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SCOPE
This procedure is established to describe the system used within the company for the Control of Data and Information Analysis. It is used in conjunction with the individual sub procedures, which show the relevant information necessary. It outlines the methods established within the company for the analysis and interpretation of relevant data and information relating to he company’s products, services and systems. 
RESPONSIBILITIES
It is the responsibility of the Managing Director, to ensure that the contents of this procedure, and related procedures, are adhered to. It is his responsibilities to collate all the relevant information, as and when required, for analysis. He, together with the Senior Management, and others, as deemed necessary, will oversee and maintain the workings of this procedure.

ANALYSIS
The data, to be captured for analysis, is to be found in various places and in various mediums including intrastats and utilises basic statistical techniques where possible. The information register is used to identify the place and medium for the retrieval of information. Once the identification of place and medium is done, the information is retrieved. This is copied for use in the analysis. Where the information is in Intrastats then it will be processed and can be displayed as is required.

The responsible persons, as dictated in Intrastats, will ensure that reviews are undertaken regularly. At these reviews, all the information will be assessed for its potential impact on the product / processes / systems and any other areas as may arise. The information analysed, and the subsequent results will be brought to the attention of those persons in the relevant departments. Where resulting actions are required, then these are detailed on a non-conformance report.

Resulting actions could be in the form of possible re-training, design change, system change, marketing re-strategy, procedural change etc. Whichever form it takes, any and all actions taken will be recorded and subsequently checked for compliance.

All analyses and subsequent actions, having been recorded will be collated, for presentation at the management review, and further actions if required.

Applying Statistics to Viamed products.
Statistics weren't made to be difficult. They were made to solve problems, and to answer questions, 
Statistics can mean different things in different environments.

eg a 20% failure rate out of the box for domestic products is not so important as a single failure out of the box for a medical component urgently needed.  The domestic products can be sample tested whilst medical products should ideally be 100% tested.

This becomes of vital importance when the failures are analysed. 

eg. An oxygen sensor sold in the 100.000;s to single customers in units of one. 

The failure rate is 0.01 % under warranty (12 months) and almost zero out of the box. However a diver pays £5,000 for a dive trip, of 5 very deep dives where rebreathers are essential. On assembling his equipment he has an exhausted sensor. The replacement fails out of the box. The site is remote and there are no replacements so he cannot dive. He has 100% failure at a cost of £5k.

If this is translated into medical products only 100% Quality assurance reduces the chances of this occurring. QA should therefore be 100% giving an extremely low chance of a field failure.

Failures therefore can be divided into two and both can be covered by Post Market Surveillance

The subject of complaints
In an ideal world all equipment will be subject to recorded QA  and not released until it passes.

If all the components are subject to QA the only reason for failure must be manufacturing or assembly. Complaints would then be restricted to adverse wear & tear, abuse, or incorrect use.

As complaints in Viamed companies are in the area of one per month, failure statistics are irrelevant as they are discussed singly in the PMS .

Component failure in equipment
Equipment containing components supplied by other manufacturers are dealt differently.

Most manufacturers produce Mean Time Between Failure (MTBF) figures for individual components. As Viamed is such a small buyer of these components it can be assumed that failure is either due to underspecification or the equipment being used incorrectly.

Every instrument manufactured by Viamed. Is 100% tested before despatch.

The results of all repairs are recorded and analysed in the PMS.

The only applications of statistics required is the total failure rate and individual component failure rates.

1. It is possible to visually see any increases in failure rate in the PMS on every product
This is easily checked against sales. Is there more being sold?
Is it age?. Do failures increase after time of use?.
Are failures due to time of year (diving season or increase in winter diseases)?.

2. Any gradual increases .This is more likely to be increased sales

3. Any sporadic increases. This could be incorrect use or change in user protocol

4. It is easy to set a threshold figure 1%;2% 5% to trigger an internal warning that something 
unusual or unforeseen is happening.

Standard advanced statistical techniques will be used by specialists for new products requiring data analysis prior to manufacture or as the result of Clinical trials. The data will be presented in formats required by the authors of papers or relevant bodies.


Conclusion

There is no reason currently to employ any advanced statistical techniques internally except percentages and means. 

5. If the company changes it is unlikely but not impossible that 100% QA and testing may be replaced by batch testing during QA. In this instance new statistic techniques will be introduced.
FEEDBACK
The five main mechanisms used, within the company, for analysing feedback from the customer are as follows:

· Complaints – analysed on an ongoing basis

· Non Conformities  – analysed on an ongoing basis

· Repeat Orders – Information is in Intrastats

· Surveys – Mailshot responses, customer feedback

· Internal Reports – Regular meetings, Intrastats reports

Certain reviews can provide information for presentation at the annual Management Review Meeting. Other reviews can provide valuable information for further dealings with the customers. The sales team will always be cognizant of results, from these reviews when dealing with customers.
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