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DEPARTMENT OF HEALTH &. HUMAN SERVICES Public Health Service

Food and Drug Administration

9200 Corporate Boulevard

Rockville ~I1D 20850AUG I I 1995

Ms. Shari L. Jeffers
Quality Regulatory Coordinator

.Acumed, Inc.
10950 Southwest 5th Street, suite 170
Beaverton, Oregon 97005

Re:

K951740
Po1arus Plus Humeral Rod
Regulatory Class: II
Product Code: HSBDated: 

July 6, 1995Received: 
July 7, 1995

Dear Ms. Jeffers:

We have reviewed your Section 510(k) notificaltion of intent to
market the device referenced above and we hav'e determined the
device is substantially equivalent to devices marketedl in
interstate commerce prior to May 28, 1976, the enactme~nt date
of the Medical Device AItI"endments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefo:r'e,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Ac:t
include requirements for annual registration, listing of
devices, good manufacturing practices, labeling, and
prohibitions against misbranding and adultera.tion.

If your device is classified (see above) intc. either c:lass II
(Special Controls) or class III (Premarket Approval) i.t may be
subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regulations (CFR) , Title 21, Parts 800 to 895. A
substantially equivalent determination assume!s compliamce with
the Good Manufacturing Practices (GMP) for Me!dical De"OV'ices:
General GMP regulation (21 CFR Part 820) and that, through
periodic GMP inspections, the Food and Drug ~,dministraltion
(FDA) will verify such assumptions. Failure to comply with
the GMP regulation may result in regulatory action. l:n
addition, FDA may publish further announcements concer"ning
your device in the Federal Register. Please note: this
response to your premarket notification submi.ssion dOE!S not
affect any obligation you might have under sE!ctions 53:1
through 542 of the Act for devices under the Electronj.c
Product Radiation Control provisions, or other Federa1. laws or
regulations.
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This letter immediately will allow you to be~rin market:ing your
device as described in your 510(k) premarket notificat:ion. An
FDA finding of substantial equivalence of yolLr device to a
legally marketed predicate device results in a classi:f:ication
for your device and permits your device to pI~oceed to the
market, but it does not mean that FDA a22rove~ your device.
Therefore, you may not promote or in any way represent: your
device or its labeling as being approved by F'DA. If you
desire specific advice regarding labeling fOI~ your device in
accordance with 21 CFR Part SOl, promotion, or advertj.sing
please contact the Office of Compliance, ProIllot.ion anci.
Advertising Policy staff (HFZ-302) at (301) ~;94-4639. Other
general informaticn on your responsibilities under the! Act may
be obtained from the Division of Small ManufaLcturers
Assistance at thelr toll free number (SOD) 63:S-2041 OI~ at
(301) 443-6597.

Sincerely yours,

Kimber C. Richter, M.D.
Acting Director
Division of General and

Restorative De".r:i.ces
Office of Device E:valuation
Center for Devices~ and

Radiological Heall th


