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WARNING LETTER

Ken M. Peters, President
World Diagnostics, Inc.

16250 N.W. 59" Avenue, Bldg.
Miami Lakes, Florida 33014

Dear Mr. Peters:

During an inspection of your firm located at 15271 N.W. 60" Avenue, Suites 107 and 201, on
January 29 through February 1 and 5, 2001, FDA Investigator Bill Tackett, Jr. determined that
you purchase and distribute the Smart Check TB, Smart Check Strep. A, Smart Check
Cotinine, Smart Check/Strip Opiates, Dengue IgM and IgG Double Spot, Anti-HAV IgM EIA,
HIV Serum Plasma Double Spot, Fecal Occult Blood Slide Test, HIV 1 & 2 ELISA and other
invitro diagnostic test kits, which are devices within the meaning of section 201(h) of the
Federal Food, Drug, and Cosmetic Act (the Act).

The inspection determined that the IVDs referenced above are in domestic commerce because
the IVDs are sold by your firm to distributors in the United States. Therefore, the IVDs are
adulterated within the meaning of section 501(f)(1)(B) of the Act in that they are Class I
devices under section 513(f) of the Act, and there are no approved applications for premarket
approval in effect pursuant to section 515(a), or approved applications for investigational
device exemptions under section 520(g). '

The exportation of Dengue IgM Double Spot, Anti-HAV IgM EIA to (NGNS -d HIV
1 & 2 Antibody Elisa and HIV Serum Plasma Double Spot to is also in
violation of the FD&C Act. The requirements of section 801(e)(2)(C) are not met since you did
not receive permission from the Food and Drug Administration to export the devices. In
addition, the requirements of section 802(b)(1)(A) are not met since you did not obtain valid
marketing authorizations in these countries or any listed country.

You are in violation of section 802(g) of the Act since you failed to comply with the
requirements outlined in the Act, in that simple notification was not provided to the Secretary
identifying the devices and the country to which such devices were being exported when the
exporter first began to export the devices to a country not listed in Section 802(b)(1)(A)(i) or (ii)
of the Act. For example, you ship to several unlisted countries such as W o d
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8. Your firm failed to identify by suitable acceptance procedures that all products
received conform to acceptance criteria as required by 21 CFR 820. 86. For
example, no Certificate of Analysis is obtained for product dropped shipped to other
distributors or customers (FDA 483, ltem #s 3 &12).

9. Your firm failed to ensure that all inspection, measuring and test equipment is
suitable for its intended use and capable of producing valid resuits as required by 21
CFR 820. 72. For example, there were no records documenting calibration and
maintenance of monitoring and storage equipment (FDA 483, ltem #19).

10.Your firm failed to establish and maintain procedures for control and distribution of
finished devices to ensure that devices whose fitness for use or quality deteriorates
over time, during shipping, or because of shipping conditions are not distributed as
required by 21 CFR 820.160. For example, there are no procedures or controls in
place to assure that temperature sensitive devices are not compromised during
shipping and handling (FDA 483, Item #21).

11.Your firm failed to adequately train all personnel and keep training records current as
required by 21 CFR 820.25(b). For example, personnel assigned to quality control,
production, receiving and shipping were not aware of recent packaging changes
(FDA 483, Item #13).

12.Your firm failed to establish and maintain adequate Device History Records (DHRs)
as required by 21 CFR 820.184. For example, there were no DHRs generated from
1997 to August 2000 (FDA 483, Item #5).

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to each requirement of the Act and regulations.

Federal agencies are advised of the issuance of all Warning Letters about devices so that they

may take this information into account when considering the award of contracts. Additionally,

no premarket submissions for Class Il devices to which the QS/GMP deficiencies are

reasonably related will be cleared until the violations have been corrected. Also, no requests

for Certificates for product export will be approved until the violations related to the subject
devices have been corrected.

You should take prompt action to correct these deviations. Failure to promptly correct these
deviations may result in regulatory actions being initiated by the Food and Drug Administration
without further notice. The actions include, but are not limited to, seizure, injunction, and/or
civil penalties. We are in receipt of your written response dated February 16, 2001 addressing
the Inspectional Observations (FDA 483) issued to you during the inspection. We have
reviewed your response and found it to be inadequate because it fails to provide specific
corrective and preventive action and there is no documentation provided showing the specific
corrections that have been established and are currently in use.
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