Company Logo

	  Standard Operating Procedure



	Post Market Surveillance System


	Purpose:
8.2.1 paragraph 3
8.5.1

	To have an established documented procedure for a feedback system to provide early warnings of quality problems and for input into the corrective and preventative action processes. The intention is for <company> to gain experience from the post-production phase, the review of this experience to constitute an overall Post Market Surveillance System. As such it is also part of the continuous improvement process.

	Responsibility:
	The overall responsibility is with the Quality Manager.

	Scope
	The performance of Quality Management System and all associated inputs, including that <company> has met customer requirements.


	1.
	General

	1.1
Annex X, 1.1c
	This document is intended to indicate a high level system approach with respect to Post Market Surveillance activities for <company> products, services and quality systems.

	1.2
8.2.1 paragraph 4
	<company> has various procedures, templates, forms and databases etc in place to monitor devices in the market, post sales. As indicated in MDD 93/42/EEC and various quality standards, monitoring the product (and related service provision) do not end at the production release stage.

	1.3
	It is not intended to be totally inclusive of every document (and any other source, including anecdotal evidence) used for feedback purposes; as these are mainly referenced in the appropriate procedures (see below). Since this is an overview, there will still be an element of duplication with existing procedures. However, this procedure is intended to reinforce the fact that an overall Post Market Surveillance (feedback) system is clearly in place.

	1.4
	There are also various other recognised external guidance documents that can assist the feedback system1, 2, 3.


	2.
	Relevant Procedures

	2.1
	Handling of Complaints SOP (7.2.3c)

	
	This procedure is intended to fully investigate customer complaints to determine the cause and take the necessary remedial action, determine methods to preclude re-occurrence of the problem and to keep the customer fully informed.


	2.2
	Recall & Advisory Notices SOP (8.5.1)

	
	This procedure covers the actions to be taken once <company> or a National Competent Authority receives information concerning an “Incident” involving a Medical Device. An “Incident” being any malfunction or deterioration in the characteristics and/or performance of a device, as well as any inadequacy in the labeling or the instructions for use which, directly or indirectly, might lead to or might have led to the death of a patient, or user or of other persons or to a serious deterioration in their state of health. It follows the Guidelines on a Medical Devices Vigilance System3 and is applicable to “Incidents” occurring within the Member States of the European Economic Area (EEA) and Switzerland.

	2.3
	Internal Auditing SOP (8.2.2)

	
	This procedure is intended to ensure that the Quality Assurance System is operating effectively and to ensure that personnel fulfil their responsibilities and duties adequately. The activities in this procedure will assure the company’s Quality objectives and requirements are met.

	2.4
	Corrective & Preventative Action SOP (8.3, 8.5.2, 8.5.3)

	
	This procedure is intended to ensure that corrective and preventive action is a vital closed loop system of root cause analysis, documented action, verification of effectiveness, and prevention of recurrence.

	2.5
	Quality Management Improvement Procedure SOP (8.5.1)

	
	This Quality Management Improvement Procedure has been designed and implemented for the purpose of analysing relevant sources of feedback information and utilising it to improve the Quality Management System. The objective of the system is to form the company into an organisation that can provide a product and a service accustomed to customer requirements and that complies with all relevant International requirements.


	3.
	Feedback Source and Analysis (7.2.3, 8.2.3, 8.3, 8.4)

	3.1

7.2.3d
	Complaint/Customer Related:
· Complaint Record form
· Complaint Review for Risk Analysis form
· Monthly Complaint Review form
· Customer Return form
· Assessment for Recall/Advisory Notices form
· Urgent Field Safety Notice form

	3.2

7.3.6 paragraph 3


	Clinical Evaluation Related:

· Customer’s Product Evaluation Response form
· Specific Product Questionnaires 
· Training Questionnaire 
· Clinical Evaluation form
· Literature Review (MDD 93/42/EEC Checklist, Clinical Evaluation,   Literature File)
· Device Alerts (from MHRA, FDA etc)

	3.3

8.2.2
	Audits

· Internal (Checklist form/report)
· Corrective Action for Non-Compliances form & CAPA Database

· External Report

	3.4
	Feedback Information Database

	3.5
	Internal Request for Credit Database

	3.6
	Engineering Change Request Form  & Database

	3.7
	Key Performance Indicators (KPIs)

	3.8
	Document Change Control History & Database

	3.9
	Drawing Revision Control and Modification/Approval Reports & Database


References

1. Guidelines on Post Market Clinical Follow-Up; MEDDEV 2.12-2; May 2004
2. GHTF; Clinical Evaluation; SG5/N2R8:2007

3. Guidelines on Medical Device Vigilance System; MEDDEV 2.12-1 rev 5; April 2007

	Clause(sub)
	BS EN ISO 9001/13485 Detail in order referenced (without duplication)

	8.2.1 paragraph 3
	Feedback

The organisation shall establish a procedure for a feedback system [see 7.2.3 (c)] to provide early warning of quality problems and for input into the corrective and preventative action processes (see 8.5.2 and 8.5.3).

	8.5.1

	Continual Improvement 
The organization shall (continually improve the) identify and implement any changes necessary to ensure and maintain the continued suitability and effectiveness of the quality management system through the use of the quality policy, quality objectives, audit results, analysis of data, corrective and preventive actions and management review.

	Annex X, 1.1c
	The clinical evaluation and its documentation must be actively updated with data obtained from the post-market surveillance. Where post-market clinical follow-up as part of the post-market surveillance plan for the device is not deemed necessary, this must be duly justified and documented.

	8.2.1 paragraph 4
	If national or regional regulations require the organization to gain experience from the post-production phase, the review of this experience shall form part of the feedback system (see 8.5.1).

	7.2.3c
	c) customer feedback, including customer complaints

	8.5.1
	General
The organization shall establish documented procedures for the issue and implementation of advisory notices.

These procedures shall be capable of being implemented at any time.

Records of all customer complaint investigations shall be maintained (4.2.4).

If investigation determines that the activities outside the organization contributed to the customer complaint, relevant information shall be exchanged between the organizations involved (see 4.1).

If any customer complaint is not followed by corrective and/or preventive action, the reason shall be authorized (see 5.5.1) and recorded (see 4.2.4).

If national or regional regulations require notification of adverse events that meet specified reporting criteria, the organization shall establish documented procedures to such notification to regulatory authorities.

	8.2.2
	The organization shall conduct internal audits at planned intervals to determine whether the quality management system 

a) conforms to the planned arrangements (see 7.1), to the requirements of this International Standard and to the quality management system requirements established by the organization, and

b) is effectively implemented and maintained.

An audit programme shall be planned, taking into consideration the status and importance of the processes and areas to be audited, as well as the results of previous audits. 

The audit criteria, scope, frequency and methods shall be defined. 

The selection of auditors and conduct of audits shall ensure objectivity and impartiality of the audit process.  Auditors shall not audit their own work.

A documented procedure shall be established to define the responsibilities and requirements for planning and conducting audits, establishing records and reporting results. Records of the audits and their results shall be maintained (see 4.2.4).
The management responsible for the area being audited shall ensure that any necessary corrections and corrective actions are taken without undue delay to eliminate detected nonconformities and their causes. 

Follow-up activities shall include the verification of the actions taken and the reporting of verification results (see 8.5.2).

	8.3
	The organization shall ensure that product which does not conform to product requirements is identified and controlled to prevent its unintended use or delivery. 

A documented procedure shall be established to define the controls and related responsibilities and authorities for dealing with nonconforming products.
Where applicable, the organization shall deal with nonconforming product by one or more of the following ways: 

a) by taking action to eliminate the detected nonconformity;

b) by authorizing its use, release or acceptance under concession (by a relevant authority and, where applicable, by the customer);

c) by taking action to preclude its original intended use or application.

d) by taking action appropriate to the effects, or potential effects, of the nonconformity when nonconforming product is detected after delivery or use has started.

The organization shall ensure that nonconforming product is accepted by concession only if regulatory requirements are met. 

Records of the identity of the person(s) authorizing the concession shall be maintained (see 4.2.4).

When nonconforming product is corrected it shall be subject to re-verification to demonstrate conformity to the requirements.

Records of the nature of nonconformities and any subsequent actions taken, including concessions obtained, shall be maintained (see 4.2.4).

If product needs to be reworked (one or more times), the organization shall document the rework process in a work instruction that has undergone the same authorization and approval procedure as the original work instruction. 

Prior to authorization and approval of the work instruction, a determination of any adverse effect of the rework upon product shall be made and documented (see 4.2.3 and 7.5.1).

	8.5.2
	The organization shall take action to eliminate the causes of nonconformities in order to prevent recurrence.  

Corrective actions shall be appropriate to the effects of the nonconformities encountered.

A documented procedure shall be established to define requirements for

a) reviewing nonconformities (including customer complaints),

b) determining the causes of nonconformities,

c) evaluating the need for action to ensure that nonconformities do not recur,

d) determining and implementing action needed, including, if appropriate, updating documentation (see 4.2),
e) (records) recording of the results of any investigation and of action taken (see 4.2.4), and

f)  reviewing the effectiveness of the corrective action taken and its effectiveness.

	8.5.3
	The organization shall determine action to eliminate the causes of potential nonconformities in order to prevent their occurrence. 
Preventive actions shall be appropriate to the effects of the potential problems.
A documented procedure shall be established to define requirements for

a) determining potential nonconformities and their causes,

b) evaluating the need for action to prevent occurrence of nonconformities,

c) determining and implementing action needed,

d) (records) recording of the results of any investigation and of action taken (see 4.2.4), and

e) reviewing the effectiveness of the preventive action taken and its effectiveness.

	7.2.3
	The organization shall determine and implement effective arrangements for communicating with customers in relation to 

a) product information,

b) enquiries, contracts or order 

c) customer feedback, including customer complaints (see 8.2.1), and

d) advisory notices (see 8.5.1).

	8.2.3
	The organization shall apply suitable methods for monitoring and, where applicable, measurement of the quality management system processes. 

These methods shall demonstrate the ability of the processes to achieve planned results. When planned results are not achieved, correction and corrective action shall be taken, as appropriate.

	8.4
	The organization shall establish documented procedures to determine, collect and analyse appropriate data to demonstrate the suitability and effectiveness of the quality management system and to evaluate where continual improvement of the effectiveness of the quality management system can be made.  This shall include data generated as a result of monitoring and measurement and from other relevant sources.

The analysis of data shall provide information relating to 

a) (customer satisfaction) feedback (see 8.2.1),

b) conformity to product requirements (see 7.2.1),

c) characteristics and trends of processes and products including opportunities for preventive action, and 

d) suppliers.

Records of the results of the analysis of data shall be maintained (see 4.2.4).

	7.3.6 paragraph 3
	As part of design and development validation, the organization shall perform clinical evaluations and/or evaluation of performance of the medical device, as required by national or regional regulations (see Note 2).
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	Details 
	New document to confirm that a Post Market Surveillance System is in place. Where appropriate, reference to the Medical Device Standard BS EN ISO 13485 is indicated in blue, BS EN ISO 9001 in red and MDD 93/42/EEC in green. Text of clauses (sub-clauses) referenced added.



