April 22, 2010
Greetings Ear Coning Friends & Advocates,
As some of you may know, the United States Food & Drug Administration (FDA) and Health Canada have been pursuing regulatory actions against ear candle manufacturing, marketing, distribution and use for a decade or more. 

In February 2010 the FDA declared Ear Cones a “medical device”.  No ear cone manufacturer is in compliance with the regulatory rules regarding medical devices.  14 of the largest Ear Cone manufacturers were issued warning letters about non-compliance with this category.  At this point, a temporary injunction was issued to halt the FDA’s action against this industry.

Ironically, the FDA’s recent move to classify Ear Cones/Candles as a medical device is in direct opposition to their previously clear statements that “Ear Candles have no medical value.”  How can it then be that Ear Cones are medical devices that have no medical value????  This is a flawed policy which only benefits the pharmaceutical industry, which is yet another example of big government controlling more non-copyrightable holistic options.  When used properly, ear cones/candles are a safe and beneficial holistic product for those seeking a natural alternative to prescribed medication.
As a result of these FDA actions, we have organized a petition to try to permanently stop the FDA’s targeting of Ear Coning.  We believe that this home remedy is a part of our personal freedom and want to keep this option available for users of ear cones.

We urge you to sign this petition.  There is an online option whereby you can sign at the following website:

http://salsa.democracyinaction.org/o/568/p/dia/action/public/?action_KEY=2521
You can also print a copy of the attached document to have a hard copy of the petition for posting with you customers and clients, as well as asking friends, family and others who are sympathetic to keeping the availability of this home remedy.   (Return signed petitions ASAP to:  Dr. Harmony, 3318 Highway 5, # 410, Douglasville, GA .)
If we can reach our target of 1 million signatures, we believe that we can be victorious!  Please help us reach this goal.  Success will mean that we’ve managed to preserve this industry, keep your sacred right to use and sell ear cones/candles and save thousands of jobs!
A little background….
Out of the approximate 50 million ear cones/candles sold there are only 5 Adverse Event Reports, 2 of which claim ear candles are a hoax, and only 3 reports of damage to the ear.  Oddly enough, the manufacturers were not contacted regarding these incidences.

The FDA’s Adverse Event Reporting Data Files search engine and found 5 AER’s, 2 of which were not injuries.   Nevertheless, these are recognized risks and concerns that require responsible use of any ear candle product. The FDA’s Adverse Event Reporting Data Files are located at this website address.

http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/ucm124064.htm
The FDA’s basis is Dr. Seelys’ “Study”, which is merely an early 1990’s survey (not a study) of a handful of ENT’s.  This is the FDA’s ONLY documentation to support unsafe claims.  
What the Ear Cone/Candle Industry is doing….

Several of the Ear Cone / Candle manufacturers have established the first ever Ear Candle Alliance to achieve the following:

· Launch an organized and unified response challenging the FDA and their unsupported assertions.  Done:  Injunction filed!

· Unilaterally petition the FDA for proper categorization of Ear Cones/Candles.

· Establish a self regulating manufacturer alliance, requiring all ear candle/cone manufacturers to adhere to strict quality controls, guidelines, practices and policies.
If you have questions or need further information, please feel free to call me at 508-399-9912.

Thank you and Kindest Regards,
Linda Dumes

Sacred Essentials
44 Carleton St., Attleboro, MA

508-399-9912

SacredEssentials@comcast.net
