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Questionnaire for identifying product characteristics
Highlighted fields (yellow) in this template are instructions.

Delete them when not required anymore!

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

· 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 planned risk management activities (e.g. hazard analysis and initial risk analysis) of the product and to describe how the identified risks are planned to be eliminated or reduced. 

1.2 Scope
Describe the scope of risk management activities for the project life cycle phases for which the plan will be applicable. Use the text below if it describes the scope properly.
The scope of this plan is the pre-production risk management activities, according to SOP 1390 5712 Risk Management [1] and the outputs of this process are Product Risk Management Report and Risk Control Record. The post-production risk management will be based on the Risk Control Record and will be managed according to [1] or according to post-production risk management plan described here in chapter 4 if such plan will be seen necessary due to any product specific characteristics.
Identify the product or processes which are in the scope of this 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. Plan
2.1 Risk management team, 
List risk management team members and their responsibilities. The team can be expanded as seen necessary during the risk assessment process. 
2.2 Identification of qualitative and quantitative charac​teristics

Answer the following questions to help identify product characteristics that should be considered for hazard analysis, risk management process, and planning. See Appendix 1 for more guidance. 
	Questions
	Answers

	What is the intended use and how is the device to be used?
	

	Is the device intended to contact the patient or other persons?
	

	What materials and/or components are incorporated in the device or are used?
	

	Is energy delivered to and/or extracted from the patient or end-user?
	

	Are substances delivered to and/or extracted from the patient?
	

	Are biological materials processed by the device for subsequent re-use?
	

	Is the device supplied sterile or intended to be sterilized by the user or are other microbiological controls applicable?
	

	Is the device intended to be routinely cleaned and disinfected by the user ?
	

	Is the device intended to modify the patient environment?
	

	Are measurements made or taken?
	

	Is the device interpretative?
	

	Is the device intended for use in conjunction with medicines or other medical technologies?
	

	Is the device intended to control or interact with other devices or drugs?
	

	Are there unwanted outputs of energy or substances?
	

	Is the device susceptible to environmental influences?
	

	Does the device influence the environment?
	

	Are there essential consumables or accessories associated with the device?
	

	Is maintenance and/or calibration necessary?
	

	Does the device contain software?
	

	Does the device have a restricted ”shelf-life”?
	

	Are there any delayed and/or long-term use effects?
	

	To what mechanical forces will the device be subjected?
	

	What determines the lifetime of the device?
	

	Is the device intended for single use?
	

	Is safe decommissioning or disposal of the device necessary
	

	Does installation or use of the device require special training
	

	Will new manufacturing processes need to be established or introduced
	

	Is successful application of the device critically dependent on human factors such as user interface
	

	Does the device have connecting parts or accessories
	

	Does the device have a control interface
	

	Does the device display information
	

	Is the device controlled by a menu
	

	Is the device intended to be mobile or portable
	


2.3 Hazard Analysis
Describe the process that will be used to identify and record possible hazards (failure modes/hazardous situations); harm that can result from exposure to the possible hazard; and estimated severity of exposure to the hazard.  Concider all hazards that might result from potential failures and reasonably foreseeable misuse taking into account the intended use and human factors. When applicable, you can use the description below.
Hazard analysis will be performed according to SOP 1390 5787 Hazard Analysis [2] and the results will be recorded in Risk Control Record.
2.4 Individual risk analysis 
Describe process used to identify causes that could result in the harm occurring (exposure to the hazard), the probability of the cause occurring, and the ability to detect the failure or cause prior to exposing the user or patient to the harm. Describe how risk reduction or control measures will be identified, analyzed, and verified or validated.  Describe how impact of risk reduction or control measures will be evaluated. When applicable, you can use the description below.
Risk analysis will be performed according to SOP 1390 5786 Application of Failure Mode and Effect Analysis [3] and the results will be recorded in Risk Control Record. In estimating the risk for each hazard the following aspects will be taken into account:

· normal and fault conditions

· extent of reliance on the analytical results (contribution to the medical decision)

· plausibility checks (ability to notice an invalid result)
· availability and use of controls

· quality assurance measures applied in medical laboratories

· detectability of deficiencies/errors

· human factors

· situations of use (e.g. emergency cases)

2.5 Overall residual risk analysis
Describe how overall residual risk will be estimated, quantified, and documented.  When applicable, you can use the description below. 

The same methods used to estimate individual risks may be used to quantify residual risks.

3. Risk acceptability
3.1 Criteria for Maximum Tolerable for Individual Risk Acceptability
Describe the criteria for maximum tolerable and generally accepted risk levels for individual risks, e.g., maximum RPN for each, and justification for establishing the levels.  For example, experience with previously similar marketed devices, customer or social tolerance for risk and broadly accepted levels. When applicable, you can use the description below.
Risk acceptability will be judged according to SOP 1390 5786 Application of Failure Mode and Effect Analysis [3] and the results will be recorded in Risk Control Record.
3.2 Criteria for overall residual risk acceptability
Describe criteria for maximum tolerable and generally accepted risk levels for residual risk.  Describe how risk/benefit analysis (if applicable) will be created, documented, and determined acceptable. When applicable, you can use the description below.
Residual risk acceptability will be judged according to SOP 1390 5786 Application of Failure Mode and Effect Analysis [3] and when necessary supported by a risk/benefit analysis. The results will be summarised in Product Risk Management Report. 
3.3 Review and approval
Describe how and when hazard and risk analysis outputs will be reviewed and approved. When applicable, you can use the description below..

This Product Risk Management Plan, hazard analysis and initial individual risk analysis using the Risk Control Record will be reviewed and approved in Design Review DR2 and the Product Risk Management Report and the completed Risk Control Record will be reviewed in Design Review DR5.
4. Post-production risk control
When procedure described in [1] is not adequate for the post-production risk control activities due to product specific characteristics, describe methods that will be used for obtaining and analyzing data to evaluate and monitor the effectiveness of risk controls designed into the product or process.  For example, review of complaints, installation and field service records, audits, production trends, record reviews, or failure investigations may be used to monitor effectiveness.  State what reviews will be conducted and frequency
5. 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.

	
	
	

	
	
	

	
	
	


Appendix 1.   Questionnaire for identifying product characteristics
	Questions
	Answers

	What is the intended use and how is the device to be used?
	Consider: The intended user, the mental and physical abilities, skill and training of the user, ergonomic aspects, the environment in which the product is to be used, by whom it will be installed and whether the patient can control or influence the use of the product.

Is the device is intended to play a role in the diagnosis, prevention, monitoring, treatment or alleviation of disease? Is special intervention necessary in the case of failure?

	Is the device intended to contact the patient or other persons?
	Consider: The nature of the intended contact, i.e. surface contact, invasive contact, and for each, the period and frequency of contact

	What materials and/or components are incorporated in the device or are used?
	Consider: Are any material characteristics are relevant to safety.

	Is energy delivered to and/or extracted from the patient or end-user?
	Consider: Type of energy transferred and its control, quality, quantity and duration

	Are substances delivered to and/or extracted from the patient?
	Consider: Substances or samples delivered or extracted, whether it is a single substance or range of substances, the max. and min. transfer rates and control thereof, volume.

	Are biological materials processed by the device for subsequent re-use?
	Consider: Type of process and substance(s) processed

	Is the device supplied sterile or intended to be sterilized by the user or are other microbiological controls applicable?
	Consider: whether the device is intended for single-use or to be re-usable, also any packaging, the shelf life and limitation of re-use cycles or type of sterilization process to be used

	Is the device intended to be routinely cleaned and disinfected by the user ?
	Consider: Types of cleaning or disinfecting agents to be used and any limitations on the number of cleaning cycles, design can influence the effectiveness of cleaning.  Impact of cleaning or disinfecting agents on device. 

	Is the device intended to modify the patient environment?
	Consider: Temperature, humidity, atmospheric gas composition, pressure and light

	Are measurements made or taken?
	Consider: Variables measured and the accuracy and the precision of the measurement result

	Is the device interpretative?
	Consider: Conclusions presented by the device from input or acquired data, algorithms used and confidence limits

	Is the device intended for use in conjunction with medicines or other medical technologies?
	Consider: Medicines or other medical technologies which can be involved and the potential problems associated with such interactions. How the output of the device will be used and dependent treatments or medical interventions

	Is the device intended to control or interact with other devices or drugs?
	Consider: Laboratory equipment or systems that may report or outputs.

	Are there unwanted outputs of energy or substances?
	Consider: Energy-related Factors, like, noise, vibration, heat, radiation (ionizing, non-ionizing: UV/visible/infrared) contact temperatures, leakage currents and electric and/or magnetic fields

Consider: Substances, like, discharge of chemicals, waste products and body fluids

	Is the device susceptible to environmental influences?
	Consider: Production, operational, transport and storage environments. These include electrostatic discharge, light, temperature, vibrations, spillage, susceptibility to variations in power and cooling supplies and electromagnetic interference.

	Does the device influence the environment?
	Consider: Effects on power and cooling supplies, emission of toxic materials and the generation of electromagnetic interference

	Are there essential consumables or accessories associated with the device?
	Consider: Specifications for such consumables or accessories and any restrictions placed upon users in their selection of these

	Is maintenance and/or calibration necessary?
	Consider: Whether maintenance and/or calibration are to be carried out by the operator or user or by a specialist. Are special substances or equipment necessary for proper maintenance and/or calibration

	Does the device contain software?
	Consider: Whether software is intended to be installed, verified, modified or exchanged by the user and/or operator

	Does the device have a restricted ”shelf-life”?
	Consider: labeling or indicators and the disposal of such devices

	Are there any delayed and/or long-term use effects?
	Consider: ergonomic and cumulative effects

	To what mechanical forces will the device be subjected?
	Consider: Forces to which the device will be subjected. Are they under the control of the user or controlled by interaction with other persons

	What determines the lifetime of the device?
	Consider: ageing and battery depletion

	Is the device intended for single use?
	

	Is safe decommissioning or disposal of the device necessary
	Consider: Waste products generated during the disposal of the device itself. For example does it contain toxic or hazardous material, or is the material recyclable? Waste products generated by the device or by use of the device, for example, waste stream

	Does installation or use of the device require special training
	Consider: Installation and use training needs and whether it is likely/possible that installation can be carried out by people without the necessary skills

	Will new manufacturing processes need to be established or introduced
	Consider:  The introduction of new manufacturing processes into the manufacturer facilities as a potential source of new hazard(s) for end-user, patient, and production personnel (e.g. new technology, new scale of production)

	Is successful application of the device critically dependent on human factors such as user interface
	Consider: User interface design features that can contribute to use error. Features should be designed so that they cannot be easily misused by busy users in an environment where distractions are commonplace...

	Does the device have connecting parts or accessories
	Consider: The possibility of wrong or different connections, similarity to other products’ connections, connection force, feedback on connection integrity, and over- and under-tightening

	Does the device have a control interface
	Consider: Spacing, coding, grouping, mapping, modes of feedback, blunders, slips, control differentiation, visibility, direction of activation or change, and whether the controls are continuous or discrete, and the reversibility of settings or actions

	Does the device display information
	Consider: Visibility in various environments, orientation, populations and perspectives, and the clarity of the presented information, units, color coding, and the accessibility of critical information

	Is the device controlled by a menu
	Consider: Complexity and the number of layers, awareness of state, location of settings, navigation method, number of steps per action, and sequence clarity and memorization problems, and importance of control function relative to its accessibility

	Is the device intended to be mobile or portable
	Consider: the necessary grips, handles, wheels, brakes, mechanical stability and durability
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