BUSINESS ASSURANCE

EUROPEAN UNION DIRECTIVES TRANSCRIPTION
Welcome to the businessassurance.com podcast on EU directives. My name is Neville Hopson. With me is Simon Emeny who is the Product Conformity Manager at Lloyds Register Quality Assurance (LRQA). Simon lets get started, tell me please what does a Product Conformity Manager do?
Well as the Product Conformity Manager, my responsibility is for the Lloyds Register Group’s product certification schemes. I make sure that we have both authorisation to deliver certification and that we deliver certification that satisfies our customers needs. The main sorts of things that I am involved in are things such as European Directives, but we have some other type approval schemes as well. 

Okay, thanks very much, that sets the scene for what we are going to talk about here which is EU directives. I think it might help people listening to understand it, to know exactly are they, what are EU directives? 
Ostensibly Neville, EU directives are a European legal framework. The member states of the European Union are established such that they have a European parliament and the European parliament sets a directive which is a direction that the community will take. The European directive is then taken in by each member state and made their national law, but each national law is based on the same directive and so is the same. We call them EU directives so that we don’t have to think about 25 different member states’ regulations, but they all implement the same legislation. 

Got you, okay that helps understand it. So in terms of relevant to individuals to people and businesses, how do broadly speaking, such EU directives affect people and their daily lives, personal and business?

Well if you think about, I mean the European Union started off in 1957 with something called the Treaty of Rome that was based on four freedoms. The freedom of movement of people, finance, goods and services. So people may have heard of the European Central Bank, the European parliament and the European Courts, all of those are one part of this wider European framework. Now the sorts of directives that we will talk about later are effectively what are called product directives. If you were to go to a certain fast food chain and purchase a happy meal for your children or nephews, if you were to look on the label, you would find that it had got a CE mark, CE standing for Conformity European. That CE mark means that the toy in the happy meal complies with the European directive. If you take the back off your mobile phone, you will see on the back of it or on your iPod, if you are listening to this on an iPod, you will see that they have got a CE mark. That CE mark means that they comply with a European directive and that European directive ostensibly ensures that the product meets a minimal level of safety that is acceptable across all of the EU member states. 
You see European directives that also cover motor vehicles, people may have heard of the straight bananas episode up in the North East of the UK that was all ostensibly related to a European directive. And there is a current European directive going through about weights and measures to, but the UK has got a dispensation to allow it to maintain or retain miles rather than converting to kilometres. So all of these things affect people in their everyday daily life and it is really legislation from Brussels. So EU directives, that’s what they affect, the CE mark is one version that ensures that a product has a certain level of safety and safe use. 
Okay, I mean that’s a good explanation, I didn’t know that myself Simon about the CE mark, and that’s probably the one that’s the most visible to people generally. Is it applied just on some of the examples you mentioned, or is it across the board for anything you can think of, where would you find a CE mark generally these days?

I mean the CE mark is associated with what are called “new approach” European directives, those new approach directives came in in 1985. Before 1985, or before legislation that was written after 1985 it wasn’t a CE mark that was used but it was some other form of European mark, on aerosols for example they have an Epsilon, the letter Epsilon which does the same thing. If you were to look at, should you be lucky enough to go on a cruise, if you were unlucky enough to have to use the life jacket, then you would find that that would have a mark of a ships wheel on it, that is another European product conformity mark that does the same as the CE mark. 

So, the CE mark appears on everything from mobile phones as I’ve said, it covers what are called medical devices, so that can be anything from a wheelchair through to a replacement heart valve. It covers in vitro-diagnostics which can be pregnancy testing kits, through to HIV test kits, and it covers machinery - if you were to buy yourself a nail gun and a compressor to run that nail gun, then you would find CE marks on both. 

Okay, thanks for that. So the CE mark is then one EU directive or related to that. What are the biggest, is that the biggest one or is this just one example of many? 

As I said, the CE mark is for directives based on the new approach, so the biggest one of those to hit industry in the last ten years has been, in the last ten years has seen something called the pressure equipment directive which affects the pressure manufacturing industry, pressure vessel and assembly manufacturing industry. There is also the machinery directive which is a large one. Probably the biggest one for anybody involved is either the Low Voltage or EMC, which is Electro Magnetic Compatibility directives. Both of those require CE marking and they cover everything from the laptop and mobile phones through to a ventilation fan, pretty much anything that takes power. The other one that is now coming in that’s getting a lot bigger, is one that’s called the Construction Products directive. And that will cover just about anything that goes into the construction industry which is from acoustic ceiling tiles to plasterboard, wallboard and it will also cover things like road restraint systems which colloquially are called crash barriers that you will see on the side of a motorway or a highway. 
So lets say I’m a manufacturer and I’ve got a product that I want to sell in the European Union, I may or may not be based in the EU, but I am selling my products in the EU and any one of the states. How do I CE mark, what’s the procedure, how do you go about getting certified with this mark? 

The first thing we have to do is identify what’s known as a manufacturer, and the manufacturer is the person who is going to actually going place the product on the European Union market in their name. The second thing that we have to do is identify if there is actually any EU directive that applies to the product, because although there are many European Union directives and there something like about 25 or thereabouts directives covering specifically products, it may not cover your particular product. If it doesn’t cover your particular product then the chances are you would have to apply member state legislation for each member state that you want to sell it in to. But assuming that we have a directive that covers your product, and we can identify who the person taking responsibility for placing it on the market is, and if you are outside the European Union, you may look to have a European Agent, or what’s known as an authorised representative. Then we would take the directive that covers your product, and the first thing that we would do is look at the requirements of that directive which is usually contained in what’s known as Article 1 of the directive, and look to see whereabouts in the directive your product falls. 
So, for example, if we were to take a gas barbeque, that’s one product that you can buy, probably not the right time of year as we are talking about this just close to Christmas, but should you go and purchase a gas barbeque or even a gas fired heater, then the European directive that covers that is for appliances burning gaseous fuels. Depending on the output of the product and therefore the level of risk associated with it, the manufacturer would have to follow a certain what’s called conformity assessment route, otherwise known as a module. And what that module does is it dictates a level of third party intervention. Now we start with the most simple model, or module, which is for a simple model of equipment with a low associated risk, or perceived risk, and that maybe what’s called a manufacturers self assessment. Now in that case the manufacturer follows what are called the essential requirements, or the essential safety requirements, or the essential Health & Safety requirements depending on the directive, and the manufacturer follows those and ensures that he addresses each individual requirement. He may be able to use something called a “Harmonised European Standard” for that, and a Harmonised European Standard is one that’s published by CEN, which is the European Standardisation Body and contains what’s called an Annex Z or ZA and in there it lists the directive that it’s harmonised for. So they may be able to follow a Harmonised Standard or they may decide to use some other means to meet the essential requirements, including using another well recognised maybe non-European standard. 
Once the manufacturer has addressed all of these essential requirements, if it’s for a self certification route they can declare conformity themselves. If it’s a higher risk product, then the manufacturer needs to employ what’s either called a “Notified Body” or an “Approved Body” and what that body does and the collective term is a Conformity Assessment Body, what that body does is it assesses the conformity of the manufacturer’s product using a range of different methods. They can use either what’s called “Type Examination” which is where they review design documentation and physically test a sample of the product. They could use a design examination route without testing the product, or they could use a Quality Assurance route. And the quality assurance route will assess the manufacturer’s management system to see how it addresses the requirements of the directive. 

Once that initial stage is satisfied, then again, depending on the risk of the product, the manufacturer may need to call in that conformity assessment body for each batch of equipment that they manufacture, each individual item that they manufacture, or to regularly assess the management system in a surveillance approach. What that means is that at the end of it the manufacturer is allowed to place an identification number, which is particular to their conformity assessment body, on their product. So, for example if you were to go and purchase your gas barbeque you would find a CE mark on it and next to the CE mark would be a four digit number.  And we are currently up in the, there are several thousand conformity assessment bodies that have been appointed across Europe for a wide range of different directives in every member state, and so you would be able to put that four digit notified body identifier on your product if you are notified body was satisfied with your system. 
And then you would place your product on the market and sell it. The result of sticking the CE mark on your product is that you are saying that it complies with all applicable European directives and if there is a problem with your product, the member state will both come back to you as the manufacturer or if you are outside Europe to your authorised representative, and also come back to your conformity assessment body which they will take from the four digit identification number and be able to address any safety concerns with your product in that way. 

So one of the advantages and benefits of this from both the consumer and the manufacturer’s point of view, is that perception of trust, quality, all those things. Is that do you think an important consideration with this kind of structure in place?
What they basically are intending to do is give a minimum level of safety, and a minimum level of satisfaction to both the regulators in the member states and to the consumer. It also as you say, gives the manufacturer a level of satisfaction in the quality of their product as well, but it is a minimum level, it doesn’t stop people from doing more, and it does mean that the product has been in someway checked and tested. 

So, if, I mean I have noticed in certain motorcycling magazines that people claim that their armour in their protective gear is CE approved armour, and this makes it better. Well actually, CE approved armour means it meets the minimum European standard, it doesn’t necessarily make it better, but it certainly means that it meets a minimum safety level, which if it didn’t meet that safety level it obviously wouldn’t be as good as the stuff that does. 

So if you are a manufacturer selling a product in any European Union country, you have got the advantage of something that applies in a single go throughout that whole market. Is that the same, or are there differences if you were trying to do this in the United States for instance, or in Asia. What would you say to that Simon?
Well where we are at Neville is obviously the United States has got fifty states compared to the twenty odd in the EU and clearly they are a much larger trading block. In the USA you have normally umbrella legislation to cover the safety of products that then has different state interpretations compared to the member states in Europe. So if you were in the US and you were selling a piece of pressure equipment for example, you would comply with something called the American Society of Mechanical Engineers Boiler and Pressure Vessel Design Code, but you would have to apply to the state jurisdiction, so if you were to sell it into Louisiana there would be different requirements to if you were to place it in to Houston, Houston in Texas, there would be a similar level of safety, a minimum level of safety, but there are state interpretations that can be placed upon  it. 
If you were to go out to Asia, there are not really a coherent set of requirements in Asia. So, if you were to take a medical device out in Asia, Hong Kong have got different requirements to Taiwan, who have got different requirements to China, or Singapore. I suppose the only one down in what I think of Asia which includes, to me Asia includes Australia, is that if you go down to Australia, they do have a recognition of European directives down there through what’s called the mutual recognition agreement that they have with the European Union. So if you were to wish to sell your products down into Australia, and New Zealand for that matter, you would be able to for certain products, use a European Union approach and then they would still be placed on the market down in those countries using your EU compliance. 

So we have spent a bit of time talking about the CE mark, but one of the things, one of the topics in the Business Assurance.com podcast in other podcasts previously, a lot of commentary about climate change and I’m wondering what directives apply. Are there directives applying to emission trading and climate change initiatives, what’s going on in that area Simon? 
We have got in the EU an Emissions Trading Scheme directive. What that basically is, is it’s a set of requirements that are verified by a third party and there’s verification of data and of what’s called an emissions report produced by certified companies. Phase One of that will finish in March 2008 and Phase Two, there’s an overlap, so Phase Two starts on 1 January 2008 and runs until the 31 December 2012, though verification is allowed to finish in March 2013. So there is a European directive, a suite of them, but probably the most common one is what’s known as EUETS, which is the European Union Emission Trading Scheme which covers greenhouse gasses, and other forms of emissions. 

And I guess really, to try and understand, what relevance is that. What impact does that have on individuals and business, the fact that there are directives covering this area?

As far as individuals are concerned, its part of a wider picture, so it doesn’t perhaps impact on an individual in quite such a major way as it impacts on the larger companies that are required to comply with this. I am sure everybody has heard of carbon credits and carbon footprints, in fact there have been various advertisements on, certainly on UK television that have covered carbon footprints. And I think, any of us who indulge in international air travel will have seen the adverts in the airports for how people are making travel greener, or trying to with the carbon credit thing. So it affects us in that sort of way, in that we visually see it as individuals and our service providers if you like, the companies that are providing us with products, have to comply with the legislation or can comply with the legislation, in order to reduce both their carbon footprint and the costs associated with producing emissions. 

I think a final question for you Simon would be a forward look, a look in to the future, with regard to EU directives. Ones being talked about, changes that might come, new things that we ought to be paying attention to, what’s your look into the future for directives?

As I said at the start Neville, directives are basically a European legal framework, so they cover many many different things. There are European Working Time directives, so employers need to be aware of the changes in the working time directive, and recently in the media there have talks about the inclusion of agency staff in working time directives, so that’s one form of directive that we need to be aware of that impacts on our business, though not necessarily on the product that we produce, which is the area that we have been talking about mainly. For products, there are some changes coming up to the European Union Medical Devices directive, there are some forward looking changes to both the Pressure Equipment directive and in 2009 there will be some changes to the EU Transportable Pressure Equipment directive that may even effect sport divers, so people who are into sub-aqua, the tanks that they use have already had the legislation changed in some member states, and they are looking to change it again with the transportable pressure equipment directive changes. 
And, I mentioned the Construction Products directive earlier on, and that one is increasing in its scope so that we have currently got a lot of products such as bricks and window frames, concrete covered, they are moving on to cover things like reinforcing bar for concrete, they have just expanded the asphalt or bitumus mixtures part of it, and they are moving into various other types of road furniture. So anybody who is involved in construction needs to be aware of that one because it is changing, there have been a few hiccups with it recently in fact, and they haven’t been publishing the standards as quickly as they at first intended so certainly the start of 2008 into the middle of 2008 I would expect to see at lot more standards under the construction products directive and if people aren’t quite aware of that one moving on, that can creep up and catch people selling that sort of product unaware. 
But the EU, it’s not long got a lot bigger and as a result of it getting bigger, there’s an increased scrutiny on the directives and the regulatory framework that’s out there, so it’s certainly a topic that will keep impacting on business into the future. 
Terrific Simon, thank you very much indeed for your time. 

You are very welcome Neville, good to speak to you. 
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