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March 25, 2010
Re: Open Public Hearing at the March 25, 2010 meeting of the FDA/CDRH General and Plastic Surgery Devices Advisory Panel
Location: Hilton Hotel, Gaithersburg, MD

Presented by: Jerry Deveney, Executive Director of Sales

JK North America is one of the largest manufacturers of commercial indoor tanning equipment in the United States.

Our company built its first tanning bed in 1979, in Jonesboro, Arkansas. Since that time we have manufactured more than 200,000 indoor tanning systems and devices.

More than 10,000 commercial locations throughout North America feature at least one of our machines and millions of people use our tanning systems every year.

Throughout our 30+ years of equipment manufacturing we have complied with every FDA regulation and guideline regarding the proper manufacturing and testing of indoor tanning systems.

We maintain our own in house engineering facilities and utilize state of the art testing and measuring equipment to ensure compliance.

As an added safeguard, we utilize the services of FDA recognized independent laboratories to verify our results and ensure accuracy.

During the past 30 years we have proactively sought the guidance of the FDA in matters of compliance, testing procedures and validation processes.

We have met with members of the FDA and various governmental committees on numerous occasions and presented our positions in the belief that they would contribute to the development of fair and balance regulations.

For example, we believe that the viewpoints and opinions expressed by our company to the 27th meeting of the TEPRSSEC committee meeting in June of 2000,  were crucial in the government’s decision to continue its policy of ‘recommended exposure schedules’ as opposed to the mandatory language suggested by some members of the committee. 

This decision, in turn, prevented millions of dollars in frivolous lawsuits and potential liabilities for state agencies and employers throughout the country.

In addition, we frequently meet with state and local regulators on issues of regulation and compliance and have maintained an open door policy to ensure unbiased transparency.

To further ensure that every precaution is taken to limit the risk of overexposure, we have spent millions of dollars in the development of an on-board, computerized sensory device that photo-optically measures erythemal sensitivity. 
This device then precisely calculates the recommended dosage of UV in accordance with the individual’s erythemal sensitivity. The tanning system then delivers output accordingly.

Currently, salons use an effective, albeit subjective approach to manually determine skin types and the appropriate length of each individual tanning session.

This advanced device virtually eliminates the risk of human error – while also ensuring that the maximum output of the tanning system never exceeds that allowed under FDA regulations.

As you are aware, our industry, while often under attack by the media and those who seek their own financial gain at our expense, has recently been the subject of increased scrutiny and unfair taxation. 

At this crucial time in American history, when every job is important and every week of employment makes the difference between keeping a home, feeding a family and providing health care for loved ones, we ask that you carefully weigh all options before imposing any additional regulations on our industry that might lead to Americans losing their jobs and experiencing severe financial hardships.

JK North America employs 140 people full time in the small town of Jonesboro, Arkansas.  We contribute up to $8,000,000.00 each year to the local economy. Thousands of additional jobs statewide and perhaps hundreds of thousands of jobs throughout the United States are dependent on companies such as JK and the others represented here today -- remaining a viable part of the American economy.

The imposition of additional regulations, such as the reclassification of our products, while perhaps well intended, send a negative signal to the general public and the business community at large.

Those who may be considering opening a new business or expanding an existing business using our products and services will hesitate – concerned that the Federal Government is out to restrict fair trade.

Such actions and the air of uncertainty they create -- lead to layoffs, unemployment and financial hardship for thousands of people.

We ask that this committee consider the long reaching impact that their decisions will have on the average American worker and family before recommending any changes in regulatory policy -- and in all cases use fair and balanced judgment.

Thank you,
Jerry Deveney
1-870-268-2770

Jerry.deveney@jkamerica.com








