Changing NOTIFIED BODIES ISN’T AS HARD AS YOU MIGHT THINK

Nashua, New Hampshire, January 28, 2009 – You know the old saying – “If it ain’t broke, don’t fix it.” But for those in the business world the saying is more like “No matter how bad the level of service is, we can’t risk changing providers.” And nowhere is this truer than in the Medical Device industry where the relationship between manufacturer and its auditor or Notified Body is often strained.

“If you have a lawyer who doesn’t return your calls, or an accountant who misses key filing deadlines, you should fire them,” says Chris Morrell, Vice President of the National Standards Authority of Ireland (NSAI). “But when it comes time to cutting ties with the Notified Body that handles all of your various management systems and product approvals, most companies would rather suffer through a bad relationship than make the change. Companies seem to think that the potential for business disruption and delays that may come from a change in providers outweighs the ongoing headache. This is simply not the case if the change is done correctly.”

This is not to say that switching Notified Bodies is always an easy task and something that should be done without careful consideration.  However, it can be done and a well planned transfer can be relatively painless. The first step, after considering a change is to contact new potential Notified Bodies to see how they approach transfers.

“As with any major buying decision, it pays to shop around and determine which Notified Body best meets your needs and priorities,” says Morrell. “Some Notified Bodies have special programs to help with the switch and others may not be as experienced.” 
Morrell says you should ask the companies to explain the best approach for your particular situation, the most beneficial and cost effective time frame and what guidelines you’ll need to follow. Some companies, like NSAI with their SimpleSwitch service, have a special program in place to help make the change efficient with minimal risk. A common misconception is that the easiest time to change is towards the expiration date of your certification.  This is simply not true and this timing may not be practical for your business needs. 
After you have identified the right Notified Body, the next steps depend upon what type of certification or registration you have.
“For example, if you’re looking to transfer a site registration, such as ISO 13485 /CMDCAS, the new Notified Body will have to review certain Quality System and previous audit documentation in addition to a possible on-site visit. “For CE certificates, the process can vary greatly and this is where a close working relationship is key. At NSAI, the majority of our transfer clients prefer to meet with us face to face and develop a detailed transfer program together 

This not only minimizes the chance for misunderstanding, but also gives them a greater level of confidence in the process and make the transfer much more comfortable for all involved.

You also are under no obligation to transfer all of your products and certifications to a single Notified body. The transfer program will detail which products (sometimes it is just new products) will be transferred and detailed steps and timeframes from the initial submittal to the final approval. 
When defining the timeframe, you will also need to evaluate issues surrounding labeling, packaging, products already prepared for shipping etc. You need to work with the new Notified Body to align all of the appropriate cut off dates. “So the solution is figuring out when the transfer will take place and then making the change on the device marking. For example, all products up to a certain date and batch will show Notified Body number XX and then once the transfer takes place, the products will have Notified Body number YY.” says Morrell.
This is the trickiest part of the transfer process because the manufacturer must decide the optimal time to change and coordinate any possible dies, labeling or packaging that will be to be changed. 

“Of course with any change, nothing can be done if there are outstanding product issues that remain unresolved,” says Morrell. “A company may want to change Notified Bodies in the hopes that they’ll be able to leave product issues behind, but that can’t happen. Before anything is ever finalized, the new Notified Body will have to contact the previous Notified Body and verify there are no unresolved product issues that may delay or derail the process.“  

So if your Notified Body isn’t delivering the level of service and you want to give your company the greatest competitive edge, should you make the switch? Is it going to cause more headaches than it prevents? Morrell says it all boils down to what works best for your company – not only for today’s needs but also for the ever-changing marketplace.
“While it may present a little more effort in the immediate timeframe, to me it makes more sense to fix the situation now and avoid the future problems,” says Morrell. “The medical device industry is so competitive that every day you can get your product into market ahead of your competition often means greater market share.  To imagine that a company would risk this instead of finding a Notified Body that better fits their needs is beyond my comprehension. My advice is if you’re not happy and you’re having problems getting your certifications, it’s probably time to start exploring other options.” 
About NSAI

For over 50 years, the National Standards Authority of Ireland has been offering a full range of services relating to Management Systems Standards and Certification Services throughout the world. The company specializes in medical device, aerospace and environmental certifications and its SimpleSwitch program allows companies to easily change Notified Bodies to NSAI. For more information visit www.NSAIinc.com or call 603-882-4412.

