


b. Relabeling a reusable device cleared in a 510(k)} premarket notification may
require the submission of a new 510(k).’

Please contact Bob Gatling, Director, Program Operations Staff, Office of Device
Evaluation, at 301-796-6560, with any questions related to PMA or 510(k) requirements.

You should also ensure that labeling instructions and validations of reprocessing methods
for devices subject to PMAs and 510(k)s, and for any devices that claim to be exempt
from 510(k) requirements, comply with the requirements of the Quality System
regulation, 21 CFR part 820.

Question beyond those addressed to Bob Gatling can be directed to
Candace McManus, Dr PH, at candace-mcmanus@qu.hhs.gov or at 1-877-260-3731.

TimothyyA. Ulatowski
Director
Office of Compliance
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5 See 21 CFR 807.81(a)(3): Deciding When to Submit a 510(k) for a Change to an Existing Device (K97-
1), available at

http://www.fda gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm08023 5. htm.




