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Introduction

This report relates to the Assessment Visit for Viamed Ltd held 15/6/2007 for ½ Day. 
The assessment was based upon the Client’s Management System, reference Manual Issue 3.
During the assessment no new nonconformities were identified.

Audit Objective – 

· To assess the effective completion of the action plan raised in relation to the major non-conformity recorded 21st Mar 07
· To assess progress on the non-conformities recorded at the same assessment.
Audit Scope –

· Design, manufacture, repair, maintenance, servicing and supply of medical monitoring, ventilation and anaesthetic equipment including that carried out on customer premises. FS 28304 exp 20/11/2009

·  The design and manufacture of microstim nerve stimulators, tom thumb resuscitator, thermacot, oxygen monitors, pulse oximeter probe s, temperature probes, breathing monitors, headboxes, oxygen tents, gas respiratory adapters, gas respiratory valves and phototherapy light shields CE01389 exp 22/8/2011

· The design, manufacture and service of nerve stimulators, resuscitators,  oxygen monitors, pulse oximeter probes, temperature probes, breathing monitors, gas respiratory adapters, gas respiratory valves, APGAR timer, oxygen hoods and tents, and phototherapy light shields MD 78787 exp 26/01/2010
Audit Criteria – reference documents

· ISO 9001:2000

· MDD 93/42/EEC Annex II

· ISO 13485:2003

This visit report forms part of BSI’s partnership approach in the assessment of your Management System.

The assessment was based on random samples and therefore nonconformities may exist which have not been identified.

If you wish to distribute copies of this report external to the organization, then all pages must be included.

Conclusion

The action plan relating to the major non-conformity recorded at the previous assessment has been executed. 

The action plan raised in relation to the non-conformities recorded has been implemented.
Processes/Business Areas Assessed
	Opening Meeting – scope methods and changes

	Major N/C Investigation of root cause and extent of the issue

	Action Plan Completion and review of Effectiveness

	Internal Audit Process Changes


Commentary

The opening meeting was used to define the scope and methods of the assessment Root causes were previously reported in the action plan response. Completion of the planned actions was reviewed and is reported in the table below.

	N/C
	Area
	Action
	Evidence of Completion

	MG03
	CE labels: 
	Labels to be fitted to existing product in stock
	Stock in the finished goods store checked. Address and CE labels present.

	MG03
	Inserts
	Correct CE mark to be added into the User insert. 
	Inserts on products in finished stock sampled.

	
	
	All existing Inserts require checking and if necessary updating.
	Action recorded on the Intrastats system – no update required. Sample included CE and address.

	MG03
	Procedures: for all existing and future products
	Ensuring that where possible the statement  “add appropriate CE mark to product, packaging or Insert” will be added into updated procedures. Each procedure needs to be checked.
	The shipping system has been updated to include a prompt when picking orders. The prompt appears on the screen to indicate one of 4 options OEMCE/CE/CE0086 and None. 

The packing and labelling of the Oxygen Hood products has been defined.

	MG03
	Education of staff
	Discussion one to one; “Goods IN & Goods out”
	Staff are aware of the use of this system – no formal record of training retained for each member of staff.

	
	
	Complete company
	Staff are aware of the use of this system – no formal record of training retained for each member of staff.

	MG01
	Audits
	Regular audits to confirm system is operating correctly are being re-written to better reflect the introduction of the electronic and tracking systems
	Development of the audit process is still under way and revision planned for Dec 2007. The process is system defined. The system has been re-engineered and examples demonstrated the planning, delivery and reporting of internal audits performed since the last assessment.

	MG02
	Audit time table
	Generated by the system
	The audits are included in the calendar of “meetings” in Intrastats under the title “BSI Audit”.

	MG02
	Audit reports 
	Enabling all the required reporting to be accessible electronically. Will be triggered by the system time table
	Audit reports were demonstrated recorded in the system.

	MG01
	Annual management review.
	Being re-written to reflect the new system
	Audits have been included in the Management Meeting Topic list.


Number of Employees (covered by Registrations at sites visited)

13

Assessment Team

	On behalf of BSI the assessment was conducted by:

Magnus Graham
	The principal staff involved on behalf of the company were:

Derek Lamb


Next Visit Plan (Prepared in accordance with ISO19011: 2002)

	Date
	Time
	Assessor
	Business Area/Process

	TBA
	0900
	E Collins
	Opening Meeting – scope methods and changes

	
	0915
	
	Management System and Management Review and Internal Audits

	
	1000
	
	Complaints and Notifications

	
	1030
	
	Electronic Product Design, Purchase, Manufacture, Distribution and release
- Nerve Stimulators, oxygen monitors, pulse oximetry devices, temperature probes, APGAR timer and breathing monitors

	
	1300
	
	Lunch

	
	1400
	
	Sales and Administration

	
	1500
	
	Report Prep

	
	1600
	
	Closing Meeting


Please note that cancellation within 30 days of an agreed visit date will incur a cancellation fee equivalent to the full daily rate.

BSI Registered Logo

BSI registered firm logos are still in use and in the process of being updated.

Plan of Assessment up to and including the next Review

	
	Planned Month

Duration
	03/07

1 Day
	09/07

1 Day
	03/08

1 Day
	09/08

1 Day
	03/09

1 Day
	09/09

1 Day

	Business Activity
	

	Electronic Product Design, Purchase, Manufacture and Distribution

- Nerve Stimulators, oxygen monitors, pulse oximetry devices, temperature probes, APGAR timer and breathing monitors
	
	P
	
	P
	
	

	Cots and Cabinet Product Design, supply, manufacture and Distribution

- Headboxes, oxygen tents and phototherapy light shields
	P
	
	
	
	
	

	Gas Delivery Devices Design, Purchase, Manufacture and Distribution

- Resuscitators, respiratory valves and respiratory adaptors.
	
	
	P
	
	P
	

	Service and Repair
	
	
	
	P
	
	

	Sales and Administration
	
	P
	
	
	
	

	
	
	
	
	
	
	

	Management Review of Performance against Objectives and Policy
	P
	P
	P
	P
	P
	P

	Complaints and Notifications
	P
	P
	P
	P
	P
	P

	Action Management – Corrective/Preventive Action
	P
	P
	P
	P
	P
	P

	Internal Audits 
	P
	P
	P
	P
	P
	P

	Strategic Review
	
	
	
	
	
	P


Plan subject to change as circumstance demand.
Report Number

SMO 7059177
	Signed for on behalf of BSI
	Signed for on behalf of the client

	 FORMDROPDOWN 

	Derek Lamb

	21/03/2007
	21/03/2007


Regulatory Compliance
BSI conditions of contract for this visit require that BSI be informed of all relevant regulatory non-compliance or incidents that require notification to any regulatory authority.  Acceptance of this report by the client signifies that all such issues have been disclosed as part of the assessment process and agreement that any such non-compliance or incidents occurring after this visit will be notified to the BSI client manager as soon as practical after the event.
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