diptera, Culicidae).

ii. <http://www.mosquitocatalog.org/files/pdfs/WR492.pdf> Acta Tropica 139: 39-43.

iv. Huang, Y.-M. and L.M. Rueda. 2014. A Pictorial Key to the Species of Aedes
(Ochlerotatus and Coetzeemyia) in the Afrotropical Region (Diptera: Culicidae).
<http://www.mosquitocatalog.org/files/pdfs/WR447.pdf> Zootaxa 3754 (5): 592-600.

v. Leveraging arthropod-borne disease surveillance assays for clinical diagnostic use.
Melanson VR, Scheirer JL, Van de Wyngaerde MT, Bourzac K, Wu SJ, Kochel T,
McAvin JC. Mil Med. 2014 Nov;179(11):1207-11. doi: 10.7205/MILMED-D-14-00019.
PMID: 25373042 [PubMed - in process].

17)MIDPR supports Stability Operations through multiple facets of its program; specifically through
the overseas laboratories and through the safety/efficacy clinical trials for its candidate vaccines.
The primary mission of the OCONUS laboratories as a major asset to MIDRP; the mission and
function involves establishing field sites to conduct seroincidence, seroprevalence and disease
burden assessments for future vaccine clinical testing. They also aid in development of long-term
data in stable populations in accordance with recently published guidelines for testing of vaccine in
endemic regions.

Resource Management and Budget:

A. InFY14, the Military Infectious Diseases Research Program managed $65.0M in Army funding in
support of the core infectious disease and the US Military HIV Research Program.
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The HIV program received additional funds managed by USAMRMC including an Army Congressional
plus up of $15.0M for HIV research and an additional $17.7M in funds from the NIAID DAIDS program
to support a variety of HIV/AIDS related research and development.

The office budget of $2,888,335 (Army $2,141,204 and DHP- $747,131) funds primarily contract

support for external peer review, the program management website, office GS and contract staff, and

travel.

Department of Health program funding for FY14 was $13.6 million to support research in identified

gaps.

Congressionally Directed Medical Research Program — The programmatic review for the FY14

Defense Health Program Defense Medical Research and Development Program (DMRDP) Applied

Research Award (ARA) and Clinical Trial Award (CTA) proposals that have completed peer review

was held 27-28 Feb 2014 at the Congressionally Directed Medical Research Programs (CDMRP), Fort

Detrick, Maryland. The goal of the DMRDP is to advance the state of medical science in those areas

of most pressing need and relevance to today’s battlefield experience. Approximately $22.5M of the

DMRDP FY14-16 appropriations is available for funding the two award categories. Seven (7)

infectious disease projects were funded (5 ARA and 2 CTAs) for $13.7M; four (4) projects were on the

alternate list. CDR C{SJJji§J and CAPT— served as a programmatic reviewers representing

Military Infectious Disease Research Program/Joint Program Committee 2 (JPC2).

Joint Warfighter Medical Research Program — For FY13, JPC2 projects were awarded $15.3M for 6.3

(4 projects and 3 tails) and $0 for 6.4 funding. Only 50M was available in appropriations to the

Research Area Directorates. For FY14, prior awards under Peer-Reviewed Medical Research

Program (PRMRP) are now eligible for funding in addition to those projects that had previously been

funded with IWMRP dollars. A FY14 Vision Setting Meeting for Military Infectious Disease Research

Program (MIDRP) was held 31 Jan 2014 at Building 722, Fort Detrick, Maryland. The primary objective

was to determine what pre-proposals MIDRP supports to be added to the final list that will be

requested for full proposal submission. Importantly, the JWMRP received $100 million (M) in
appropriations for FY14, a two fold increase from previous years of funding. On 07 Aug, the FY14 JWP

6.4 programmatic review was held; On 25 Aug FY14 JWP 6.3 programmatic review was held. On 15

Sep 2014, Defense Health Agency approved the recommended funding strategy established at the

FY14 JWMRP program Review. MIDRP Staff were involved throughout the process from pulling

eligible proposals from PRMRP, looking at progress reports, and prioritizing the proposals submitted

for MIDPR. COL ()] and CDR (Navy Service Representative) served on the panel

reviews. JPC-2 captured $15.14M for 6.3 funding (6 projects) and $10.29M for 6.4 funding (2

projects).

. Peer-Reviewed Medical Research Program (PRMRP) — MIDRP and Navy Service Representative,
CDRH, served as primary/secondary reviewer on the Joint Programmatic Review Panel
(JPRP) and on the steering committee for the Congressionally Directed Medical Research Programs

(CDMRP) FY13 Programmatic Review and FY14 Vision Setting Meeting held 12-14 February 2014.

CDMRP reached out to the Research Area Directorates/Joint Program committees to get the word out

and ask to provide military relevant gaps/recommendations for the relevant topic areas for JPC2. The

relevant areas for FY14 are DNA Vaccine Technology to produce protective antibodies, malaria, and
respiratory diseases. In the FY14 CDMRP process, the JPRP was asked to review/provide feedback
for the Program announcements for the Clinical Trial, Discovery, Investigator-Initiated Research

(including the Partnership Statement), Technology/ Development mechanisms, new Focused Program

Award and the FY14 Gap Areas. Importantly, the PRMRP received $200 million (M) in appropriations

for FY14, a four-fold increase from previous years of funding. CAPT joined the JPRP in Mar

2014. On 14 Jul, the FY14 PRMRP Focused Program Award pre-app screening teleconference was

held. On 29 Jul, the FY14 PRMRP Clinical Trials and Technology/Therapeutic Development Awards

pre-application screening teleconference was held. 25 Aug, the FY14 PRMRP Investigator-Initiated

Research Award pre-application screening teleconference was held.
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Information Management:
A. InFY14 Army continued to evolve General Fund Enterprise Business System (GFEBS) to manage

Army funding. Some basic functions implemented include PM work order execution, funds
management, PM annual planning and management of external contract support. Some basic
functions implemented include PM work order execution, funds management, purchase requisitioning
and approval workflow, purchase orders and contracts, PM annual planning and management of
external contract support. Most of personnel from MIDRP took the training with different level of
access. All intramural laboratories still have not embraced GFEBS such as WRAIR, USAMMDA, and
NAVY.

1) The MIDRP process is now fully managed through MIDRP website located at
https://midrp.amedd.army.mil.

Operations:
N/A

Modernization:
N/A

Logistics:
N/A

Construction:
N/A

Health and Environment:

N/A
Other:
A. Many researchers at both WRAIR and NMRC contributed to a publication concerning the military’s
medical infectious diseases research program which will appeared in Military Medicine in FY15.
Appendices:
None
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Appendix A. Program Area F, Malaria Vaccine Publications, FY2014 Historical Report

Bartholomew N. Ondigo, James S. Hodges, Kathleen F. Ireland, Ng'wena G. Magak, David E. Lanar, Sheetij Dutta,
David L. Narum, Gregory S. Park, Ayub V. Ofulla, Chandy C. John. 2014. Estimation of recent and long-term
malaria transmission in a population by antibody testing to multiple Plasmodium falciparum antigens. JID, 210,
1123-32.

Lanar DE. and Burkhard P. Attacking Malaria. March 2014. International Innovation. 129, 39-41.
http://www.research-europe.com/magazine/ISSUE/129/index.html.

El Bissati K, Zhou Y, Dasgupta D, Cobb D, Dubey JP, Burkhard P, Lanar DE, and McLeod R. (2014) Effectiveness
of a novel immunogenic nanoparticle platform for Toxoplasma peptide vaccine in HLA transgenic mice. Vaccine.
32(26); 3243-8.

Bergmann-Leitner ES, Leitner WW. Adjuvants in the driver’s seat: how magnitude, type, fine specificity and
longevity of immune responses are driven by distinct classes of immune potentiators. Vaccines, 2014, 2: 252-296.

Bergmann-Leitner ES, Li Q, Caridha D, O’'Neal MT, Ockenhouse CF, Hickman M, Angov E. Protective immune
mechanisms against pre-erythrocytic forms of Plasmodium berghei depend on the target antigen. Trials
Vaccinol.2014 Vol 3: e 6-10

Brando C, Richardson JH, Murphy J, Ockenhouse CF, Kamau E. Phenotypic characterization of Plasmodium
berghei responsive CD8+ T cells after immunization with live sporozoites under chloroquine cover. Malar J. 2014
Mar 12;13:92. doi: 10.1186/1475-2875-13-92. PMID:  24620841.

Harris KS, Adda CG, Khore M, Drew DR, Valentini-Gatt A, Fowkes FJ, Beeson JG, Dutta S, Anders RF, Foley M.
Use of immunodampening to overcome diversity in the malarial vaccine candidate apical membrane antigen 1.
Infect Immun. 2014 Nov;82(11):4707-17. doi: 10.1128/IA1.02061-14. Epub 2014 Aug 25.

Kamau E, Alemayehu S, Feghali KC, Komisar J, Regules J, Cowden J, Ockenhouse CF. Measurement of
parasitological data by quantitative real-time PCR from controlled human malaria infection trials at the Walter Reed
Army Institute of Research.Malar J. 2014 Jul 28;13:288. doi: 10.1186/1475-2875-13-288. PMID: 25066459

Kester KE, Gray Heppner D Jr, Moris P, Ofori-Anyinam O, Krzych U, Tornieporth N, McKinney D, Delchambre M,
Ockenhouse CF, Voss G, Holland C, Beckey JP, Ballou WR, Cohen J; Sequential Phase 1 and Phase 2
randomized, controlled trials of the safety, immunogenicity and efficacy of combined pre-erythrocytic vaccine
antigens RTS,S and TRAP formulated with AS02 Adjuvant System in healthy, malaria naive adults. RTS,S/TRAP
Group. Vaccine. 2014 Nov 20;32(49):6683-91. doi: 10.1016/ j.vaccine.2014.06.033. Epub 2014 Jun 18. PMID:
24950358.

Kusi KA, Bosomprah S, Dodoo D, Kyei-Baafour E, Dickson EK, Mensah D, Angov E, Dutta S, Sedegah M, Koram
KA. Anti-sporozoite antibodies as alternative markers for malaria transmission intensity estimation. Malar J. 2014
Mar 17;13:103. doi: 10.1186/1475-2875-13-103.

Kumar, R, Angov, E, and Kumar, N. Potent malaria transmission blocking antibody responses elicited by
Plasmodium falciparum Pfs25 expressed in E. coli after successful protein refolding. Infect. Immun. Jan. 2014.

Krzych U, Zarling S, Pichugin A. Memory T cells maintain protracted protection against malaria. Immunol Lett. 2014
Oct;161(2):189-95. doi: 10.1016/j.imlet.2014.03.011. Epub 2014 Apr 5. PMID: 24709142.

Laurens MB; Coulibaly D; Ouattara A; Kone AK; Guindo AB; Traore K; Traore |; Kouriba B; Diallo DA; Diarra ;

Daou M; Dolo A; Tolo Y; Sissoko MS; Niangaly A; Sissoko M; Takala-Harrison S; Lyke KE; Wu Y; Blackwelder WC,;
Godeaux O; Vekemans J; Ballou WR; Cohen J; Dube T; Soisson L; Diggs C; House B; Bennett JW; Lanar DE;
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Dutta S; Heppner DG; Doumbo OK; Plowe C.; Thera MA (2014) Extended safety, immunogenicity and efficacy of a
blood-stage malaria vaccine in Malian children: 24-month follow-up of a randomized, blinded phase 2 trial. PLoS
ONE. Vol 8 (11). Nov 18, 2014. €79323

Kusi KA, Bosomprah S, Dodoo D, Kyei-Baafour E, Dickson EK, Angov E, Dutta S, Sedegah M, Koram KA. Anti-
sporozoite antibodies as alternative markers for malaria transmission intensity estimation. Malar J. 2014 Mar
17;13:103.

Murphy JR, Weiss WR, Fryauff D, Dowler M, Savransky T, Stoyanov C, Muratova O, Lambert L, Orr-Gonzalez S,
Zeleski KL, Hinderer J, Fay MP, Joshi G, Gwadz RW, Richie TL, Villasante EF, Richardson JH, Duffy PE, Chen J.
Using infective mosquitoes to challenge monkeys with Plasmodium knowlesi in malaria vaccine studies. Malar J.
2014 Jun 3;13:215. doi: 10.1186/1475-2875-13-215.

Ondigo BN, Hodges JS, Ireland KF, Magak NG, Lanar DE, Dutta S, Narum DL, Park GS, Ofulla AV, John CC.
Estimation of recent and long-term malaria transmission in a population by antibody testing to multiple Plasmodium
falciparum antigens. J Infect Dis. 2014 Oct 1;210(7):1123-32. doi: 10.1093/infdis/jiu225. Epub 2014 Apr 15.

Pow-Sang L, Majji S, Casares S, Brumeanu TD. Long-term silencing of autoimmune diabetes and improved life
expectancy by a soluble, pHLA chimera in a newly humanized NOD.DR4.hB7.1 mouse. Hum Vaccin Immunother.
2014 Mar;10(3):693-9.

Quispe AM, Pozo E, Guerrero E, Durand S, Baldeviano GC, Edgel KA, Graf PC, Lescano AG. Plasmodium vivax
hospitalizations in a monoendemic malaria region: severe vivax malaria? Am J Trop Med Hyg. 2014 Jul;91(1):11-7.

Sedegah M, Hollingdale MR, Farooq F, Ganeshan H, Belmonte M, Kim Y, Peters B, Sette A, Huang J, McGrath S,
Abot E, Limbach K, Shi M, Soisson L, Diggs C, Chuang |, Tamminga C, Epstein JE, Villasante E, Richie TL. Sterile
immunity to malaria after DNA prime/adenovirus boost immunization is associated with effector memory CD8+T
cells targeting AMAL class | epitopes. PLoS One. 2014 Sep 11;9(9):e106241.

Schwenk R, DeBot M, Porter M, Nikki J, Rein L, Spaccapelo R, Crisanti A, Wightman PD, Ockenhouse CF, Dutta S.
IgG2 antibodies against a clinical grade Plasmodium falciparum CSP vaccine antigen associate with protection
against transgenic sporozoite challenge in mice. PLoS One. 2014 Oct 24;9(10):111020. doi:
10.1371/journal.pone.0111020. eCollection 2014.

Spring M, Polhemus M, Ockenhouse C. Controlled human malaria infection. J Infect Dis. 2014 Jun 15;209 Suppl
2:540-5. doi: 10.1093/infdis/jiu063. PMID: 24872394

Talley AK, Healy SA, Finney OC, Murphy SC, Kublin J, Salas CJ, Lundebjerg S, Gilbert P, Van Voorhis WC,
Whisler J, Wang R, Ockenhouse CF, Heppner DG, Kappe SH, Duffy PE. Safety and comparability of controlled
human Plasmodium falciparum infection by mosquito bite in malaria-naive subjects at a new facility for sporozoite
challenge. PLoS One. 2014 Nov 18;9(11):€109654. doi: 10.1371/journal.pone.0109654.

Terheggen U, Drew DR, Hodder AN, Cross NJ, Mugyenyi CK, Barry AE, Anders RF, Dutta S, Osier F, Elliott SR,
Senn N, Stanisic DI, Marsh K, Siba PM, Mueller |, Richards JS, Beeson JG. Limited antigenic diversity of
Plasmodium falciparum apical membrane antigen 1 supports the development of effective multi-allele vaccines.
BMC Med. 2014 Oct 16;12(1):183. [Epub ahead of print]

Wijayalath W, Danner R, Kleschencko Y, Majji S, Villasante EF, Richie TL, Brumeanu TD, David CS, Casares S.

HLA class Il (DR0401) molecules induce Foxp3+ Treg suppression of B cells in Py17XNL malaria. Infect Immun.
2014 Jan;82(1):286-97.
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Wijayalath W, Majji S, Villasante EF, Brumeanu TD, Richie TL, Casares S. Humanized HLA-
DR4.RagKO.IL2ZRgammacKO.NOD (DRAG) mice sustain the complex vertebrate life cycle of Plasmodium
falciparum malaria. Malar J. 2014 Sep 30;13:386.

Wijayalath W, Majji S, Kleschenko Y, Brumeanu T-D, Villasante EF, Vasta G, Fernandez-Robledo JA, Casares S.
Humanized HLA-DR4 mice fed with the protozoan pathogen of oysters perkinsus marinus (dermo) do not develop
noticeable pathology but elicit systemic immunity. PLoS One. 2014 Jan 31;9(1):e87435.

Yadava A, Hall CE, Sullivan JS, Nace D, Williams T,. Collins WE, Ockenhouse CF, and Barnwell JW. Protective

Efficacy of a Plasmodium vivax Circumsporozoite Protein-Based Vaccine in Aotus nancymaae is Associated with
Antibodies to the Repeat Region. PL0oS Negl Trop Dis 8(10) e3268. doi10.1371. 2014.
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Appendix B. Program Area Q, Anti-parasitic Drugs Publications, 2014 Historical Report

WRAIR, AFRIMS, USAMRU-K, 27 PUBS TOTAL

Causal prophylactic efficacy of primaquine, tafenoquine, and atovaquone-proguanil against Plasmodium cynomolgi
in a rhesus monkey model.

DiTusa C, Kozar MP, Pybus B, Sousa J, Berman J, Gettayacamin M, Im-erbsin R, Tungtaeng A, Ohrt C. J Parasitol.
2014 Oct;100(5):671-3. doi: 10.1645/13-480.1. Epub 2014 Apr 29. PMID: 24780070

Efficacy of two versus three-day regimens of dihydroartemisinin-piperaquine for uncomplicated malaria in military
personnel in northern Cambodia: an open-label randomized trial.

Lon C, Manning JE, Vanachayangkul P, So M, Sea D, Se Y, Gosi P, Lanteri C, Chaorattanakawee S, Sriwichai S,
Chann S, Kuntawunginn W, Buathong N, Nou S, Walsh DS, Tyner SD, Juliano JJ, Lin J, Spring M, Bethell D,
Kaewkungwal J, Tang D, Chuor CM, Satharath P, Saunders D. PLoS One. 2014 Mar 25;9(3):€93138. doi:
0.1371/journal.pone.0093138. eCollection 2014. PMID: 24667662

The role of submicroscopic parasitemia in malaria transmission: what is the evidence?

Lin JT, Saunders DL, Meshnick SR. Trends Parasitol. 2014 Apr;30(4):183-90. doi: 10.1016/j.pt.2014.02.004. Epub
2014 Mar 15. Review. PMID: 24642035

Blackwater fever in an uncomplicated Plasmodium falciparum patient treated with dihydroartemisinin-piperaquine.

Lon C, Spring M, Sok S, Chann S, Bun R, Ittiverakul M, Buathong N, Thay K, Kong N, You Y, Kuntawunginn W,
Lanteri CA, Saunders DL. Malar J. 2014 Mar 14;13:96. doi: 10.1186/1475-2875-13-96. PMID: 24629047

Randomized, double-blind, placebo-controlled clinical trial of a two-day regimen of dihydroartemisinin-piperaquine
for malaria prevention halted for concern over prolonged corrected QT interval.

Manning J, Vanachayangkul P, Lon C, Spring M, So M, Sea D, Se Y, Somethy S, Phann ST, Chann S, Sriwichai S,
Buathong N, Kuntawunginn W, Mitprasat M, Siripokasupkul R, Teja-Isavadharm P, Soh E, Timmermans A, Lanteri
C, Kaewkungwal J, Auayporn M, Tang D, Chour CM, Prom S, Haigney M, Cantilena L, Saunders D. Antimicrob
Agents Chemother. 2014 Oct;58(10):6056-67. doi: 10.1128/AAC.02667-14. Epub 2014 Aug 4. PMID: 25092702

Dihydroartemisinin-piperaquine failure in Cambodia.

Saunders DL, Vanachayangkul P, Lon C; U.S. Army Military Malaria Research Program; National Center for
Parasitology, Entomology, and Malaria Control (CNM); Royal Cambodian Armed Forces. N Engl J Med. 2014 Jul
31;371(5):484-5. doi: 10.1056/NEJMc1403007. No abstract available. PMID: 25075853

Ex vivo activity of endoperoxide antimalarials, including artemisone and arterolane, against multidrug-resistant
Plasmodium falciparum isolates from Cambodia.

Lanteri CA, Chaorattanakawee S, Lon C, Saunders DL, Rutvisuttinunt W, Yingyuen K, Bathurst I, Ding XC, Tyner
SD. Antimicrob Agents Chemother. 2014 Oct;58(10):5831-40. doi: 10.1128/AAC.02462-14. Epub 2014 Jul 21.
PMID: 25049252
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KAF156 is an antimalarial clinical candidate with potential for use in prophylaxis, treatment, and prevention of
disease transmission.

Kuhen KL, Chatterjee AK, Rottmann M, Gagaring K, Borboa R, Buenviaje J, Chen Z, Francek C, Wu T, Nagle A,
Barnes SW, Plouffe D, Lee MC, Fidock DA, Graumans W, van de Vegte-Bolmer M, van Gemert GJ, Wirjanata G,
Sebayang B, Marfurt J, Russell B, Suwanarusk R, Price RN, Nosten F, Tungtaeng A, Gettayacamin M,
Sattabongkot J, Taylor J, Walker JR, Tully D, Patra KP, Flannery EL, Vinetz JM, Renia L, Sauerwein RW, Winzeler
EA, Glynne RJ, Diagana TT. Antimicrob Agents Chemother. 2014 Sep;58(9):5060-7. doi: 10.1128/AAC.02727-13.
Epub 2014 Jun 9. PMID: 24913172

Nanopatrticle formulations of decoquinate increase antimalarial efficacy against liver stage Plasmodium infections in
mice.

Wang H, Li Q, Reyes S, Zhang J, Zeng Q, Zhang P, Xie L, Lee PJ, Roncal N, Melendez V, Hickman M, Kozar MP.
Nanomedicine. 2014 Jan;10(1):57-65. doi: 10.1016/j.nan0.2013.07.010. Epub 2013 Jul 25. PMID: 23891618

Plasmodium falciparum field isolates from areas of repeated emergence of drug resistant malaria show no evidence
of hypermutator phenotype.

Brown TS, Jacob CG, Silva JC, Takala-Harrison S, Djimdé A, Dondorp AM, Fukuda M, Noedl H, Nyunt MM, Kyaw
MP, Mayxay M, Hien TT, Plowe CV, Cummings MP. Infect Genet Evol. 2015 Mar;30:318-22. doi:
10.1016/j.meegid.2014.12.010. Epub 2014 Dec 13. PMID: 25514047

Fighting the good fight: the role of militaries in malaria elimination in Southeast Asia.

Manning JE, Satharath P, Gaywee J, Lopez MN, Lon C, Saunders DL. Trends Parasitol. 2014 Dec;30(12):571-81.
doi: 10.1016/j.pt.2014.10.002. Epub 2014 Nov 5. Review. PMID: 25455566

Plasmodium falciparum field isolates from areas of repeated emergence of drug resistant malaria show no evidence
of hypermutator phenotype.

Brown TS, Jacob CG, Silva JC, Takala-Harrison S, Djimdé A, Dondorp AM, Fukuda M, Noedl H, Nyunt MM, Kyaw
MP, Mayxay M, Hien TT, Plowe CV, Cummings MP. Infect Genet Evol. 2015 Mar;30:318-22. doi:
10.1016/j.meegqid.2014.12.010. Epub 2014 Dec 13. PMID: 25514047

Independent Emergence of Artemisinin Resistance Mutations Among Plasmodium falciparum in Southeast Asia.

Takala-Harrison S, Jacob CG, Arze C, Cummings MP, Silva JC, Dondorp AM, Fukuda MM, Hien TT, Mayxay M,
Noed| H, Nosten F, Kyaw MP, Nhien NT, Imwong M, Bethell D, Se Y, Lon C, Tyner SD, Saunders DL, Ariey F,
Mercereau-Puijalon O, Menard D, Newton PN, Khanthavong M, Hongvanthong B, Starzengruber P, Fuehrer HP,
Swoboda P, Khan WA, Phyo AP, Nyunt MM, Nyunt MH, Brown TS, Adams M, Pepin CS, Bailey J, Tan JC, Ferdig
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1;211(5):670-9. doi: 10.1093/infdis/jiu491. Epub 2014 Sep 1. PMID: 25180241

The use of a prodrug approach to minimize potential CNS exposure of
next generation quinoline methanols while maintaining efficacy in in vivo animal models.

Sousa JC, Milner E, Carroll D, McCalmont W, Gardner S, Moon J, Johnson JD, Lee P, Auschwitz J, Roncal N,
Caridha D, Tungteung A, Zeng Q, Reyes S, Smith B, Li Q, Kozar MP, Melendez V, Dow G. Eur J Drug Metab
Pharmacokinet. 2014 De c;39(4):231-6. doi: 10.1007/s13318-013-0162-9. Epub 2014 Apr 7. PMID: 24705994
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Tafenoquine and NPC-1161B require CYP 2D metabolism for anti-malarial activity: implications for the 8-
aminoquinoline class of anti-malarial compounds.

Marcsisin SR, Sousa JC, Reichard GA, Caridha D, Zeng Q, Roncal N, McNulty R, Careagabarja J, Sciotti RJ,
Bennett JW, Zottig VE, Deye G, Li Q, Read L, Hickman M, Dhammika Nanayakkara NP, Walker LA, Smith B,
Melendez V, Pybus BS. Malar J. 2014 Jan 3;13:2. doi: 10.1186/1475-2875-13-2. PMID: 24386891

Bisbenzylisoquinoline and hasubanane alkaloids from Stephania abyssinica (Dillon & A. Rich) (Menispermeceae).

Omole RA, Gathirwa J, Akala H, Malebo HM, Machocho AK, Hassanali A, Ndiege 10. Phytochemistry. 2014
Jul;103:123-8. doi: 10.1016/j.phytochem.2014.03.026. Epub 2014 Apr 12. PMID: 24735823

Assessment of the prophylactic activity and pharmacokinetic profile of oral tafenoquine compared to primaquine for
inhibition of liver stage malaria infections.

Li Q, O'Neil M, Xie L, Caridha D, Zeng Q, Zhang J, Pybus B, Hickman M, Melendez V. Malar J. 2014 Apr 14;13:141.
doi: 10.1186/1475-2875-13-141. PMID: 24731238

Scalable preparation and differential pharmacologic and toxicologic profiles of primaquine enantiomers.

Nanayakkara NP, Tekwani BL, Herath HM, Sahu R, Gettayacamin M, Tungtaeng A, van Gessel Y, Baresel P,
Wickham KS, Bartlett MS, Fronczek FR, Melendez V, Ohrt C, Reichard GA, McChesney JD, Rochford R, Walker
LA. Antimicrob Agents Chemother. 2014 Aug;58(8):4737-44. doi: 10.1128/AAC.02674-13. Epub 2014 Jun 9. PMID:
24913163

Repurposing human Aurora kinase inhibitors as leads for anti-protozoan drug discovery.

Patel G, Roncal NE, Lee PJ, Leed SE, Erath J, Rodriguez A, Sciotti RJ, Pollastri MP. Medchemcomm. 2014 May
1;5(5):655-658. PMID: 24910766

Parasite load decrease during application of a safe and easily applied antileishmanial aminoglycoside cream. Ben
Salah A, Zaatour A, Ben Messaoud N, Kidar A, Smith PL, Kopydlowski KM, Kreishman-Deitrick M, Nielsen CJ,
Novitt-Moreno A, Ransom JH, Morizot G, Grogl M, Buffet PA. PLoS Negl Trop Dis. 2014 May 22;8(5):e2749. doi:
10.1371/journal.pntd.0002749. eCollection 2014

143.

Pharmacokinetic evaluation of intravenous artesunate in adults with uncomplicated falciparum malaria in Kenya: a
phase Il study.

Li Q, Remich S, Miller SR, Ogutu B, Otieno W, Melendez V, Teja-Isavadharm P, Weina PJ, Hickman MR, Smith B,
Polhemus M. Malar J. 2014 Jul 22;13:281. doi: 10.1186/1475-2875-13-281. PMID: 25047305

Trends in drug resistance codons in Plasmodium falciparum dihydrofolate reductase and dihydropteroate synthase
genes in Kenyan parasites from 2008 to 2012.

Juma DW, Omondi AA, Ingasia L, Opot B, Cheruiyot A, Yeda R, Okudo C, Cheruiyot J, Muiruri P, Ngalah B,
Chebon LJ, Eyase F, Johnson J, Bulimo WD, Akala HM, Andagalu B, Kamau E. Malar J. 2014 Jul 2;13:250. doi:
10.1186/1475-2875-13-250. PMID: 24989984
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Efficacy of intravenous methylene blue, intravenous artesunate, and their combination in preclinical models of
malaria.

Ohrt C, Li Q, Obaldia N, Im-Erbsin R, Xie L, Berman J. Malar J. 2014 Oct 21;13:415. doi: 10.1186/1475-2875-13-
415.

Anti-relapse activity of mirincamycin in the Plasmodium cynomolgi sporozoite-infected Rhesus monkey model.
Fracisco S, Teja-isavadharm P, Gettayacamin M, Berman J, Li Q, Melendez V, Saunders D, Xie L, Ohrt C.

Pharmacokinetics and pharmacodynamics of (+)-primaquine and (-)-primaquine enantiomers in rhesus macaques
(Macaca mulatta).

Saunders D, Vanachayangkul P, Imerbsin R, Khemawoot P, Siripokasupkul R, Tekwani BL, Sampath A,
Nanayakkara NP, Ohrt C, Lanteri C, Gettyacamin M, Teja-lsavadharm P, Walker L.Antimicrob Agents Chemother.
2014 Dec;58(12):7283-91. doi: 10.1128/AAC.02576-13. Epub 2014 Sep 29.

The synthesis, antimalarial activity and CoMFA analysis of novel aminoalkylated quercetin analogs.

Helgren TR, Sciotti RJ, Lee P, Duffy S, Avery VM, Ighinoba O, Akoto M, Hagen TJ. Bioorg Med Chem Lett. 2015
Jan 15;25(2):327-32. doi: 10.1016/j.bmcl.2014.11.039. Epub 2014 Nov 21.

Antiplasmodial compounds from the stem bark of Neoboutonia macrocalyx pax.
Namukobe J, Kiremire BT, Byamukama R, Kasenene JM, Akala HM, Kamau E, Dumontet V
J Ethnopharmacol. 2015 Mar 13;162:317-22. doi: 10.1016/j.jep.2014.12.018. Epub 2014 Dec 19.
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induced by Late Boost Strategies in HIV-negative Participants prior enrolled in RV144, AIDS Vaccine
2013, Poster

Karasavvas Nicos, AFRIMS Investigation of Antibody Responses Induced in RV305 a Late Boost
Vaccination of HIV-1 Uninfected Volunteers that Participated in RV144, a Thai Trial, AIDS Vaccine
2013, Poster
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Charuthamrong Patchara, AFRIMS, Implementation of Invasive Procedures in Clinical Trials, AIDS
Vaccine 2013, Poster

Wieczorek, L., Krebs, S., Kalyanaraman, V., Whitney, S., Matyas, G.R., Rao, M., Alving, C.R., Tong,
T., Molnar, S.,Wesberry, M., Laurence Chenine, A., Tovanabutra, S., Sanders-Buell, E., Slike, B.,
Alam, S., Liao, H., Haynes, B.F., Williams, C., Zolla-Pazner, S., Moscoso, C., Cheng, H., Hoelscher,
M., Maboko, L., Michael, N., Robb, M.L., VanCott, T., Marovich, M., Polonis, V. Comparable
Antigenicity and Immunogenicity of Multimeric Forms of a Novel, Acute HIV-1 Subtype C Gp145
Envelope for Clinical Development.

Cameron Mark, Vaccine and Gene Therapy Institute, Florida. Transcriptional profiling of RvV144
Participants Reveals a Gene Expression Signature thatC
Vaccine 2013, Poster.

O’Connell Robert, USAMC-AFRIMS Looking Back to Move Forward: Understanding ALVAC/AIDSVAX
Immune Responses, AIDS Vaccine 2013. Plenary

Lindsey Wieczorek, Comparable antigenicity and immunogenicity of oligomeric forms of a novel, acute
HIV-1 subtype C gp145 envelope for use in preclinical and clinical vaccine research

5. 16th S Annual International Meeting of the Institute of Human Virology. September 14-17, 2014.
Baltimore, MD.

Kristina K. Peachman, Nicos Karasavvas, Carl Alving, and Mangala Rao. Competition and
Characterization of HIV-1 Envelope Variable Loop V2 and V3 Binding to a437 Integrin Receptor.

6. St.Jude/Pediatric Infectious Diseases Society meeting, Feb 21-22, 2014, Memphis, TN.

Daniel Adams, Sodsai Tovanabutra, Anjali Kunz, Panita Pathipvanich, Kriengkrai Srithanaviboonchai,
Abhram Pinter, Nelson Michael, Jerome Kim, Mangala Rao, and Merlin Robb. The Role of HIV-1 V2-
specific Antibodies in Mother to Child Transmission.

7. 62nd American Society for Mass spectrometry Conference. Baltimore, MD, June 15 - 19, 2014.

Hung V. Trinh, Colguhoun, D., Graham, D.R., and Rao, M. Identification of viral phosphorylation in
human immunodeficiency viruses.

Patents

Method on handheld diagnostic device for HIV viral load measurement (patent pending. Filing No:
#HJF-358-13 (103783 0169))

Zoltan Beck (HJF) and Carl Alving (WRAIR). Title: Non-toxic Adjuvant Formulation Comprising
Liposomes Containing MPLA and QS21; Application title: Compositions and Methods for Vaccine
Delivery. /U.S. Provisional Application No. 61/970,118 filed 25 March 2014.

Grants/Awards

Award #: 1R21A1110214-01A1

Institute: NIAID
Impact score: 16;
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Project title: SUSCEPTIBILITY OF ANTIGEN-SPECIFIC CD4 T CELLS TO HIV: IMPLICATIONS FOR
HIV VACCINE RESPONSE

. Patents Pending

Casares, S., Allam, A., and Rao, M. Characterization of B- and T Cells in the Gut Mucosa of
Humanized DRAG Mice. US Provisional application No. 61/950,071 filed March 8, 2014.

Carl R. Alving, Mangala Rao, and Jerome Kim. Methods for Enhancing The Immunostimulation
Potency of Aluminum Salt-Adsorbed Vaccines. US Provisional 61/969,905 filed 25 March 2014;
PCT/US/14/45940 Filed 9 July 2014.

. Awards

ILIR: A humanized mouse model to study the efficacy of HIV-1 vaccines: The importance of gut-
associated lymphoid tissues (GALT) in HIV-1 infection. March 2014 Year 2. PI:H.

Other Awards
The following are the awards received by CPT [[SJJJi§J] for his work on Mother-Child transmission

studies done in lab, USMHRP.

Finalist, Award - "for the best paper by a uniformed services pediatrician on either
basic research or applied research on the development, evaluation, or application of an emerging
technology in pediatrics." - Given by the Uniformed Services Section of the American Academy of
Pediatrics, Oct 12, 2014.

Winner, 29th Annual Navy wide Research Competition in the Category 1B for approved basic science
research conducted by a Fellow/Staff Physician, May 22, 2014 for platform presentation on "The Role

of HIV-1 V2-specific Antibodies in Mother to Child Transmission.”
WinnerH Award in the Laboratory Category for Fellow/Staff Physician - Given by the
WRNM epartment of Research Programs, Mar 25, 2014 for platform presentation on "The Role of

HIV-1 V2-specific Antibodies in Mother to Child Transmission.”
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Section 11

Fiscal Year 2014
Annual Historical Report

Combat Casualty Care Research Program



Mission Statement & Covenants

The MRMC Combat Casualty Care Research Program (CCCRP) strives to optimize survival, resiliency, and
recovery in injured service members. Our people are our most valued and valuable resource. Ensuring that we
have a professional, supportive, and collegial working environment is essential in enabling us to innovate on a
consistent basis and deliver on our promises. We at the CCCRP agree to abide by these covenants, and when we
fail to do so, we agree to address the issue in a direct and timely manner in order to resolve it constructively.

1. We agree to exercise the highest level of professional and ethical behavior at all times.

2. We agree to treat everyone with respect and trust at all times, regardless of position.

3. We agree to provide honest effort towards optimizing the survival and recovery of injured service members,
including asking for -- and giving -- help freely and enthusiastically.

4. We agree to make every attempt to be flexible with both our time and knowledge while in the pursuit of getting to
"yes".

5. We agree to communicate early, honestly, and completely with all who have a direct interest in the given subject,
all while remaining open to other points of view.

6. We agree to be trustworthy: to follow through on commitments, admit mistakes, and discuss changes before
acting.

7. We agree to never undermine colleagues either directly or indirectly: praise in public, criticize in private, and
always do so in a constructive manner.

8. We agree to work jointly to resolve disagreements in good faith. If necessary, we agree to take disagreements to
a higher authority together, then accept and support the solution.

9. We agree to support leadership and all accompanying decisions at all times.

10. We agree to promote the use of these covenants at all times

STAFF

The Combat Casualty Care Research Program was directed by COL m USA, MC, and has been
replaced by Col , USAF, MC; , PhD, was the Civilian Deputy Director and has been
ilitary Deputy Director. Other staff members include:

, Portfolio Manag“kurotrauma; , PhD, Portfolio Assistant, Neurotrauma;

, PhD, Portfolio Manager, Hemorrhage/Resuscitation , Portfolio Manager,

issue Injury; * PhD, Portfolio Manager for Forward Surgical - Intensive critical Care;

, PhD Defense Hea rogram (Enhanced) DHPe, Manager; , PhD, Senior Scientist;

, PhD, Senior Research Analyst; , Health Science

ministrators; , DHPe Action Coordinator; , Information Specialist;

F ministrative Assistant. There are two military liaisons in the program: Lt Col )
Ir Force also portfolio manager for en-route care; and CDR , Navy. There is also one civilian

liaison from the U.S. Army Medical Material Development Activity, , PhD, Product Transition

Specialist.

ACHIEVEMENTS
A. Military Health System Research Symposium (MHSRS) 2014:

1) - MHSRS is the DOD's premier scientific meeting that addresses critical advances in trauma
medicine and the unique medical needs of the warfighter. It focuses on growing and changing
operational issues and the technologies available today and in the future that can be used to meet
these increasingly complex goals. Nearly all of DoD's combat casualty care scientists and
biomedical researchers presented their latest research results.
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B. Conference Firsts:
1) Initiated government owned-contractor operated website
2) Brought automation to every aspect of the symposium build
3) Central “go-to” for symposium information — website had over 65,000 hits since going live
4) Young Investigator Competition
5) Formal Annual Award Solicitation Process
6) CME expanded from 1 to 3 categories — Nurse, MD, Psychologist
7) Publication of Journal supplement(s) parallel to date of symposium

C. Statistics:
Scientific Content
1) Number of abstracts received doubled (1,135 in 2014 vs. 520 in 2013)
2) 2014 abstract acceptance was 55% compared to 95% in 2013
3) Number of posters presented in 2014 increased by 52% compared with 2013 (387 vs. 252,
respectively)
4) Awards were given for the overall best posters, plagues for 1%, 2™, 3™ - and certificates for best
posters within research areas
D. Registrants:
1) Up 31% compared with 2013
2) 1,554 with 71 exhibitors vs. 1,175 in 2013 with 80 exhibitors
3) 55% were repeat attendees; 45% were first time attendees
4) DoD attendee breakdown exceeded quota (530) by 47
5) 376 U.S. Military Service attendees (Army: 167, AF: 136, Navy: 73)
6) 201 DoD attendees
7) 84 Foreign national attendees

TASK AREAS

A. Forward Surgical and Intensive Critical Care Portfolio: This portfolio address military relevant
gaps across a broad range of research areas including pre/out-of hospital care, emergency care,
surgical care, intensive care, nursing care, advanced monitoring, and battlefield medical equipment.
The objective of this portfolio is to Decrease mortality and morbidity across all echelons of care in the
battlefield by conducting research and fostering development in order to expand knowledge and
develop new algorithms, devices, and procedures that advance the decision-making capabilities of
medical personnel and promote earlier intervention in pre-hospital (decrease the 25% potentially
preventable Death), emergency room, and intensive care combat casualty management.

Progress to date:

1) The endovascular hemostatic started clinical study for FDA clearance

2) Initiated several research projects to study next generation of life saving resuscitative procedure
using resuscitative endovascular balloon occlusion of the aorta

3) Initiated the CAMIT (Close Area Medical Integration

4) Technology) system which will allow point of injury data collection and reachback capability.

5) Developed a field anesthesia working group to help developing a close loop anesthesia system

6) Developed an ECLS (extra corporeal lung support) working group to help developing a close loop
ECLS system.

7) Oversaw integrated product team for the transport telemedicine system to allow communication
across the continuum of care.

8) Oversaw integrated product team for the intra-thoracic pressure therapy for enhancement of central
perfusion.
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B. The Hemorrhage and Resuscitation Portfolio: includes DoD efforts in the general areas of blood
products, damage control resuscitation, coagulopathy of trauma, immune/inflammatory modulation,
metabolic and tissue stabilization, hemostatics and pathophysiologic responses to traumatic
hemorrhage, with a view ranging from basic and discovery research through clinical and advanced
development

Progress to date:

1) Reprioritizing portfolio based on the need for prolonged evacuation for up to 72hrs before surgery

2) FDA approval of X-Stat, trade name for expanding sponge pellets, dressing for a deep wound tract

3) Solvent Detergent/Spray Dried Plasma, Platelet Derived Hemostatic Agent (PDHA), Valproate, EE-
3-S04 (Surviving Blood Loss Program) and Wound Stasis System, are transitioned to advanced
development

4) Pragmatic, Randomized Optimal Platelet and Plasma Ratio (PROPPR) trial was completed

5) Expandable hemostatic pellets for junctional bleeding (510k expected)

6) Joint Transition Planning Process is up and running and includes, amongst others, Service
advanced developers, S&T, DGSO.

7) Interagency cooperative programs are being integrated successfully

8) National Heart Lung & Blood Institute (NHLBI)/DoD TACTIC Program

9) Health & Human Services (HHS) Biomedical Advanced Research & Development Authority
(BARDA) Spray Dried Plasma

10) HHS BARDA Platelet Derived Hemostatic Agent Programs

11) -Planning underway for development of National Interagency Strategic Action Plan for Blood
Products for Emergency Preparedness (DoD, BARDA, NHLBI, FDA) — will include leveraging
funding

C. Treatments for Tissue Injury Portfolio: This portfolio seeks to advance functional recovery of
traumatic tissue injuries; applying novel therapeutics and techniques to reduce complications and
prevent repetitive procedures, ultimately leading to restoration of the wounded warfighter’'s quality of
life. The Portfolio encompasses research conducted on the development of alternate methods,
biologics, pharmaceuticals, and engineered technologies to address orthopaedic, burn,
craniomaxillofacial and organ injuries, and includes basic bench-top through clinical evaluations.

Progress to date:

1) Established the Intracompartmental Pressure Relief Integrated Product Team with USAMMA and
the USAISR.

2) Received the first programmed funding for the portfolio. Most funding was destined for studies that
allowed us to understand the outcomes associated with injuries and interventions. Specifically,
prophylactic fasciotomies and genito