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1. Introduction

1.1 Purpose of the document
The purpose of this document is to describe the goals and objectives, main tasks and activities, responsibilities and risks of the project.  When preliminary revision of the document is presented for DR1, chapters 2 and 3 should be completed. All other chapters contain only assumptions or what is known at the moment. 
This is intended to be used as an operational and follow-up tool and should be updated and reviewed in Design Reviews if changes are due.

1.2 Definitions

Verification

Demonstration that product specifications have been fulfilled.

Validation

Establishing that customer requirements have been fulfilled.
FTE

Full Time Equivalent. The share of time a project member works for the project. A full-time person is 1.0.
1.3 References
[1]

1390 3590 New Product Development

[2]

1390 4398 Reagent Development

[3]

1390 6113 Design Review Procedure

[3]

1390 2276 Change Management

[4]

User Requirements Specification <project name> Rev. <revision number>

[5]

Reagent Requirements Specification <project name> Rev. <revision number>

[6]

Technical Feasibility Report <project name> Rev. <revision number>

[7]

Risk Management Plan <project name> Rev. <revision number>

1.4 Short Product Description

Place here a very short product description, max. 20 lines, or copy e.g from the PACE Presentation one slide, which shows what the product is. Purpose is to remind the reader which product this document is dealing with - not to describe product. 
2. Market Overview
(a) Refer to separate Business Plan or

(b) in small projects describe the markets here according to the given topics.
2.1 Strategic Fit

Product strategy: 

Describe how the product fits with strategic markets and product line strategies.  How does the product fulfill the objectives outlined in the strategy. Describe how it fits with current and future company products in these areas. What products does this replace? What happens if we do not develop this product?

Business strategy: 

What is the fit with the overall division strategy? 

2.2 Market Overview

2.2.1 Target Market Description

State the size and growth rate of the total available market

2.2.2 Market segmentation

Briefly define and characterize target market segment(s) for this product, including size, growth rate, key accounts, country, OEM vs. end user, trends/buying influences, key success factors, and market window.  The information should be presented in the following format:

	Application
	A
	B
	C

	Market Segment
	
	
	

	Target Customer
	
	
	

	Critical Product Attributes
	
	
	

	Segment Size
	
	
	

	Growth Rate
	
	
	

	Assumptions for Success
	
	
	

	Confidence Level
	
	
	


2.2.3 Value Chain

Describe the customer’s value chain where inputs are converted to products and delivered to their customer. Identify opportunities for PerkinElmer LAS to either create new value chains or leverage existing ones.

2.2.4 Market Opportunity

What is company’s current and desired market position? Describe the “unclaimed space” in this market. Do we have the opportunity to establish leadership of this market? 

2.2.5 Competition

Identify and characterize major competitors describing market share and relative strengths and weaknesses. Briefly discuss strategies, future direction, and anticipated response(s) of competitors. Describe how the proposed product will be differentiated from the competition.

	Attributes
	PerkinElmer
	Competitor A
	Competitor B
	Competitor C

	Products
	
	
	
	

	Technology
	
	
	
	

	Market share
	
	
	
	

	Relative Strengths
	
	
	
	

	Relative Weaknesses
	
	
	
	


2.3 Target Customers and Main Product Attributes

Target customer: 

List several examples target customers and describe their needs. Identify typical use cases or scenarios under which potential customers would use the new product in strategic market segments.

Regulatory requirements: 

Outline the overall regulatory and registration strategy for the product as extensively as previewed: what is expected by the end of the project, shortly after the project and later during the product life cycle. 
Discontinuity analysis: 

Is this a “continuous” or “discontinuous” innovation? Why? Where does this product fit on the technology adoption curve? What is the remaining/expected life of this technology? 

Compelling Reason to Buy: 

What is the compelling reason to buy this product? Describe the critical product attributes that result.
Product cost: 

Summarize the analysis of estimated product costs with ± variances. Use local currency (in Turku Site Euros) and calculate and report the cost in USD using the R&D level exhange rate (consult Development Director). Write down here the used exhange rate. 

Present the involved royalties.

The profitability analysis is based on these estimates.

Pricing: 

Describe the pricing strategy. 

2.4 Go to Market Plan

Positioning Statement: 

Describe our positioning like “For (target customers) who have (this problem), our product is a (category) that provides (key problem solving capability). Unlike alternatives, we have (key differentiator)”.

Partners and Allies: 

Identify the customers, suppliers, distributors, and/or agencies that are critical for the commercial success of the product. Identify any new partnerships/alliances that need to be established as well as any modifications to existing relationships.

Distribution and Support: 

Does the product fit within existing distribution and support capabilities? If not, what is the plan to establish the required channels?

Promotion and Marketing Communication: 

Describe the messaging strategy, and the promotion and marketing communication plans for this product. Determine fit with the PerkinElmer LAS marketing communication strategy (for Planning phase and beyond only).
3. User Requirements 

Note:

If you develop a separate User Requirements document, refer to that and delete subtopics 3.1 – 3.3.

Define User Requirements in the preliminary revision of this plan for DR1 to serve as a basis for Reagent Requirements. Reagent Requirements Specification will be completed in the revision 1 for DR2. In small projects, when DR1 and DR2 are combined, define directly Reagent Requirements in revision 1.  
3.1 Sources of the information

List the external and internal individuals, who have been involved in the definition of the user characteristics and requirements, who have been interviewed or has given input to the requirements. List the scientific or corresponding literature, publications, etc which have been used in order to determine the user requirements. This is needed for evaluation of requirements comprehensiveness and for possible clarification of incomplete or ambiguous requirements. 
3.2 User characteristics

Describe customer segments. 

List several examples target customers and describe their needs. Identify typical use cases or scenarios under which potential customers would use the new product in strategic market segments.

Describe customer roles involved with purchasement, supervision, usage, etc. and their specifc interest areas.

Identify the specific local customer needs (such as character set) and the potential value thereof.

Describe the usage environment and its characteristics regarding to product performance, stability, safety, etc.
3.3 Specific user requirements

List specific user requirements for the product. Those will be used as the basis for the Reagent Requirements. Try to express the true requirements and expectations of the user, “the voice of the customer”. 

· Be as specific as possible.

· When necessary and available, add justification for the requirement. 

· Refer to the individual, literature, publication, etc. who or what has defined or given the basis for the requirement. Required for “Essential” requirements, for others when available and required e.g. in order to give more detailed information.     

· Divide as convenient in subtopics. Division will be rearranged when user requirements are translated to Reagent requirements.  

4. Reagent Requirements 

Note:

If you develop a separate Reagent Requirements Specification, refer to that and delete subtopics 4.1 – 4.4.

This chapter defines in the Planning Phase the Design Input for the project and the product. During Development Phase the Design Output is described here. 

4.1 Intended use
Define the official announced intended use. In case of IVD device, consult the regulatory. Affects the regulatory requirements.
4.2 Product description

4.2.1 Kit configuration

Describe the reagent configuration e.g. as in the example below:
	Component 
	Amount 
	Item no.

	Calibrators
(approx. concentrations)
A
units
B
units
C
units
D
units
E
units
F
units
	x vials/bottles, x mL, ready-for-use
	

	Tracer 
	x vials/bottles, x mL
	

	Buffer
	x vials/bottles, x mL
	

	Pen / Microplate
	x 
	

	Kit insert
	x 
	

	Certificate 
	x 
	

	(Lot-specific kit barcode)
	x 
	


4.3 Calibration principle

Describe the planned principle of calibration. Including traceability (preferably to international standards); needs of calibrators and controls; and process of calibration establishment (definition of calibration pairs, factory calibration, transfer to the user, etc)
4.4 Specific Reagent Requirements

Identify and list the specific requirements of the product e.g. calibration, functional, performance, operational, environmental, safety, regulatory, packaging, storage, transportation, producebility and usage environment requirements. When applicable present in the table from which user requirement the defined Specific Reagent Requirement is derived from.
4.5 User requirements vs. Reagent Requirements Traceability Matrix

Based on chapter 4.4, present which user requirements have not been addressed, if any.
5. Technical Feasibility 

(a) Refer to separate Technical Feasibility Plan and/or Report or

(b) describe the performed technical feasibility evaluation and remaining challenges here.
List the critical performance goals for each technology or solution.

Describe the performed tests, assessments or data surveys.

Assess the confidence that the goals can be achieved. Use the table below in estimation.

	Confidence Level Guidelines

	
Level
	Overall Expression
	Influence
Factor
	Information 
Source

	<30
	Uncertain
	•
Mostly uncontrollable

•
Many unknown variables

•
Unpredictable experimental results
	•
Instinct

•
Common sense

•
Casual thought

•
Individual input

	30 - 50
	Possible
	•
More uncontrollable than controllable

•
Some unknown variables

•
Low predictability of experimental results
	•
Experience

•
Careful thought

•
Some internal PerkinElmer Analytical Instruments input

	50 - 70
	Probable
	•
More controllable than uncontrollable

•
Few unknowns

•
Moderate predictability of experimental results
	•
Extensive experience

•
Analytical thought

•
Broad internal PerkinElmer Analytical Instruments input

	70 - 90
	Highly Probable
	•
Controllable

•
Most variables known and understood

•
Predictable experimental results
	•
Preliminary database

•
Independent confirmation

•
Broad multi-functional internal PerkinElmer Analytical Instruments input

	>90
	Certainty
	•
Totally controllable

•
Variables known and understood

•
Reproducibility demonstrated

•
In production
	•
Large database

•
Multi-independent confirmation

•
Broad multi-functional external input


6. Agreements
Present the made or planned significant agreements and contracts. (Not normal supply chain contracts.) 
6.1 Subcontracting agreements
6.2 Collaboration agreements
6.3 Other contracts
6.4 Licences and royalties

6.5 Intellectual Property
Report the made and present the planned IP surveys. When applicable, use the following statement: "We are aware of no intellectual property issues that have impact on our intended use of the involved technologies in our intended market regions”. If uncertain how to proceed, consult Intellectual Property Counsel.

Present proposals or plans for securing our own IP when applicable. 

7. Project organization and schedule 

7.1 Project overview
Present the project scope, structure and involved functions.

When applicable describe the project scope in the context of overall platform, road map etc.

Describe as appropriate the selected technical approach and the used methods, tools and techniques.

7.2 Project group and responsibilities
Define the listed management responsibilities and present the project organization. 
All the text below is only as an example – modify as appropriate!
Project Manager:

· Leads and manages the execution of project activities according to this plan and applying Quality System procedures.

· Coordinates the overall product structure

· Coordinates the overall project schedule

· Works with functional managers to staff the Core Team and Full Team

· Monitors the project contract and major project assumptions; immediately communicates any changes with the  R&D management and in appropriate Design and PACE Reviews

· Reports about the project proceeding as defined later or as requested by the R&D management.

· Compiles and manages  the Project History File

Technical Lead:

· Plans and leads reagent development according to Quality System procedures.

The Full Team members are responsible for completing functional tasks as part of the project.  Their activities are coordinated by the Core Team member responsible for each project area or function.

The responsibility areas of the Full Team are:

	Person
	Position
	Responsibility areas

	R&D:
	
	

	<name>
	Project Manager
	Reagents development management

	<name>
	Technical Lead
	Reagents development and verification 

	<name>
	Analyte chemist
	Reagents development and verification 

	<name>
	Laborant
	

	<name>
	Technician
	

	<name>
	Lab. assistant
	

	External:
	
	

	
	
	

	Business
	
	

	<name>
	Product Manager
	Business related activities e.g. user requirements compilation, profitability analysis, introduction plan, customer and sales relations and training.

	Customer Support
	
	

	<name>
	
	

	Documentation
	
	

	<name>
	
	Kit Inserts, language versions.

	Regulatory
	
	

	<name>
	
	Registration applications 

	Logistics
	
	

	<name>
	
	

	Chemistry production
	

	<name>
	Chem. Prod. Repr.
	Chemistry production start-up, technology management

	<name>
	Chem. prod. QA
	QA responsibilities

	<name>
	Chem. prod. QA
	Production transfer responsibilities

	<name>
	Purchacing
	Purchasement 

	<name>
	Documentation
	Reagent documentation 

	<name>
	Production
	Protoseries in tracer manufacturing

	<name>
	Production
	Protoseries in calibrator manufacturing

	
	Production
	Protoseries in solution manufacturing


7.3 Main tasks and activities 

Describe here the main tasks and activities as necessary to support understanding the schedule.. Such as (see 1390 3590 and 1390 4398):

· Development of proto-, pilot-, validation- and initial production lots.

· Product characterization

· Design verification activities

· Stability testing activities
· Calibration scheme development

· Process characterization 
· Product manufacturing validation (test methods, software, process, cleaning) activities

· Design Validation activities 

· Development of packaging

· Development of labeling and the required lanquage versions of those

· Development of appropriate main DHF documents
7.4 Resources and costs plan
Estimate the amount of required human resources in R&D and in other functions.

Estimate the required material and other resources.

Sum up the costs per quarter using e.g. the table below.
Headcount is the number of people primarily (>50%) working for the project.
	 R&D Costs
	 
	 
	 
	Q1/

2004
	Q2/

2004
	Q3/

2004
	Q4/

2004

	R&D Headcount
	 
	 
	 
	
	
	
	

	R&D Total FTEs 
	 
	 
	
	
	
	

	R&D Costs per quarter / kEUR
	 
	
	
	
	


	Non R&D Costs
	 
	Q1/

2004
	Q2/

2004
	Q3/

2004
	Q4/

2004

	Non-R&D Headcount
	 
	
	
	
	

	Non-R&D Total FTEs
	 
	
	
	
	

	Non-R&D Costs per quarter / kEUR 
	 
	
	
	
	


7.5 Schedule

(a) Present the schedule here or 

(b) attach the schedule as appendix and summarize the main milestones, Design Reviews and PACE Phase Reviews here
7.6 Reporting and meeting plan

Use the text below and make additions if needed.. 

Full Team meets regularly once a month to make review of the proceeding and reports in written to R&D and Business management and involved operations. Operative Full Team meetings and other meetings are arranged when necessary.

Project managers report in R&D management meetings and in PACE reviews.

7.7 Documentation plan

Use the text below and make additions if needed. 

The project documentation is done according to ref. [1] and [2]. All design documents listed below are named and revision numbered to enable identification. Documents include dates and signatures of creators and acceptors. Revision history is included in the document.  DHF includes the index of the design documents.

The required project planning and reporting documents and the persons responsible for compiling and management of those are as follows:

Edit the following list as necessary for the product and name the person reponsible for the document. 

	Document
	Person 

	User Requirements Specification
	

	Product Risk Management Plan
	

	Risk Control Record
	

	Technical Feasibility Report
	

	Reagent Requirements Specification 
	

	Reagent Project Plan
	

	Reagenssien Valmistuksen Validointisuunnitelma
	

	Tuotantoonsiirtosuunnitelma
	

	Reagent Verification Plan
	

	Stability Plan
	

	Calibration Report
	

	Process Characterization Report(s)
	

	Design Validation Plan
	

	Reagent Verification Report
	

	Tuotantoonsiirtoraportti
	

	Stability Report
	

	Design Validation Report
	

	Reagent Introduction Plan
	

	Reagent Support Plan
	

	Product Risk Management Report
	


7.8 Training plan

When appropriate, present a plan to train project personnel to the product or technology area.

8. Quality plan

8.1 Design reviews
Design Reviews are executed under the supervisory of Quality Management. Project Manager is responsible for ordering a Design Review and for providing the material and agenda for the review according to ref. [3]. Design Reviews required in this project are listed below:

List reviews or combined reviews as planned for the project.
DR1 
DR2 
DR3 
DR4 
DR5 
8.2 Product  risk assessment and management
(a) Refer to separate Product Risk Management Plan, - Report and Risk Control Record or

(b) describe the product risk assessment and management activities here.
8.3 Project  risk assessment and management
Describe the project related technical and financial risks as appropriate..
8.4 Change control
Changes are controlled according to ref [2] and [4]. 
9. Design verification

(a) Refer to separate Verification Plan to be developed or
(b) for small projects plan the activities here for DR3. 
10. Design transfer 
10.1 Manufacturing development, IQ&OQ’s and validations 
Identify 
· new equipment needs for R&D and production,
· new or changed test methods, 
· new or changed manufacturing processes, 
· new or changed cleaning processes and 
· new or changed software 
needed in the manufacturing of the product. These will be used as the basis for Reagent Manufacturing Validation Plan (Reagenssien Valmistuksen Validointisuunnitelma) and Design Transfer Plan for DR3. Refer to the plans when available. 
10.2 New critical raw materials and suppliers
Identify new critical raw materials and their suppliers. Raw material is critical when its quality has a high impact to the functionality of the product, is difficult to obtain due to limited number of suppliers or has a high financial impact.     
Include assessment of possible second source suppliers for each material.  
10.3 New external services
Identify new external services and their providers.

Include assessment of possible other providers of each service. 
11. Design validation

Present overview of planned design validation activities: in-house design validation and/or number of external evaluations.

For detailed plan

(a) Refer to separate Design Validation Plan to be developed or
(b) for small projects plan the activities here for DR4. 
12. Document change history
Focus on the significant changes in the planning, pricing, major project tasks, schedule, resources and responsibilities. 

Notification of changed chapters is adequate for minor changes and for updated status information.

‘Change date’ is when the changed revision was signed  by the modifier, same as in the front page. 

	Rev. No.
	Change date
	Short description and justification of the changes or reference to other documents describing those.
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