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Bottom Line

• World caught unprepared for a large Ebola outbreak

• DoD, USAMRIID, and entire USG was unable to execute clinical 
studies

• Advances in medical countermeasure (MCM) development 
restricted to Ebola Zaire – not other Filoviruses

• Proposed Solution: Deployable response unit and capability 
centered around Joint Advanced Technology Demonstrations 
(JATD) for viral therapeutics and diagnostics located within the 
AFRICOM AOR that can be expanded to other areas of interest
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Problem Points

• Overall, the world was caught unprepared for outbreak:

– Lack of Treatment/therapeutics

– Lack of MCMs/vaccines

– Lack of Standard of Care

– Lack of General Outbreak Mitigation Infrastructure and Activity

– Lack of Diagnostics

• DoD (and entire USG) was unable to execute clinical studies due to:

– Absence of a viable health care infrastructure to support clinical 
trials 

– Lack of FDA-approved protocols, INDs, and adequate clinical drug 
supplies 

– Uncertainty of USG Research & Development leadership 

• Recent potential advances in MCM development are mostly restricted 
to Ebola Zaire not Makona.
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Problem Statement

• Due to a number of factors linked to a lack of 
local health infrastructure, outbreak severity, 
unpreparedness, and leadership uncertainty, 
DoD was unable to execute any significant 
clinical studies to push forward MCMs while 
Ebola Viral Hemorrhagic cases existed in 
meaningful numbers.  



UNCLASSIFIED//FOUO

Lessons Learned

• Need ability to IMMEDIATELY implement 
key clinical trials in next outbreak 
response

• Requirements prior to an outbreak
– Prepositioned healthcare and clinical 

research infrastructure 
– Trained and ready research teams
– Pre-approved IND/human subjects research 

protocols
– Established logistical tail, including available 

therapeutic product 
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Necessary Factors for 
Clinical Trial Success

• Filed INDs

• Flexible and pre-approved protocols; 

• Clinical research infrastructure (including well-trained 
personnel, functioning laboratory support, logistical systems, 
human subjects research and regulatory oversight, and 
continuously exercised system function);  

• Support/endorsement of senior DoD leadership, US 
Government MCM Enterprise leadership, and host-nation 
governments; and 

• Functional integration into host-nation and international 
filovirus outbreak response plans and operations.



Solution:
Deployable Clinical JATD

Mission
Deployable response unit and capability centered around Joint Advanced 
Technology Demonstrations (JATD) for viral therapeutics and diagnostics located 
within the AFRICOM AOR that can be expanded to other areas of interest.  Primary 
mission will include:

• Conduct JATD of the ability to apply therapeutic and diagnostic products against viral 
targets.

• Develop CONUS test-bed capability for component/system validation.
• Provide training opportunities for both OCONUS host nation and US military outbreak 

response units.
• Support rapid response and deployment to emerging outbreaks and apply enhanced 

application of viral therapeutics and diagnostics.

• Provide the capability to evaluate MCM for FDA approval protecting the warfighter 
against Hemorrhagic Fever Viruses and other emerging threats worldwide.
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Partners

• MCS: Provide U.S. military forces and the 
nation safe, effective, and innovative medical 
solutions to counter CBRN threats

• USAMRIID: U.S. Army’s Center of Excellence 
for Medical Biological Defense Research

• NMRC: Lead institute for U.S. Navy medical 
research enterprise for infectious diseases
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USAMRIID: Africa 
Experience

Liberia Ebola Outbreak: July2014-Present

East 
African/Uganda 
Clinician Training
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NMRC Experience

Kabale, Uganda.  Marburg 
Outbreak, Oct 2012.

Conakry, Guinea.  
Ebola Outbreak, 
May 2014

On-the-ground clinical/operational experience in multiple filovirus outbreak 
settings in West and Central Africa.

Bong/Monrovia, 
Liberia.  Ebola 
Outbreak, 
September 2014-
April 2015



Execution: ATD

Initial 3-phase spiral over 36 months

Deliverables:

Phase I: Develop CONUS capability and validation exercise 
(CAPEX) for test-bed operation

Phase II: Deliver first OCONUS site for basic trial capability in 
country

Phase III: Deliver additional OCONUS sites for advanced trial 
capability and execution of MCS products
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Phase I: CONUS Test-bed/CAPEX

Initial Operational Capability (IOC) Phasing 
and Capability Exercises (CAPEX), Fort 
Detrick, MD – Farm Site

Shelter/Treatment Area

Power/Environmental
Control

Air Filtration Clean Power
Distribution

Laboratory Containment 
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Phase II: Fort Portal Site

• Well Established Relationships:

 Uganda Infectious Disease Institute-
USAMRIID clinician training 
partnership.

 Partnership with Ugandan-MOH and 
Makerere University Walter Reed 
Project (MUWRP)

• Strategically located

 Close to site of Bundibugyo Ebola 
outbreak and in highly active area for 
emerging infectious diseases 
(Western Uganda/ Eastern DRC)
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Phase III: Additional Site Options

16

• Numerous possibilities due to Army and Navy 
presence overseas 

• Army:
–USAMRU-K:  Kenya

–AFRIMS:  Thailand

–USAMRU-G:  Republic of Georgia

• Navy:
–NAMRU-3: Egypt

–NAMRU-6: Peru
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Command, Control and Logistics

17

• JPEO-MCS: Manages the JATD and CAPEX capabilities

• USAMRIID and NMRC: Provides field clinical trials management 
to the JATD to support FDA licensure of MCM products in an 
outbreak environment. This will be done through fixed and 
mobile capabilities in high threat areas

• USAMRIID and NMRC:  Provides sustainment and ensures 
operational capability of the JATD

In order to protect the Warfighter from deliberate and emerging ID threats 
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Coordination/Engagement

18

US Military
- JPEO/MCS

- MEDCOM/MRMC/USAMRIID

- BUMED/MRMC

- AFRICOM 

Outside US
- Host Nation Government 

(MOH’s) 

- World Health 
Organization

- International Outbreak 
Response NGO’s  

Other USG
- State Dept/Local 

Embassy

- CDC

- USAID

- FDA

- NIH/NIAID

UNCLASSIFIED//FOUO



JATD Phase Schedule

FY 16

MCS Contracting

Phase II
• Pilot Site, Fort Portal Uganda, 

Basic Protocol Capability
• Additional Sites, Basic Protocol 

Capability

Q1

Phase I
• Test-bed CONUS

Phase III
• Pilot Site, Fort Portal Uganda, 

Advanced Protocol Capability
• Additional Sites Advanced Protocol 

Capability

FY 17

Q1

FY 18

Q1

FY 19

Q1

Additional Sites MCM Clinical Trial Ready

Represents CAPEX
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Investment

Deliverable YR 1 YR 2 YR 3 3 YR Cost
10 YR O&M 

Cost

Core Deliverables

CONUS Testbed $2.0m $2.0m

OCONUS Site 1
MCM Clinical Trial Ready

$4.0m $2.0m $6.0m

Optional Additional Sites

OCONUS Site 2
MCM Clinical Trial Ready

$3.0m $3.0m $6.0m

OCONUS Site 3
MCM Clinical Trial Ready

$3.0m $3.0m $6.0m

Medical Sustainment $2.0m $2.0m $2.0m $6.0m $20m

ATD Total Cost over 10 
YRS

$8.0m $10.0m $8.0m $26.0m $40m

JPEO Total $6.0m $8.0m $6.0m $20m $0.0m

Sustainment Total $2.0m $2.0m $2.0m $6.0m $20m
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JATD Capability Enhancement
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Next Steps

• Letter of support from USAMRIID

• Discussion about USAMRIID contribution to 
sustainment

• Start discussions about INDs/protocols
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Goal: Until we can run an IND trial 
here, we will not be able to bring an 

Ebola MCM to licensure. 

Donka Ebola Treatment Unit.  Conakry, Guinea.
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