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/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
C al 243

Food and Drug Administration

555 Winderl Pl., Ste. 200
FEDERAL EXPRESS Maitland, FI 32751

WARNING LETTER

" FLA-01-83

September 13, 2001

Stuart K. Baker, Vice President -
Clearwater Colon Hydrotherapy

4451-A South Pine Avenue

Ocala, Florida 34480

Dear Mr. Baker:
During an inspection of your establishment located in Ocala, Florida on August 8, 2001,

FDA Investigator Ronald T. Weber determined that your establishment is a
manufacturer and distributor of colonic irrigators, which are medical devices as defi ned

. by Section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act).

Under the Federal Food, Drug, and Cosmetic Act (the Act), the products that your firm
manufactures are considered to be medical devices that are used to diagnose or treat
medical conditions or to affect the structure or function of the body. The law requires
that manufacturers conform to the Quality System (QS) Regulation for medical devices,
as specified in Title 21, Code of Federal Regulations (CFRY), Part 820.

The above-stated inspection revealed that the devices are adulterated within the
meaning of Section 501(h) of the Act, in that the methods used in, or the facilities or
controls used for manufacturing, packing, storage, or installation are not in conformance
with the Quality System Regulation for medical devices, as specified in Title 21, Code of
Federal Regulations (CFR), Part 820, as follows:

1. Your firm's management with executive responsibility has not ensured that an
adequate and effective quality system has been fully implemented and
maintained at all levels of the organization, as required by 21 CFR 820.20.
For example, there is no established Quality System except for production
and testing procedures (FDA 483, item #1).

2. Your firm failed to establish and maintain procedures for conducting quality
audits, as required by 21 CFR 820.22. For example, there are no written
procedures for conducting internal quality audits and none have been
performed (FDA 483, ltem #2).
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