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Decision Gate (DG) Process
“Product Driven”

* Key components
— Cradle-to-grave development with clear Decision Gates
— Advancement criteria (shared, transparent, uniform)
— Consistent decision-making processes
— Qverarching governance structure

* |ntegrates all disciplines rgd to develop & support products

* Includes multi-disciplined executing and oversight
committees with a single final decision authority (MDA)
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Decision Gate

Process Consistent,
transparent, effectively
manage resources &
focus efforts to the
right products w/ the
greatest likelihood to
get to the Warfighter

Decision Gates

Advancement Advancement Criteria

Criteri Governance
Der::‘i:ercljacriteria for PROLESS Structure
advancement thru GOVERNANCE Committees and IPTs
decision points w/ defined roles/
leading to increased responsibilities for
transparency in each decision gate
meeting enabling timely
requirements decision making and

problem resolution

The ability to make the right decisions on time,
resource for success, and deliver safe, quality

products to the Warfighter
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* DoD 5000-series
* FDA regulations

Decision Gates

* Best industry practices

User Needs

Technology Opportunities & Resources
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Decision Gate Advancement Criteria

Development Stage
Before each development I During each development stage I At the end of each stage
stage I < Go forward per approved plan unless | < Evaluate products’
» Agree on product-specific - “trigger” occurs around time, cost, or . readiness/feasibility for
criteria for next decision I quality I advancement to successive
point | * Criteria provide basis for continuous I development phases
product evaluation
» Prepare for product reviews at decision
gates
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PROCESS

Decision Gate Process

* Formal decision reviews defined by product development
— MDD (Requires ICD)
— MS A (Requires ICD)
— MS B (Requires CDD)
— MS C (Required CPD)
— Clinical Trial Decisions

* Annual status reviews (IPR)
* [ssue Resolution/Triggers

— Issues or unforeseen events
— Requires escalation to higher-level a decision-making committee
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CG/MDA

two-way communications

Executive Management
Committee

Planning and Lifecycle
Review Committee

two-way communications

Integrated
Project

Team
Functional
Workgroup(s)
as needed
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GOVERNANCE STRUCTURE

» Cross-functional/
multi-disciplinary
teams and Committees
organized to manage
all aspects of product
development.

o —

» Structure drives
development and
ensures informed
decisions are made in
advancing the most
viable products
through the pipeline
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Decision Gate Recap

Process

Consistent, transparent,
effectively manage
resources & focus efforts
to the right products w/

Decision Gates the greatest likelihood to
get to the Warfighter
Advancement Advancement Criteria
Criteria Governance
Defined criteria for PROCESS Structure
GOVERNANCE Committees and IPTs w/

advancement thru _
decision points leading defined roles/

to increased requnsibilities for gach
transparency in o_leC|S|on gate enablling
timely decision making

meeting requirements :
and problem resolution

The ability to make the right decisions on time,
resource for success, and deliver safe, quality

products to the Warfighter
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