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Appendixes: 

Highlighted fields (yellow) in this template are instructions.

Delete them when not required anymore!

· Save this file with name: Reagent Requirements Specification <project name> Rev <revision number>, e.g. Reagent Requirements Specification Techpro Rev 1. Abbreviation RRS may be used as well.
· Please do not change the Header or the Footer. The information in the Header is automaticly updated, when you select File/Properties and in the Subject –field write the name of the project and in the Keywords –field the version identification. Update takes place e.g. when you Print or Print Preview. 

· Information on the front page:

Project no. and name: Give the Evolve number and official project name.

Product no. and name: Give only if already confirmed.

Originator: the person who developed or edited and signed the original version, Rev. 1.

Signature: signature of the originator/modifier.

Changed by: the person who collected or edited the modified revision.

Date: the date the original or the modified revision was signed  by the originator or the modifier, format: DD. Month YY.

· Recommended identification of the versions:

Draft versions before the first approved one:
 
DRAFT 0.XX

First approved version, original:


1

Subsequent approved revisions:


2, 3, 4, … 

· When it is necessary from the practical point of view to keep track on the draft versions before the first approved one and between the subsequent approved revision, those should be numbered using decimal increments (e.g. 0.1, 0.2, …0.9, 0.91,,,,). 

· Dates in the front page should be the dates when the version is signed by the author or by the modifier.
· This plan is approved by the functions listed in the front page. The roles of the approvers may be selected as appropriate according the scope of the project. Appropriate roles are e.g.:

· R&D: Technology/Section Manager, Technical Reviewer or Development Director.

· Business: Product Manager or Business Leader.
· In case this project is a part of a System Project, add a row for the approval of the System Project Manager.
1. Introduction

1.1 Purpose of the document
The purpose of this document is to present the collected, analysed and agreed requirements, the design input, for the planned product. 

This design input is used as the target for development and as the basis for verification activities and reporting in the Development phase. Fulfilment of the requirements will be documented in the Reagent Verification Report. 
1.2 Definitions, acronyms and abbreviations

	Term / Acronym / Abbreviation
	Description

	
	

	
	


1.3 References

[1]

User Requirements Specification <project name> Rev. <revision number>
[2]

Technical Feasibility Report <project name> Rev. <revision number>
[3]

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

If needed: general overview or comments about this document.

Tarvittaessa yleistä tämän dokumentin taustasta ja luonteesta.
2. General Description

2.1 Intended use

Intended use of the device. For IVD devices, check with the Regulatory. This shall define from the users point of view what purpose the device is used for. The device is then validated for that purpose. This shall not detail technology or features.

E.g. for platform: Immunoassay analyzer for DELFIA Xpress IVD reagents for professional use. 

E.g. for analyte: For the quantitive determination of the free β-subunit of human chorionic gonadotropin (hCG) in maternal serum using the 6000 DELFIA Xpress Immunoassay analyzer.

Copy here the Intended use from the URS and modify it if necessary.
2.2 Product description

During the Planning Phase describe the product as much as you want to fix the structure or assay principles. This part may be used to present the possibilities and limitations related to the structure. 
During Development Phase define here or refer to the actual product description. Describe equipment required to use the product but are not supplied with the kit. List other products and equipment (both PerkinElmer and other brands) the product needs to be compatible with.
3. General constraints

When necessary, list significant limitations of the product, which you want to be acknowledged. 

4. Assumptions and dependencies

When necessary, identify significant assumptions and dependencies of other projects or products. 

5. Usage environment

Describe the usage environment (clinical lab, research lab, …) and its characteristics regarding to product usage, operator & technician qualifications for using the product, durability and safety. Does not mean regulatory, marketing or customer segment issues, which are presented in IPP.
Usage environment is normally described already in URS. Copy here, update and detail as needed.

6. Specific Requirements

List the product requirements, including the quality and regulatory requirements which are obligatory for selling the product. (Do not list here requirements for the project: schedule, project and product costs,…).
· Analyze the User Requirements, detail and divide to adequately technical requirements and define acceptance criterias if not defined yet. 
· With regard to the Priority, refer URS, re-evaluate the priority and make changes when necessary.

· Add other than plain end user requirements, such as: service, customer support, production, regulatory, etc. Evaluate the importance of the requirements together with the functions and set the priority and acceptance criterias accordingly. 

· The specific requirements must be verificable: by testing, design drawings, analysis, following Standard Operating Procedure, or by technical or quality review. If this is not true, the requirement should not be here but rather e.g. in Project Plan.

· In addition to the acceptance criterias you can give more demanding “targets”, when appropriate. These will direct the project team in their efforts, but are not considered as acceptance criterias.   
· Clarify and supplement incomplete, ambiguous and conflicting requirements. Conclude these in the next chapter. 
· When necessary or makes the requirement more understandable, add a justification for the requirement.
· The requirements are divided under following topics. All topics shall be included. 

Functional requirements: 
‘What’ the product has to do. These define purpose of the product and focus on the capabilities and processing of inputs if the product. They are derived from the logical model or user requirements.
Performance requirements:
These specify numerical values for measurable variables, how much or how well the product must perform (e.g. rate, speed, frequency, capacity and imprecision). Qualitative statements( e.g. quick) are not acceptable. For user outputs the performance criterias should be derived from the users application requirements. If seen useful for directing the development work, give also a “favourable” value for goal setting, but not to be used as an acceptance criteria.

Operational requirements:
These specify requirements derived from the use of or operation with the assay or reagent kit and the specific requirements for user interface and labeling due to human factors. Consider the types of users and their ability to understand the use and labeling correctly and set specific requirements when necessary. Check with Risk Analysis.   
Environmental requirements:
Requirements derived from environmental protection issues.
Safety requirements:
Special requirements for safety controls or features or needs for labeling derived from user safety. Check with Risk Analysis.
Regulatory requirements:
These specify the regulatory requirements related to e.g. patient and user safety, our quality standards and environmental protection.

Packaking, etc. requirements:
These specify what kind of storage and transportation methods the product wil be subject to, what standards may be applicable and the requirements for special arrangements 

· If necessary, define sub topics under these e.g. according to the product structure.

· The requirements listed in the table below are only examples and may be deleted or edited as necessary.

· To add a new requirement row, click after the end the previous row and press ENTER.

· The whole table will be copied in to the Verification Plan later in the development process. 

The specific requirements are presented in the following table where the columns are as follows:
- ID

ID of the requirement XXXNN, where XXX is an abbreviation referring to the topic or subtopic and NN is a running number within the same XXX. 
- Description of the…
Description of the requirement.

- Priority
The priority of each requirement is marked as follows:
((((

Essential
Essential for the safety or efficacy of the product.

(((

High

Very high sales value, a necessity for the business case.

((

Medium

Medium value, may be launched without.

(

Low

Low value, included in the product if reasonably achieveable.
- ID in the URS
The ID of a requirement in the User Requirements Specification, from which the RRS requirement was derived from. If not derived from an URS requirement, the column is left blank.
- (Verification method…
Will be defined and used in Verification Plan.)

- (Verification result
Will be defined and used in Verification Report.)
- (Design Output
Will be defined and used in Verification Report.)

	ID    
	Description of the requirement
	Pri-ority
	ID in

URS
	Verification 

method or plan
	Verification 

result
	DesignOutput

(e.g. part no.)

	6.1 Functional requirements

	6.1.1 Applications

	APP1
	XXX with clinically relevant range of 20-300U/mL
	
	
	
	
	

	6.1.2 Assay and kit description

	ASA1
	Sample type: sample / plasma / whole blood / amniotic fluid
	
	
	
	
	

	ASA2
	Sample volume is …
	
	
	
	
	

	ASA3
	Pipetting steps …
	
	
	
	
	

	ASA4
	Total assay time is …
	
	
	
	
	

	ASA5
	Number of vials …
	
	
	
	
	

	ASA5
	Number of standards …
	
	
	
	
	

	ASA6
	Standards shall be liquid/lyophilized.
	
	
	
	
	

	ASA7
	No interference with Lipemia.
	
	
	
	
	

	6.1.3 Platforms

	PLA1
	Shall be used in xxx
	
	
	
	
	

	6.2 Performance requirements

	6.2.1 Performance

	PER1
	Precision ...
	
	
	
	
	

	PER2
	Recovery...
	
	
	
	
	

	PER3
	Cross reaction ...
	
	
	
	
	

	PER4
	Measurement range ...
	
	
	
	
	

	PER5
	Detection limit ...
	
	
	
	
	

	PER6
	Linearity ...
	
	
	
	
	

	PER7
	Carry over ...
	
	
	
	
	

	PER8
	Analytical sensitivity ...
	
	
	
	
	

	PER9
	Functional sensitivity ...
	
	
	
	
	

	PER10
	Drift ...
	
	
	
	
	

	PER11
	Hook effect ...
	
	
	
	
	

	PER12
	Signal to noise ratio ...
	
	
	
	
	

	PER13
	Light sensitivity ...
	
	
	
	
	

	6.2.2 Correlation

	COR1
	Level difference to AutoDELFIA in clinically relevant range should be <± 10%
	
	
	
	
	

	6.2.3 Stability

	STA1
	Customer use time
	
	
	
	
	

	STA2
	Shelf life
	
	
	
	
	

	STA3
	On-board stability of the reagents
	
	
	
	
	

	STA4
	Stability of reconstituted reagents
	
	
	
	
	

	6.3 Operational requirements & Human factors

	OPE1
	
	
	
	
	
	

	6.4 Environmental requirements

	ENV1
	
	
	
	
	
	

	6.5 Safety requirements

	SAF1
	
	
	
	
	
	

	6.6 Regulatory requirements

	6.6.1 General regulations

	REG1
	Product development shall follow ISO 9001 regulations.
	
	
	
	
	

	REG2
	Product development shall follow ISO 13485 regulations.
	
	
	
	
	

	REG3
	Production shall follow ISO 9001 regulations.
	
	
	
	
	

	REG4
	Production shall follow ISO 13485 regulations.
	
	
	
	
	

	REG5
	The system shall fulfil FDA 21 CFR Part 11 regulations.
	
	
	
	
	

	6.6.2 IVD regulations

	IVD1
	Product development shall follow Design Control requirements of FDA Quality System Regulation.
	
	
	
	
	

	IVD2
	Reagent product development shall fulfil FDA 510(k) and PMA documentation needs.
	
	
	
	
	

	IVD3
	Product development shall follow IVD 98/79/EC directive.
	
	
	
	
	

	IVD4
	Production shall follow FDA Quality System Regulation.
	
	
	
	
	

	6.7 Packaging, storage and transportation requirements

	PAC1
	Storage temperature: +2 to +8oC
	
	
	
	
	

	PAC2
	Transportation temperature: +2 to +8oC
	
	
	
	
	

	PAC3
	Transportation method Dry Ice / Wet Ice / Ambient
	
	
	
	
	


7. Incomplete, Ambiquous or Conflicting Requirements
If the project team was not able to clarify or supplement all incomplete, ambiquous or conflicting requirements when preparing the table above, but they consider it is appropriate to go forward with the current requirements, please identify here such requirements. These may be requirements that need to be further elaborated or discussed with e.g. customers, before they can be detailed enough or before the acceptance criterias can be defined. Please mark either of the following conclusions and in case of the latter one, for each such requirement, describe the issue and resolution plan and when applicaple the responsible individuals and due date.
The project team has reviewed the requirements and conclude that

    There are no incomplete, ambiquous or conflicting requirements.
    The following incomplete, ambiquous or conflicting requirements should be resolved:
8. User Requirements vs. Reagent Requirements 
Check from table above that all user requirements from the User requirements Specifiaction have been addressed in some requirement(s). Please mark either of the following conclusions and in case of the latter one, list here the ones not included and justify why those have not been included. 
The project team has reviewed the user requirements vs. the requirements listed above, and conclude that

    All the user requirements in the URS are addressed in the requirements above.

    The following user requirements in the URS are not addressed in the requirements above:

9. Document change history

Focus on the significant changes in the product requirements. Justify always the changes of the essential ((((() requirements or intended use. When practical, leave the old information and the changed information in the text and refer in this table to the change.  

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. 

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