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1.0 
Purpose

This document defines the contents of and procedures for creating a Product Development Plan.  The Product Development Plan is the master document for directing a product development and continuously evolves throughout the life of the development program.

2.0 Scope

This procedure applies to all product development programs funded and managed by [Company Name].

3.0 Definitions

3.1 Executive Management Team (EMT)

A management team that plans, directs, and manages company activities, including manufacturing operations and product development.  It has the authority and responsibility to carry out the company’s strategic objectives.  The Executive Management Team has the authority to establish or make changes to the quality policy and quality system.

3.2 Business Plan

The budget, schedule, and product cost parameters approved by Executive Management and integrated into the Product Development Plan by the Executive Management Team.  It identifies and schedules capital and non‑capital expenditures and human resource usage for the development program.

3.3 Marketing Requirements Document (MRD)

The Marketing Requirements Document specifies design input requirements used as the basis for complete product design.  It defines what the design is intended to do and details requirements for functionality, performance, interfacing, etc. as well as system and product development requirements and goals.  Approval of the MRD by the Executive Management Team marks the end of the research phases (Concept and Feasibility) and the beginning of a development program.

3.4 Man week

The average hours actually expended in constructive work by a single individual in a five (5) day workweek.  The typically accepted industrial standard is 80% of forty (40) hours or thirty‑two (32) hours.

3.5 Product

Unless otherwise specified, the word “product” in this procedure is used in the more global sense to refer to components, materials, structures, machines, devices, systems, processes, software, or services.

3.6 Product Development

The systematic product development process for optimizing time to market, cost, product performance, customer satisfaction, and risk management, by simultaneously integrating all product knowledge and expertise from concept, through manufacturing and customer satisfaction, to the end of the product's life.

3.7 Product Development Feasibility Study (PFS)

The Product Development Feasibility Study examines all applicable facets of a proposed development program to assist in management's decision to expend time and resources in undertaking development of the product.  This study is the first step in the Feasibility Phase of the Product Development Cycle and it evolves into the Product Development Plan during the Planning Phase.

3.8 Product Development Cycle

An idealized, comprehensive description of a controlled design and development process within a quality system.  Its purpose is to deliver a quality product that is appropriate for its intended use.  The cycle defines the major phases, activities, milestones, responsibilities, and deliverables required in a concurrent, integrated, product development process.  The five (5) phases of the Product Development Cycle are Concept, Feasibility, Planning, Development, and Production.  A review follows each phase of the development program to verify attainment of objectives for that particular phase and to authorize continuation into the next phase.

3.9 Product Manager

The Product Manager directs the activities of the Product Development Team and the development program in accordance with the process detailed in this procedure and bears overall responsibility for management of the development program.  The Product Manager is the leader of the Product Development Team and acts as liaison to the Executive Management Team.  The Executive Management Team assigns a Product Manager to a particular product development program.

3.10 Product Development Phase

A phase of the Product Development Cycle is a period during which the company executes designated research or product development activities.  The end of a phase is an optimum decision point in the progression toward realization of a product.  The goal of each phase is to establish the pertinent information (technical, economic, and risk assessment) necessary to make the decision to proceed or to not proceed to the next phase of the development program.

3.11 Product Development Plan

The Product Development Plan is the master schedule and design plan for guiding a particular development program.  It describes the design activities, assigns responsibility for implementation, defines interfaces between functional groups and design activities, and allocates resources.  The plan is continuously updated as the development process evolves and more information becomes available.  The Product Development Plan is prepared during the Planning Phase of the Product Development Cycle.

3.12 Product Development Task

A Product Development Plan requirement or activity necessary for the successful completion of the Product Development Plan.

3.13 Product Development Task Team

A typically cross‑functional team that plans, directs, and executes the requirements and activities to accomplish a Product Development Task.  The Executive Management Team forms cross‑functional Product Development Task Teams with the requisite expertise and authority to complete Product Development Tasks.

3.14 Product Development Team (PDT)

A cross‑functional team that plans, directs, and manages the technical activities of a program.  It has the authority and responsibility to carry out the technical objectives of the Executive Management Team and to advise, coordinate, and integrate the activities of the Product Development Task Teams.  The Executive Management Team is responsible for forming the Product Development Team.

3.15 Quality

The totality of features and characteristics that bears on the ability of a product to satisfy fitness-for-use, including safety and performance.

3.16 Sub‑Plan

The development process portion of the Product Development Plan (called the Development Plan) subdivides the development program into integrated, coordinated, Sub‑Plans, oriented to meet the requirements detailed in the Marketing Requirements Document.  Collectively, the Sub‑Plans (Product Development Management, Engineering, Manufacturing, etc.) are intended to embody every requirement or activity necessary for successful completion of the program.

3.17 Time to Market

For the purposes of [Company Name], "time to market" is the span of time (days) from official development program approval in the Feasibility Phase to product release following the Final Product Development Review of the Product Development Cycle.  The more exact definition of "time to market" is the span of time from recognition of a customer need and initiation of the Concept Phase (commencement of research Project) to unequivocal customer satisfaction.

4.0 Responsibilities

This procedure is intended as a guide.  Depending on the complexity of the product and the extent of the design requirements, the Product Manager and the Executive Management Team may not exactly follow this procedure, but must still apply the essential elements of effective and systematic design and development planning.

4.1 Executive Management Team (EMT)

The Executive Management Team has comprehensive responsibility and authority to plan, direct, and manage all activities and deliverables of a development program and to carry out the strategic objectives of Executive Management.  The EMT prepares the Product Development Plan for the development program and reviews and updates it as design and development evolve.

4.2 Product Manager

The Product Manager bears overall responsibility for management of the development program and is responsible for leading and facilitating the efforts of the Product Development Team.  As the leader of the Product Development Team, the Product Manager is responsible for coordinating and integrating their activities and acting as liaison with the Executive Management Team and Executive Management.

4.3 Regulatory Affairs/Quality Systems Director

The Director of Regulatory Affairs/Quality Systems is responsible for assuring the quality of the product design process, the manufacturing process, the product, and all phases of the Product Development Cycle.

5.0 References

“Design Control Guidance for Medical Device Manufacturers”, FDA Center for Devices and Radiological Health, March 11, 1997

The FDA and Worldwide Quality System Requirements Guidebook for Medical Devices, Kimberly Trautman, ASQ Quality Press

The Product Development Cycle

6.0 Procedure and Contents

Following the completion of the Marketing Requirements Document in the Feasibility Phase, the Executive Management Team prepares the Product Development Plan, which details the design plan, master schedule, and allocation of resources for the development program.  It describes the required design activities, assigns responsibility for their implementation, defines interfaces between functional groups and design activities, and allocates resources for the activities.  The plan is continuously updated as the development process evolves and more information becomes available.

6.1 Title Page

Attach a cover sheet with development program title, program number, and document number.  Include the name(s) of person(s) responsible for document preparation and the name(s) of person(s) approving the document on the ECO originating the Product Development Plan.

6.2 Executive Summary

The Executive Summary provides Executive Management a condensed synopsis of the approved development plan and business plan.  It is a concise description of the product, its development, and the opportunities it represents.

6.2.1 Business Summary

Present a brief summary of the Business Assessment and the Business Plan.  Emphasize key points, budget, and critical issues.  This summary is short, concise, and no more than one page.

6.2.2 Product Summary

Provide a broad overview of the approved development program summarizing what is being developed and why.  Include technical feasibility, technical risks, development time, etc.  This overview is short, concise, and no more than one page.

6.3 Business Assessment

The original Business Assessment in the Product Development Feasibility Study provided Executive Management the necessary information to make an informed, sensible decision to invest or not invest in development of the product.  The Business Assessment of the Product Development Plan is the same as that of the Product Development Feasibility Study, if prepared, plus any updates or new information.  If a Feasibility Team does not prepare a Product Development Feasibility Study and associated Business Assessment for a particular product, the Executive Management Team will prepare the Product Development Plan's Business Assessment for that product.

6.3.1 Market Analysis

Provide a detailed evaluation of the existing market for similar technologies.  Assess all available data to estimate the future market for this product.

· Estimate the "time to market" requirement for this product.

· Describe the product life cycle of this product.

· Provide market segmentation for the product.

· Identify specific geographic markets for this product.  These may represent existing markets for like technologies or emerging markets to serve or enable.

· Quantify the estimated dollar value for each market and justify the logic behind the conclusions.

· Estimate the product's share of each market segment and geographic market.

· Extrapolate the number of product units required to appropriately exploit the market opportunity in each geographic market.  Give underlying assumptions and conditions for the analysis.

· Summarize the Market Analysis presenting total market size, expected market share, expected total sales in units, and total required production.

6.3.2 Competitive Analysis

Present a clear and unbiased picture of customer needs and uses and the available technologies to meet those needs.  Clearly describe the position of this product in terms of the customer's requirements relative to competing technologies.

· Describe customer needs and uses in detail.  Describe the fundamental value driver behind these needs, which this product will address.  Describe the manner in which this product and its technology will satisfy the customer's needs and increase customer value.

· Identify the existing alternative technologies competing to fulfill the requirements of the customer.  Contrast them to this product's technology.  Enumerate the advantages and disadvantages of each.

· Identify and describe the companies competing in this market.  What are their strengths and weaknesses? What are the advantages and disadvantages for   in competing with these companies?

· Describe the known or suspected competitor activity with respect to development of similar technologies or other technologies which might also fulfill the customer's needs or desires.

6.3.3 Financial Analysis

Provide the information necessary for an informed decision with respect to the expected financial performance of the product.

· Identify and estimate the total capital costs to complete this program (Research, Engineering, Manufacturing, etc.).

· Identify and estimate the total development expenses (non‑capital) to complete this program (salaries, supplies, equipment, prototypes, contract services, etc.).

· Identify and estimate the total employee resources in manweeks to complete this program (Engineering, Purchasing, Mfg.  Engineering, etc.).

· Provide breakdown and estimate of the unit material and labor costs for the product.

· Create a financial model for this product.  Identify the assumptions made in creating the financial model.

· From the financial model, determine revenue, profit, net cash flow, break‑even, pay‑back, Return On Investment, and Economic Value Added.

· Perform a Sensitivity Analysis on the key assumptions of the financial model.  Present results for the end of the first, second, and third year giving cumulative net cash flow, ROI, and cumulative EVA for each set of assumptions.

6.3.4 Business Risk Analysis

Provide a description of the variables and scenarios that could adversely affect the successful development and market introduction of a viable product within the budget and schedule constraints.

· Present the key business assumptions whose deviation might affect the development program constraints.

· Present risk scenarios that would adversely impact the key assumptions.  Describe possible ramifications and estimate the probability of each scenario.

· Present contingency plans to address the various risk scenarios.

· Describe and schedule any actions necessary to enable, if needed, the execution of a contingency plan.

6.3.5 Conclusions and Recommendations

Present conclusions of the Business Assessment.  Include specific recommendations with respect to this program, product, and/or other related issues.

· Summarize the Competitive Analysis and highlight key issues related to the product technology and [Company Name] competitors in this market.

· Summarize the Market Analysis and explain the positioning of this product.

· Summarize the Financial Analysis.  Include key assumptions to the financial model and the sensitivity of financial results to changes in these assumptions.

· Summarize the Business Risk Analysis.  Present risk scenarios with the highest probabilities of occurrence and their corresponding contingency plans.

· Provide budget recommendations for human resources, development expenses, and capital expenditures.

· Provide specific recommendations regarding key issues associated with this development program (e.g.  is product pricing critical to success or is time to market of paramount importance).

· Provide specific recommendations with respect to existing products and technologies as they relate to the identified customer needs, including possible future developments (e.g.  perhaps obsolete an existing product after developing this technology or develop other enabling products).

6.4  Development Plan

The Development Plan enumerates the major tasks and program activities necessary to produce the required deliverables for each phase of design and development.

The objective of the development program is to create a product complying with the findings of the Business Assessment and the description and specifications set forth in the Marketing Requirements Document.  To this end, the Development Plan subdivides the program into a number of distinct task elements.  The Executive Management Team appoints one or more cross-functional Product Development Task Teams to prepare and execute a Sub‑Plan or a portion of a Sub‑Plan to accomplish the task element.  Each Sub‑plan is a distinct subdivision of the program's development activities.  Collectively, the Sub‑Plans are intended to embody every requirement (Product Development Task) of the Development Plan necessary for the successful completion of the Product Development Plan.  This coordinated series of Sub‑Plans results in a synchronous, systematic, development process concurrently integrating all product knowledge and expertise from technology research through full production, and the development of a product complying with the description and specifications in the Marketing Requirements Document.  As the program progresses, the Executive Management Team continuously updates the Development Plan and Sub-Plans.

6.4.1 Product Management Sub‑Plan

Summarize all Sub‑Plans and other Product Development Tasks necessary to successfully complete the program and develop a product complying with the product design input requirements.  This plan, in essence, is a compilation of the plan, organization, responsibilities, deliverables, and schedule of the total Development Plan.  In addition, specifically address the following design input requirements from the Marketing Requirements Document:

· Financial Requirements

6.4.1.1 Plan and Organization

In general, describe the design plan for meeting the product design input requirements of the program.  Provide names of members of the Business Management Team, Product Development Team, and Product Development Product Development Task Teams.  Identify responsibility for the completion of each Sub‑Plan and Product Development Task.

6.4.1.2 Deliverables

For each Sub‑Plan, identify the deliverables due at each phase of the program.  Describe the tasks to produce each deliverable, the start date, end date, and the estimated manweek requirement per task.

6.4.1.3 Schedule

Prepare a master schedule of the overall Development Plan with a Gantt Chart roll‑up of the other Sub‑Plans.  In the schedule, provide all major Product Development Tasks, Sub‑Plan Tasks, and their deliverables for each phase of the program.  Denote all Sub‑Plan and Product Development Cycle milestones, along with the program's critical path.  Show prerequisite and successor requirements.

6.4.2 Engineering Hardware Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful engineering development of the product hardware.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Customer Interface Requirements

· Durability Requirements

· Environmental Requirements

· External Interface Requirements

· Manufacturability Requirements

· Operational Requirements

· Performance Requirements

· Reliability Requirements

6.4.2.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.2.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task

6.4.2.3 Schedule

Prepare a master schedule of the Engineering Hardware Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.3 Engineering Software Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful engineering development of the product software.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Customer Interface Requirements

· External Interface Requirements

· Operational Requirements

· Performance Requirements

6.4.3.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.3.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.3.3 Schedule

Prepare a master schedule of the Engineering Software Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.4 Manufacturing Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful manufacturing development of the product.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Manufacturing Requirements

· Packaging Requirements

· Shipping Requirements

· Testability Requirements

6.4.4.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.4.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.4.3 Schedule

Prepare a master schedule of the Manufacturing Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.5 Risk Management Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful development of product compliance.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Safety Risk Management Requirements

· Business Fisk Management Requirements

6.4.5.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.5.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.5.3 Schedule

Prepare a master schedule of the Risk Management Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.6 Quality Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful quality development of the product.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Quality Requirements

6.4.6.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.6.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.6.3 Schedule

Prepare a master schedule of the Quality Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.7 Marketing Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful marketing development for the product.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Marketing Requirements

6.4.7.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.7.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.7.3 Schedule

Prepare a master schedule of the Marketing Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.8 Service Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful development of service delivery for the product.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Labeling Requirements

· Service Delivery Requirements

6.4.8.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.8.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.8.3 Schedule

Prepare a master schedule of the Service Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.9 Compliance Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful development of product compliance.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Statutory Compliance Requirements

· Standards Compliance Requirements

· Regulatory Compliance Requirements

6.4.9.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.9.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.9.3 Schedule

Prepare a master schedule of the Compliance Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.10 Support Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and schedule essential to the successful development of product support.  Specifically address the following design input requirements from the Marketing Requirements Document:

· Maintainability Requirements

· Repairability Requirements

6.4.10.1 Plan and Organization

Specify the design plan for meeting these product design input requirements.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.10.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.10.3 Schedule

Prepare a master schedule of the Support Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.

Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.4.11 Phase Out Sub‑Plan

Specify the plan, organization, responsibilities, deliverables, and anticipated schedule for market phase out of the product.  Address requirements such as service, inventory, production, product expiration, sterilization, other programs, etc.  necessary for successful product life cycle management and phase out.

6.4.11.1 Plan and Organization

Specify the plan and strategy for product phase out.  Include an updated description of the expected product life cycle model originally presented in the Market Analysis.  Provide names of members of the Product Development Task Team(s).  Assign responsibility for the completion of all tasks.

6.4.11.2 Deliverables

Identify the deliverable(s) of each Sub‑Plan Task, the program phase of delivery, and the date.  Describe the tasks to produce each deliverable, the task start date, the end date, and the estimated manweek requirement per task.

6.4.11.3 Schedule

Prepare a master schedule of the Risk Management Sub‑Plan with a Gantt Chart.  In the schedule, provide Sub‑Plan Tasks and deliverables for each phase of the program.  Denote all applicable Sub‑Plan and Product Development Cycle milestones, along with the Sub‑Plan's critical path.  Show prerequisite and successor requirements.

6.5 Business Plan

The Business Plan details the strategy and allocation of resources, financial and human, to complete each task or activity of the development program.  The Executive Management Team integrates the budget, schedule, and product cost parameters, specified in the Financial Requirements, into the Product Development Plan.  The resulting Business Plan enumerates the plan and strategy to fulfill the product and program financial objectives.  The plan encompasses all Sub‑Plans and the program as a whole.  Its success depends on every team and individual participating, planning, and adhering to its conditions.  It consists of four (4) sections.

6.5.1 Product Cost

Specify the strategy for meeting critical financial performance requirements of the product (unit cost, unit variable cost, operating cost, etc.) in accordance with the design input requirements.

· Break down the required unit cost into subsystem cost requirements and, if significant, component cost requirements.

· Enumerate direct material and labor costs for subsystems and components.

· Identify high cost items (material and labor) and plans to control their costs.

· Identify other costs (operating, maintenance, etc.) and plans to control them.

· Based on this information, specify the plan and strategy for meeting the product's Financial Requirements.

6.5.2 Human Resources

Specify and schedule the approved usage of human resources.

· Give total available manweeks by department and calendar month.

· Give the total approved manweeks by department, calendar month, and Product Development Task requirement.  Show total approved manweek usage per month.

· Give total cost for human resources by department and calendar month.

· Specify the method to capture development program man‑hours by department and month.

· Based on this information, specify the plan and strategy for meeting the program's Financial Requirements related to human resources.

6.5.3 Expenses

Specify and schedule the expenditure of non‑recurring, non‑capital, and development expenses.

· Give total approved development expenses per calendar month.

· Give the total approved, non‑recurring, non‑capital, and development expenses by department, calendar month, and Product Development Task requirement.

· Specify program account codes for each department and type of expense.

· Specify the tracking method to capture program expenses by department, calendar month, and type of expense (Sub‑Plan).

· Based on this information, specify the plan and strategy for meeting the program's Financial Requirements and Goals related to expenses.

6.5.4 Capital Costs

Specify and schedule approved expenditures for the purchase of capital equipment.

· Give the total approved capital expenses by department, calendar month, and Product Development Task requirement.  Identify both the item and the purchase cost.

· Give total approved capital expenses per calendar month for the program.

· Based on the schedule of capital expenditures for each item, plan the due date of the specification and the date to submit purchase order to the vendor.

· Specify the tracking method of capital expenditures by department and month.

· Based on this information, specify the plan and strategy for meeting the program's Financial Requirements and Goals related to capital expenditures.

7.0 Review and Approval

After the Executive Management Team prepares the Product Development Plan, the Product Manager conducts a Product Development Review to ensure the plan addresses all product design input requirements and the needs of the user and customer.  If acceptable, Executive Management approves the document.  The Product Development Plan then becomes a controlled document and is subject to company change control procedures for production documents.

8.0 Change Control

As design and development evolve, the Executive Management Team reviews and updates the Product Development Plan using proper company change control procedures for production documents.  Executive Management approves all updates and changes.  The Executive Management Team must communicate changes to developers who can determine the full impact of the change.
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