	VOP

	Viamed Operating sub Process

	VIGILANCE 

	
	
	
	

	
	
	
	

	Charts 08, 26 & 27    MED DEV 2.12.-1



VIGILANCE SYSTEM will be carried out in accordance with the current version of MEDDEV 2.12-1.

Version control of MEDDEV 2.12-1 shall be checked yearly for updates and current understanding of the Guidelines.

Version control check logs, can be found in the Issue system.

CUSTOMER COMPLAINTS

The purpose of this procedure is to outline the detailed system used within the Company for the processing and investigation of complaints from customers. It is the responsibility of the Managing Director, or a designated person, to ensure that the requirements of this procedure are strictly adhered to, and that the relevant documentation is fully completed.

DEFINITION
A customer complaint is defined as any report, written or verbal, expressing customer dissatisfaction with the company’s products or services. These could be against such as:

i) Device identity / labelling errors.

ii) Reliability: Inability to perform, consistently throughout warranty or service period.

iii) Safety: Possible harm to patient or operator.

iv) Effectiveness: Inability to perform as intended.

v) Performance: Inability to perform to published specifications.

vi) Durability: Inability to perform throughout warranty / service period.

Exceptions to the above definitions are such as: routine calibration, product maintenance, technical enquiries, product updating, customer suggestions for additional features, credit enquiries etc.
COMPLAINTS
The name and address is noted in “GOLDMINE”. The details of the complaint are recorded and a customer complaint form is raised. Where necessary the return of the Item will be asked for. The serial number will be noted and the warranty period checked. Where required, a replacement item will be shipped with a full delivery note etc. If appropriate, arrangements will be made for a Sales person to call on the customer.

Upon receipt of returned goods, the product will be processed for investigation, and passed to the relevant Engineer for an examination. A copy of the complaint is forwarded to the Regulatory Affairs Engineer, who, together with other specialised persons, will investigate those problems associated with damaged goods or failure to meet specifications.

If the complaint is a failure to comply with a specification, a repeated failure or a premature failure, then the substance of the complaint and preferably the written complaint should be copied to the original manufacturer.

If the complaint is common, or has a known explanation, a letter should be sent explaining the current position and the action being taken by the company and / or the original supplier.

If the problem has no present solution the complaint should be entered into the “Current Complaints” file until an answer is found. The customer is contacted & informed of the position. And the Regulatory Affairs Engineer will review progress with the investigator.

WITHDRAWAL OF SUSPECT PRODUCT
Substantiated complaints, which cold be dangerous or harmful, will require notification to the relevant Competent Authority. In this instance a complete list of users and locations is compiled. If appropriate, the Managing Director will arrange to withdraw remaining items from stock.

The above section is also applied if a supplier contacts the company concerning goods already delivered. Sub Distributors are also obliged to keep destination records of products distributed and have a recall mechanism in place.

FORMAT OF ADVISORY NOTICE
Note: Found in the Document Index MEDDEV 2.12-1 , will be the up to date guidelines on Vigilance reporting, including the reporting forms and approved Format of the Advisory notice.

Users will be contacted by letter or fax notifying them of the problem, with a clear description of the problem and possible effects, a solution if available, advice on how to circumnavigate the problem if a method exists. Copies of the original manufacturers information will be enclosed where appropriate. EBME and / or Engineering departments should be informed.

Incidents as defined in the MDD will be reported on their form:

http://www.mhra.gov.uk/Safetyinformation/Reportingsafetyproblems/Devices/index.htm

Response will be immediate and instant referral to the MHRA guidelines, following the Incident Action plan on their “Appendix 4”. The Notified Body will be informed at the same time as the MHRA. If Applicable CMDCAS will also be notified at this time. Notification of incidents will be indicated on the customer complaints form.

Time for initial Reporting of incident:
The following time lines apply in a case of:
Serious public health threat: IMMEDIATELY (without any delay that could not be justified)

but not later than 2 calendar days after awareness.

Death or UNANTICIPATED serious deterioration in state of health: IMMEDIATELY

(without any delay that could not be justified) after the  link between the device and the event but not later than 10 elapsed calendar days following the date of awareness of the event.

Others: IMMEDIATELY (without any delay that could not be justified) after the link between the device and the event but not later than 30 elapsed calendar days following the date of awareness of the event. If after becoming aware of a potentially reportable INCIDENT there is still uncertainty about

whether the event is reportable, the report must be submitted within the timeframe required for that type of INCIDENT.
FEEDBACK
Feedback is collated from various sources and by various methods. The most common of which is from the Sales team. As information on products and / or services is received it is entered into “GOLDMINE”, from this it can then be determined if any further action needs to be taken, or whether the information is for filing (this could be in the Customer file or may need to be added to a particular product CE File).

Information received could also prompt the Sales team to instigate an investigation or arrange for a customer visit. Any outcomes from these would then be recorded and acted upon as appropriate.
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