Medical Device & QA Consultancy

Policies and Procedures


SOP05 – Post Market Feedback

1 – Post Market Feedback will be conducted on as needed basis to;

· verify that we are meeting our Customers expectations;

· verify that our products are performing as we intended;

· determine if any Product Quality Improvement is possible;

· evaluate any new features that have been added

· validate any new features that have been added

· assist with Vigilance / Adverse Incident reporting;

· Identify any possible Long Term problems;

· provide us with feedback on continuing Market viability.

· Any other identified purpose 

2 – The sources of the information will be any of the following;

· Direct communication in the form of a Questionnaire, to selected  Customers.

· Telephone calls to selected Customers.

· Information from regulatory bodies (our Notified Body or Competent Authority)

· Data from the Internet on our Competitors products.

· Any other data source identified as being suitable

3- The data collected at (2) above will be analysed to determine whether or not Product Specifications are being maintained and Customer expectations are being fulfilled, as per (1) above.

4 – Any resulting actions will be recorded and will be used to improve our business performance. Resulting actions may be any of the following non-exhaustive list;

· Change to the design of the product

· Change to Quality System documentation including manual or Procedures

· Reporting of an Adverse or Near Incident

· Implementation of corrective action through the CAPA system

· Implementation of preventive action through CAPA system

· Other  identified necessary action

Date of this PMF review: ________________
Conducted by: __________________

This procedure will be Invoked on an as needed basis, for a particular PRODUCT for a particular PURPOSE.

	PRODUCT
	PURPOSE

	
	


	List Data Sources:
	Document Reference:

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	ID#
	Resulting Actions:
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Enter in “Resolution” Column:

(1) = Resolved through CAPA system

(2) = Resolved through Controlled Design Change

(3) = Necessitated an Adverse or Near Incident to be reported

(4) = Required a change to Quality Manual or Documented Procedures

(5) = Required a change to product Specified Requirements
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