EPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
alo Ao
Food and Drug Administration
Center for Devices and
Radiological Health
WARNING LETTER 2098 Gaither Road
Rockville, MD 20850
oCT 12 2001 VIA FEDERAL EXPRESS

Mr. Patrice Luneau
General Director

Luneau S.A.

B. P. 252, 28005 Chartres
France

Dear Mr. Luneau:
During the Food and Drug Administration's (FDA) inspection of your firm, Luneau

Gynecologic S.A. at 1 Avenue De Malaguet, Prunay Le Gillon, France, from June 18-21,
2001, our investigator determined that your firm manufactures optometry products, sterile

disposable curettes, and obstetric examination chairs. These products are devices within the

The above-stated inspection revealed that these devices are adulterated, in that the methods
used in, or the facilities or controls used for the manufacture, packaging, storage, or
installation are not in conformance with the Quality System Regulations, as specified in
Title 21, Code of Federal Regulations (21 CFR), Part 820, as follows:
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As a manufacturer of medical devices, you are obligated to meet the requirements of the
Medical Device Reporting (MDR) regulation of 21 CFR, Parts 803 and 804. The inspection

revealed the following violations of 21 CFR § 803 of the MDR Kegmauon'

1.  Failure to deveiop, maintain, and impiement MDR procedures as required by

21 CFR § 803.17. Specificaily, You have not established MDR procedures to ensure
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compliance with any of the requirements of MDR, Parts 803 or 804 which includes a
standardized review process for identification, communication, and evaluation of evenis which

meets the criteria for reporting.
2. Failure to establish and maintain MDR event file
You do not have an MDR file, which is prominently
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This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to e,ach requirement of the Act and regulations. The
specific violations noted in this letter and in the FDA 483 issued at the close of the inspection
may be symp omatic of serious unde lvmg Droblems in your firm's manufacturmg and quality

must promptly initiate permanent corrective actions. Federal agcnmes 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.
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