	MHRA RISK ASSESSMENT
	CCR No.
	

	
	Date:
	

	Customer:
	
	P.O.
	

	File No.:
	
	Invoice:
	

	Address:
	
	
	

	Product:
	
	Despatched:
	

	Serial No.(s):
	
	
	

	Manufacturer / Supplier
	
	
	

	Is the problem likely to occur on other units
	Possibility

1-4
	Probability

1-4
	Risk

1-16

	1. Mechanical
	
	
	

	1.1 Can anything fall on patient or user
	
	
	

	1.2 Can anything trap the patient or user
	
	
	

	1.3 Can the patient fall off
	
	
	

	2. Electrical

	
	
	

	2.2 Is the product electrically safe
	
	
	

	2.3 Is the fault a design fault
	
	
	

	2.4 Is the fault due to normal wear and tear
	
	
	

	2.5  Is the fault due to user misuse
	
	
	

	3. Heat

	
	
	

	3.1 Is the temperature likely to come into contact with the patient
	
	
	

	3.2 Is the temperature likely to come into contact with the operator
	
	
	

	3.3 Does it comply with ISO pt II
	
	
	

	
	
	
	

	Signed:
	Date:
	
	

	MDA Informed?
	YES                  NO
	
	
	QC 44


The preceding page is the current Risk Assessment Document as found on the ISO Document Index in Intrastats.

After attempting to use this document during the compilation of Customer Complaint Reports, I have found it confusing and of limited use in actually scoring the risk. Therefore I have compiled a number of suggested amendments.

1) Remove MHRA from the header ‘MHRA Risk Assessment’ – This is not an MHRA Risk Assessment, it is a Viamed Risk Assessment. This could be dangerously misleading as it could be interpreted as an attempt to infer that the report has been compiled by or sanctioned by the MHRA.

2) Change ‘CCR No.’ to ‘CCR / QIR No.’ – Risk Assessments are not specific to customer complaints. We have a procedure to proactively generate an internal Viamed Quality Investigation Report (QIR), which may include a Risk Assessment and is instigated by ourselves as opposed to a customer complaint.

3) The question ‘Is the problem likely to occur on other units’ needs to be moved to a lower line as currently there is no place to fill in the Possibility / Probability / Risk responses.
4) All of the questions need to be phrased in the negative in order to make the ‘Risk’ calculation of any practical use, i.e., 

Greater the true risk = higher resulting Risk value

With some questions, the lower the risk actually produces a higher Risk value, for example: 

‘2.2 Is the product electrically safe’ – If it is very safe the probability will be 4 and the possibility will be 4 making a Risk of 16 (4x4), which is nonsensical. The question needs to be in the negative, i.e. ‘Is the product electrically hazardous?’ so that higher possibilities and probabilities produce a higher Risk value.

I suggest we amend the following:

i) ‘2.2 Is the product electrically safe’ – changes to 

‘2.2 Is the product electrically hazardous’


ii)
‘2.4 Is the fault due to normal wear and tear’ – changes to 

‘2.4 Is the fault outside of normal wear and tear’

5) ‘2.5 Is the fault due to user misuse’ – If it is due to user misuse it will generate a high Risk value, although there is a difference between blatant misuse, which may not indicate a risk with the product, and misuse as a result of inadequate instructions or training, so I suggest we clarify that fact:

‘2.5 Is the fault due to user misuse’ – changes to 

‘2.5 Is the fault due to user misuse caused by inadequate instructions and / or training’


6) ‘3. Heat’. Sometimes temperature is intended to come in contact with the patient, for example warming mattresses. A warming mattress in normal use gives a Risk of the maximum 16! I suggest we change it to ‘excessive temperatures’:

i)
‘3.1 Is the temperature likely to come into contact with the patient’ – changes to 

‘3.1 Is excessive temperature likely to come into contact with the patient’

ii)
‘3.2 Is the temperature likely to come into contact with the operator’ – changes to 

‘3.2 Is excessive temperature likely to come into contact with the operator’

iii)
 ‘3.3 Does it comply with ISO pt II’

Which ISO standard?

Does this refer only to ‘Heat’? If not then it needs to be in it’s own section, e.g. ‘4. Compliance’

Again the question needs to be in the negative, as complete compliance generates a Risk value of the maximum 16. 

I suggest we change it to

‘Does the device fail to comply with ISO xxxx pt II’?

6)
I suggest we merge the unused cells at the bottom of the table and create a further box for a summary. 

The following page is a draft that contains many of the amendments. It does require finishing and signing off. 

	RISK ASSESSMENT
	CCR / QIR No.
	

	
	Date:
	

	Customer:
	
	P.O.
	

	File No.:
	
	Invoice:
	

	Address:
	
	
	

	Product:
	
	Despatched:
	

	Serial No.(s):
	
	
	

	Manufacturer / Supplier
	
	
	

	
	Possibility

1-4
	Probability

1-4
	Risk

1-16

	Is the problem likely to occur on other units
	
	
	

	1. Mechanical

	1.1 Can anything fall on patient or user
	
	
	

	1.2 Can anything trap the patient or user
	
	
	

	1.3 Can the patient fall off
	
	
	

	2. Electrical


	2.2 Is the product electrically hazardous
	
	
	

	2.3 Is the fault a design fault
	
	
	

	2.4 Is the fault outside of normal wear and tear
	
	
	

	2.5 Is the fault due to user misuse caused by inadequate instructions and / or training
	
	
	

	3. Heat


	3.1 Is excessive temperature likely to come into contact with the patient
	
	
	

	3.2 Is excessive temperature likely to come into contact with the operator
	
	
	

	4. Compliance

	4.1 Does the device fail to comply with ISO [insert relevant standard] pt II
	
	
	

	Summary:



	Signed:
	Date:
	
	

	MDA Informed?
	YES                  NO
	
	
	QC 44
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