










DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

BLOOMINGTON, IN  47402-0489

Dear Mr. Scott Williams, MS, RAC:

The corresponding medical device tracking regulations, found in Title 21 Code of Federal
Regulations (CFR) Part 821, are intended to ensure that tracked devices can be traced from the
device manufacturing facility to the person for whom the device is intended when patient
notification actions under section 518(a) of the Act, 21 U.S.C. § 360h(a), or device recall
actions under section 518(e) of the Act, 21 U.S.C. § 360h(e), are ordered by the FDA.  The
device tracking requirements for exemptions and variances; system and content requirements
of tracking; the obligations of persons other than device manufacturers; records and inspection
requirements; and confidentiality requirements, which were published in the Federal Register
on August 16, 1993, remain in effect.  (21 CFR sections 821.2, 821.25, 821.30, 821.50, 821.55
and 821.60)

P140016
SYSTEM, ENDOVASCULAR GRAFT, AORTIC ANEURYSM TREATMENT (MIH)

Mr. Scott Williams, MS, RAC
COOK MEDICAL INCORPORATED
750 DANIELS WAY

Re:

You are notified by this letter of your obligation to adopt a method of tracking for the device
referenced above, as authorized by section 519(g) of the Federal Food, Drug, and Cosmetic
Act (the Act), 21 U.S.C. § 360i(g).  The implementation of section 519(g) of the Act requires
the Food and Drug Administration (FDA) to issue an order to manufacturers when FDA
determines that a person who manufactures and distributes a device meets the relevant
statutory requirements and that tracking is required to protect the public health.  This order is
effective immediately.

Section 519(g) of the Act states that FDA, “may by order require a manufacturer to adopt a
method of tracking a class II or class III device—

(A) the failure of which would be reasonably likely to have serious adverse health
consequences; or 
(B) which is—

(i) intended to be implanted in the human body for more than one year, or
(ii) a life sustaining or life supporting device used outside a device user
facility.”
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This order to adopt a tracking method does not change your firm’s obligations concerning
other FDA regulations affecting its device.  FDA published in the Federal Register on
February 28, 2002, an amendment to the final rule to revise the scope of the regulation and add
certain patient confidentiality requirements and non-substantive changes to remove outdated
references and simplify terminology.  (67 FR 6943)  If you need specific guidance, please
contact the Office of Compliance, FDA Center for Devices and Radiological Health, at
TrackedDevicesMailbox@fda.hhs.gov.  Other general information about your firm’s
responsibilities under the Act, or more specific information, such as non-binding guidance on
medical device tracking (link provided), may be obtained from the Division of Small
Manufacturers, International, and Consumer Assistance at its toll-free number, (800)
638-2041, or at the internet address www.fda.gov/cdrh.

Sincerely,

Jacqueline B. Welch
Acting Director
Office of Compliance
Center for Devices and
    Radiological Health

Enclosures/Links
Medical Device Tracking; Guidance for Industry and FDA Staff
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http://www.fda.gov/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm071756.htm
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