Medical Device & QA Consultancy

Policies and Procedures


Standard Operating Procedures

Covering Class I devices where there is no Notified Body intervention

(ie: Self Certification following Annex VII) 

The following is a list of our Procedures, that enable us to fulfil our regulatory responsibilities;

	Ref
	TITLE
	Comments

	
	
	

	SOP01 
	Document Maintenance Procedure including review
	

	
	
	

	SOP02 
	Notification of significant changes
	

	
	
	

	SOP03 
	Quality Record retention periods & Management Review
	

	
	
	

	SOP04 
	Complaint Handling
	

	
	
	

	SOP05
	Post Market Feedback
	

	
	
	

	SOP06 
	Advisory Notice Issue and Product Recall
	

	
	
	

	SOP07 
	Adverse Incident Reporting
	

	
	
	

	SOP08
	Control of Labelling, Instructions for Use, Inserts etc
	


SOP01 - Document maintenance: 

1 - When a Section of the Technical File is changed or altered, because for example new or updated information becomes available, then the  new version will have it’s “Revision Level” (which is contained within the documents Footer) increased by “1”. 

2 – The first version of any Section will be known as the “Original”.

3- The next version will be “2”, then “3” and so on and so forth.

4 - All Sections of the Technical File will be reviewed at least once per year, to ensure that all data remains valid. The name of the person performing this review and the date of the review, will be recorded in the Quality Records (page 3) of this Section.

5 – When any documents that are changed or updated, the old or preceded document will be filed in Section 16 of this Technical File, to be held for History purposes.

SOP02 - Significant Change Notifications:

1 - “Significant Changes” are defined as any of the following:

· Changes to our facility address, OR

· A change to the Labelling (The actual Label, Product Inserts and Instructions for Use.

· An addition or a deletion to the Product Schedule which is part of our Declaration of Conformity (see Section 7).
2 – Once a “Significant Change” is identified as being necessary, then we will notify our Authorized Representative who will notify the Competent Authority, on our behalf.

3 – The letter to our Authorized Representative, detailing the proposed change(s) will be kept in an “Open” file, until closed out by the Competent Authority or our Authorized Representatives confirmation letter. 
SOP03 – Control of Quality Records

1 – Documentation reviews will be recorded here:

	Reviewer’s name
	What was reviewed
	Date of review
	Outcome/Comments

	
	
	
	

	
	
	
	

	
	
	
	


2 – This Technical File:
The contents of this Technical File will be kept for  a period of  5 years longer than we are making the devices available for sale / purchase.

Signed: _______________________________

Date : __________________


(Responsible Person)

SOP04 - COMPLAINT HANDLING:

1 - All written or verbal complaints, including those in electronic format, must be entered in the Customer Complaint Log and a Form “QI.1” filled out, as soon as they are received.

2 - Each recorded Complaint will be assigned a sequential “QI.1” number from the Customer Complaint Log
2.1 – The {Designated Person} will review each complaint to determine if a reportable Incident had occurred. The procedure at Item # 4 below must then be followed.

3 – The appropriate Corrective Action to address the complaint will be determined and recorded on the “QI.1” Form.

3.1 – A Target Completion date will be determined and recorded on the “QI.1” Form.

3.2 – The identified Corrective Action must then be implemented by the completion date.

3.3 – One month after the Corrective Action has been taken, a review must be conducted to verify that the Corrective Action taken, was effective in addressing the complaint.

3.4 – The Complaint will only be closed out when the review at (3.3) above confirms the effectiveness of the action taken.

4 - When a Customer Complaint is found to meet the reporting criteria of an Adverse or Near Incident, then the procedure at Reference SOP07 below must be followed

QUALITY IMPROVEMENT FORM - (QI.1)

	Customer Complaints, Non-conformances OR Improvement Opportunity Identified:



	Corrective Action Agreed:

                                                                             
	Complete Date

____/_____/___

Signed:                                                                                    

	Root Cause Analysis: (Not currently used)
                                                                              
	Complete Date

____/_____/___

Signed:                                                                                

	Follow up Effectiveness:

                                                                              
	Complete Date

____/_____/___ 

Signed:

	1 – OEM notified –                 (Initial and Date)  not currently used                         

3 – ADVERSE INCIDENT OCCURRED?  (circle) YES / NO 

4 -  If YES to (3) invoke SOP07


	Closed Out Date

____/____/____

Signed:


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:
	Resolution

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


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

SOP06 -  PRODUCT RECALL and ADVISORY NOTICE ISSUE

 

SOP07 – ADVERSE & NEAR INCIDENT REPORTING


INITIAL VIGILLANCE REPORT FORM (IR.01)
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DESTINATION – Competent Authority Address:

	

	

	

	


REPORTING FIRM DETAILS

	Company Name:


	Status:  Please (() MANUFACTURER     [   ]                         AUTHORIZED REPRESENTATIVE  [   ]


	Company Address:

	

	

	

	

	


	Contact Person:


	Title / Job Function:


	Tel #:


	Fax #:


	E-mail: 


	REPORT DATE:


Page 2 of 4

MANUFACTURERS DETAILS

	COMPANY NAME:


	FULL ADDRESS:

	

	

	


	COUNTRY:


	Web Site: (If applicable)


	MEDICAL DEVICE COMMERCIAL NAME:

	

	


	TYPE of DEVICE: (eg: Pacemaker, Patient Monitor….)

	

	


	MODEL or CATALOGUE NUMBER:

	

	


	SERIAL #’s or LOT #’s of affected PRODUCT:

	

	

	


	ACCESSORIES / ASSOCIATED DEVICES: (If applicable)

	

	


	SOFTWARE VERSION: (If applicable)


	IDENTIFICATION NUMBER of NOTIFIED BODY INVOLVED in CONFORMITY ASSESSMENT: (If applicable).


	HAS THE REPORTING COMPANY PREVIOUSLY REPORTED INCIDENTS INVOLVING THIS DEVICE ?            Please (()              YES  [   ]                                                  NO  [   ] 

	IF YES, TO WHICH COUNTRY(IES)?
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INCIDENT DETAILS

REPORTER DETAILS

	REPORTED BY: (User or Other Source)

	

	ADDRESS:

	

	

	

	Telephone Number:

	

	Fax Number:

	

	Date Reported:

	


INCIDENT DETAILS

	INCIDENT DATE:


	DESCRIPTION of INCIDENT:

	

	

	

	

	

	

	


	OUTCOME: (eg  Death, Deterioration in Health, …..)
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MANUFACTURERS ACTIONS

	PRELIMINARY COMMENTS:

	

	

	

	

	

	

	

	

	

	

	

	

	

	


	EXPECTED DATE of FOLLOWUP REPORT:


	CORRECTIVE ACTION TO DATE: (If any)

	

	

	

	

	

	

	

	

	


	PROJECTED TIMINGS:

	

	

	

	

	

	

	

	

	

	


FOLLOWUP / FINAL VIGILLANCE REPORT FORM
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DESTINATION – Competent Authority Address:

	

	

	

	


REPORTING FIRM DETAILS

	Company Name:


	Status:  Please (() MANUFACTURER     [   ]                         AUTHORIZED REPRESENTATIVE  [   ]


	Company Address:

	

	

	

	

	


	Contact Person:


	Title / Job Function:


	Tel #:


	Fax #:


	E-mail: 


	INITIAL REPORT DATE:
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MANUFACTURERS DETAILS

	COMPANY NAME:


	FULL ADDRESS:

	

	

	


	COUNTRY:


	Web Site: (If applicable)


	MEDICAL DEVICE COMMERCIAL NAME:

	

	


	TYPE of DEVICE: (eg: Pacemaker, Patient Monitor….)

	

	


	MODEL or CATALOGUE NUMBER:

	

	


	SERIAL #’s or LOT #’s of affected PRODUCT:

	

	

	


	ACCESSORIES / ASSOCIATED DEVICES: (If applicable)

	

	


	SOFTWARE VERSION: (If applicable)


	IDENTIFICATION NUMBER of NOTIFIED BODY INVOLVED in CONFORMITY ASSESSMENT: (If applicable).


	HAS THE REPORTING COMPANY PREVIOUSLY REPORTED INCIDENTS INVOLVING THIS DEVICE ?            Please (()              YES  [   ]                                                  NO  [   ] 

	IF YES, TO WHICH COUNTRY(IES)?
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CLOSE OUT OF INCIDENT

	RESULT AND CONCLUSION OF MANUFACTURERS INVESTIGATION:

	

	

	

	

	

	

	

	

	

	

	


	FURTHER INVESTIGATION REQUIREMENTS: (If any)

	

	

	

	

	

	

	

	


	CORRECTIVE ACTION: (If any)

	

	

	

	

	

	

	

	

	

	

	PROJECTED TIMING:
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ADDITIONAL TEXT from the MANUFACTURER

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	

	


SOP08 – Control of Labelling, Instructions for Use, Inserts etc
1 – All Labelling, including Instructions for Use and Product Inserts, will be generated by our OEM, in accordance with our Technical Agreement.

2 – However, because we are the ‘Manufacturer’ and ultimately responsible for the Labelling, we will approve all Labelling supplied by our OEM and record that approval.

3 – Changes to Labelling will undergo the same approval procedure, and will also be in accordance with our Technical Agreement.

Q.I.#:_______





DATE:








From the DHR Records from, determine the full range of Batch/Lot #’s likely to be involved, and record on QI.1





Investigate and record the nature of the problem and document the Batch or Lot  # on Form QI.1





From the suppliers list of affected  product needing to be traced’, determine the full range of ‘Batch’ or ‘LOT’ #’s of Finished Product likely to be involved, and append to a QI.1 form.





Match the list of affected product Batch numbers with list of Customer’s supplied with Finished Product. 





EXTERNAL SOURCE


CUSTOMER COMPLAINT,  RETURNED PRODUCT or


 POST MARKET FEEDBACK





INTERNAL SOURCE


NOTIFICATION From


SUPPLIER or SUBCONTRACTOR


(including Internally identified NC)





Record Close Out of the Advisory Notice issue or Product Recall





Rationalise / Justify any discrepancies





Reconcile numbers returned with the number expected 





Arrange for Quarantine of Returned items





Issue the Recall Notice to affected Users





Follow up as necessary





Issue the Advisory Notice to all customers within the area of supply and include all relevant information





Determine whether an Advisory Notice issue or Product Recall is necessary


ADVISORY NOTICE                                                      PRODUCT RECALL





Generate list of affected Users by reference to DHR (Device History Records)























Report Reference #:





Report Reference #:





Prerequisite – The Reporting Path must be established contractually, clearly defining the responsibilities of Authorized Representative, Distributors and the Manufacturer   





Close File ONLY after Competent Authority confirmation.





As a result, consider Design Changes, Procedure Changes etc, as appropriate.





At the appropriate time, file a Follow up / Final Report to the same Competent Authorities on form FIR.01





Definitions:


Adverse Incident – an incident that caused the death or serious deterioration in the state of health of a patient, user or other person


 Near Incident - an incident that might have caused the death or serious deterioration in the state of health of a patient, user or other person





Multiple CA Reporting – If the Incident occurred in a Country other than the UK, then ‘Dual Report’ to the UK Medical Devices Agency





Report Incident to Competent Authority in the Country where the Incident occurred,





Reporting Times:





Adverse Incident within 10 days 


Near Incident within 30 days





Open Incident File using form IR.01





References:  IR.01 – Incident – Initial Reporting form


		FIR.01 – Incident – Follow up / Final  Report form
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