D- Pharmaceutical (Drugs) ; B/V- Pharmaceutical (Biologics, Vaccines) ; MD- Medical Devices ; Same for All

TRL 9  Post marketing studies/surveillance

System Test, S
La”"“"’i & TRL8 Phase 3 clinical trials completed. D~ Approval of New Drug Application (NDA)
o bl for Drugs by Center for Drug Evaluation & Research (CDER), BIV- Approval of
the Biologics License Application (BLA) by Center for Biologics Evaluation &
Research (CBER). MD- Center for Devices & Radiologic Health (CDRH) approval  Clinical and
| of Premarket al (PMA) for MD [or applicable 510(k)] for devices Field
System/Subsystem i : ] Studies
Development TRL 7 Phase 2 clinical trials completed, Phase 3 clinical study plan approved, M-
S| Final product design validated & final prototypes produced & tested
TRL 6 Phase 1 clinical trials completed, data support proceeding to Phase 2 clinical
Technology trials. MD- Class Ml device safety demonstrated. 510(k) data demonstrate
Demehstration substantial equivalency to predicate device
[ TRL 5 Pre:clinical studies, including GLP animal safety & toxicity, sufficient to support
IND applications. MD- CDRH review of Investigational Device Exemption (IDE)
Technology results sufficient to begin investigation

Development TRL 4 PoC and safety of candidate drug formulations or blologic/vaccine constructs
or devices/systems are demonstrated in defined laboratorylanimal model(s)

Research to Prove TRL 3 Hypothesis testing and initial proof-of-concept (PoC} demonstrated in limited
Feasibility number of in vitro and in vivo models Pre-Clinical

- Studles

Basic Technology TRL 2 Research ideas and protocols developed
Research

TRL 1 Maintain scientific awareness; tech watch

Medical IM/IT & Medical Informatics

TRL 9 Product successfully used in military mission as part of Initial Operational Test and

S T
e 1y Evaluation (IOT&E), Logistical Demonstration successfully Conducted
Operations
TRL 8 Development Test & Evaluation (DT&E) of the HW/SW system in its intended environ-
ment. Demonstrated it meets design specifications. Validated in several operational
System/Subsystem environments
Development | TRL7 System is operationally integrated and tested with target applications in operational
environment

TRL 6 System tested with interfaces & support systems in relevant or simulated operational
Technology environment. Configuration Management Approach Developed
Demonstralion —

TRL 5 Models are implemented into data/knowledge system & tested in lab environment.

Actual interfaces specified
Technology .
Development TRL4 Prototype produced. HW/SW pieces work together, Models use real
e data/knowledge

Research to Prove TRL 3 Data and knowledge representation schema modeled
Feasibility
Basic Technology [ TRL2 System concepts documented. Schema defined. Data and knowledge representa-
Research tion issues defined

TRL 1 Identified potential medical solution to mission need. Defined data & knowledge

m representation issues
*From the DoD Technology Readiness A t (TRA) Deskbook, dated May 2005 Version 3.4 Aug 2014





