Doc :
PRMP  <project name>  Rev. <revision number>
Page 2/4
Doc :
PRMP  <project name>  Rev. <revision number>
Page 1/4

[image: image1.png]PerkinElmer

precisely.





Product Risk Management Report
	Project no. and name:
	Originator:
	

	
	Signature:
	

	
	Date:
	

	Product no. and name:
	Changed by:
	

	
	Signature:
	

	
	Date:
	

	
	Original (=1) or

Revision no.:
	


The involved functions approve the document for its intended use:

 
	Name:
	Function:
	Role:
	Signature:
	Date:

	 
	QUALITY ASSURANCE
	
	 
	 

 


Contents:

31.
Introduction

1.1
Purpose of the document
3
1.2
Scope of the document
3
1.3
Definitions, Acronyms and Abbreviations
3
1.4
References
3
2.
Report
3
2.1
Qualitative and quantitative characteristics
3
2.2
Hazard Analysis
3
2.3
Individual risk analysis
4
2.4
Overall residual risk analysis
4
3.
Effectiveness of risk control measures
4
3.1
Status of risk control measures
4
3.2
Post-production risk management
4
4.
Document change history
4


Appendixes: 

Highlighted fields (yellow) in this template are instructions.

Delete them when not required anymore!

· Save this file with name: Product Risk Management Report <project name> Rev <revision number>, e.g. Product Risk Management Report Techpro Rev 1. Abbreviation PRMR 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,,,,). 

· This report 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.:

· Quality Assurance: Quality Assurance Manager or Product Line Specialist.

· 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 final risk analysis of the product and estimate the residual risk. 

1.2 Scope of the document

Describe the scope of the executed risk management activities. Use the text below if it describes the scope properly.
The scope of this report is the pre-production risk management activities. 

Identify the product or processes which are in the scope of this report.
May be taken directly from Risk Management Plan.
1.3 Definitions, Acronyms and Abbreviations

Define terms, acronyms, and abbreviations used in the report
	Term / Acronym / Abbreviation
	Description

	Harm
	Physical injury and/or damage to health or property

	Hazard
	Potential source of harm

	Risk
	Probable rate of occurrence of a hazard causing harm and the degree of severity of the harm

	Risk analysis
	Investigation of available information to identify hazards and to estimate risks

	FMEA
	Failure Mode Effect Analysis


1.4 References

Reference procedures used in risk management process pertaining to the creation, contents, review and approval, retention, maintenance, and update (revision control) of risk management documents and activities
[1]
1390 5712 Risk Management

[2]
1390 5787 Hazard Analysis

[3]
1390 5786 Application of Failure Mode and Effect Analysis 
[4]
1390 5798 Risk Control Record for xx, revision n


2. Report
2.1 Qualitative and quantitative charac​teristics
Summarize and update when necessary the key product or process characteristics from the plan.   If other tool(s) used beside questionnaire (Appendix 1 in the plan), explain process.
2.2 Hazard Analysis
Summarize significant hazards identified by hazard analysis. Identify any significant hazards or hazardous situations with severe or catastrophic effects.  

Refer to SOP 1390 5787 Hazard Analysis [2] and record the results in Risk Control Record.
2.3 Individual risk analysis 

Summarize high or intolerable individual risks in product or process. Describe risk controls in place to identify high or intolerable risks prior to affecting users, or measures to protect users from the hazardous situation.
Refer to SOP 1390 5786 Application of Failure Mode and Effect Analysis [3] and record the results in Risk Control Record.

2.4 Overall residual risk analysis
Summarize overall total residual risk for the product or process.  Provide rationale for acceptability of overall residual risk, e.g., risk benefit analysis

3. Effectiveness of risk control measures
3.1 Status of risk control measures
Verify risk control measures have been implemented and shown to be effective. Identify any risk control measures yet to be implemented or shown to be effective (include or reference plan to complete open items).
3.2 Post-production risk management
Describe activities that will be used to monitor product and process risks, identify and evaluate newly identified risks or hazards.  Provide detailed plans to monitor high or intolerable risks and related control measures.
4. Document change history

Focus on the significant changes in the plan.
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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