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FDA Issues Final Rule on Medical Device ID System
The U.S. Food and Drug Administration (FDA)

published a final rule in the Federal Register on September 24 that requires medical
device labels and packages to contain a unique device identifier
(UDI). UDIs are numeric or alphanumeric codes that include a
device identifier, which is specific to a device model, and a production identifier, which includes the current production information
for that specific device, such as the lot or batch number, the serial
number, and/or expiration date. The labeler of the item, usually the
manufacturer, must also submit information about each device to
a publically searchable database maintained by the FDA, known
as the Global Unique Device Identification Database (GUDID).
The database will not contain personal privacy information. UDIs
will improve patient safety by “making it possible to rapidly and
definitively identify a device,” resulting in improved accuracy in
adverse event reporting, reduced medical errors caused by misidentification of a device, more efficient recalls, and more focused
FDA safety communications, according to the rule.

On October 30, Representative Renee Ellmers
(R-NC) reintroduced the

Injured and Amputee Veterans Bill of
Rights, House Resolution (H.R.) 3408.
This measure, which
received bipartisan
support, was subsequently referred to the
House Committee on Veterans’ Affairs.
H.R. 3408 would establish a list of rights
to be prominently displayed on the U.S.
Department of Veterans Affairs (VA) website and in every VA O&P clinic across the
country. Rights established under this legislation would include access to appropriate O&P technology to meet individual
veterans’ needs, the ability to choose an
O&P practitioner both inside or outside
of the VA, the ability to obtain a second
opinion from VA medical personnel as
to O&P treatment plans, the provision of
a spare prosthesis or orthosis, and timely
and efficient O&P care. The bill also has
a reporting mechanism so that veterans’
complaints will be heard.
H.R. 3408 is similar to H.R. 5428, which
passed in the House in December 2010,
but it was too late in the Congressional session for the Senate to act upon.
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To read the final rule, visit www.oandp.com/link/249

CMS BRIEFS
CMS Updates Interest Rates for
Medicare Overpayments, Underpayments
The Centers for Medicare & Medicaid Services (CMS) has updated the
interest rates assessed for Medicare overpayments and underpayments. The
authority to charge and pay interest on overpayments and underpayments
to Medicare providers, suppliers, health maintenance organizations, competitive medical plans, and healthcare prepayment plans is granted under the Federal Claims Collection Act, 42 CFR 405.378. The most recent
updates follow.
OO The interest rate from October 18, 2012–January 16, 2013, will be 10.375 percent.
OO The interest rate from January 17–October 17, 2013, will be 10.625 percent.
OO The interest rate after October 18, 2013, will be 10.125 percent.
For more information, including how and when interest is assessed, visit www.oandp.com/link/247

CMS Authorizes 100 Percent Prepayment Review Instructions
On October 18, the Centers for Medicare & Medicaid Services (CMS) issued Transmittal 489 to
its Medicare Program Integrity Manual, which provides instructions to Medicare Administrative Contractors (MACs) on 100 percent prepayment reviews and random reviews. The implementation date
was November 19.
According to the transmittal, MACs have the discretion to conduct a 100 percent prepayment review of
providers, which CMS considers to be appropriate when a provider has a prolonged time period of noncompliance. MACs have the discretion to conduct random reviews of services; however, CMS does not recommend random reviews. Prior to conducting a 100 percent prepayment review, the MAC must notify
the CMS Contracting Officer’s Representative (COR), Regional Office Technical Monitor (TM), and Business
Function Lead (BFL). Further, the MAC must provide background information on attempts to educate the
provider, the historical improper payment rate of the provider before the review begins, the length of
time the review is expected to take, the estimated number of claims and dollar value of claims expected
to be reviewed monthly, and criteria for removing the provider from 100 percent prepayment review.
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UDI requirements will be phased in over the next seven
years. Class III (“high risk”) devices will be the first phase, and
must have a UDI by September 24, 2014. Devices finished and
labeled prior to the compliance date for the particular device
do not have to contain a UDI. This exception, however, expires
three years after the compliance date for the particular device.
External limb O&P components, limb orthoses, and truncal orthoses are generally classified as Class I medical devices,
which is the lowest classification in terms of patient risk and
the degree of regulatory control required. An external, assembled lower-limb prosthesis (890.3500) is listed as Class II on the
FDA website and is subject to additional regulatory controls,
as are cranial remolding helmets, the Innovative Neurotronics
WalkAide®, Bioness’ NESS L300® foot drop system, and Bioness’ NESS H200® hand rehabilitation system.

FREE SHIPPING ON INFRARED OVENS
THROUGH 2013
Available in a variety of sizes from smaller benchtop to full size
rollabout tray models for high volume facilities
Contact your SPS Sales Manager today!
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