MEDICARE PART B AUDITS

Are you educated and prepared? Prepared by OmniSYS, April 2010

In October 2009 the Office of Inspector General (OIG) grown and become more sophisticated. In addition,

released its 2010 fiscal year Work Plan. The Work the OIG has become increasingly aggressive in auditing

Pl an outlines the areas t hDME companles. The govetmmentthds éncre@édGs s 1 acC
for assessment, audi t a n d budget coraidetalily oa reducmgiimproper palgneents,O1 G’ s
mission statement indicates that the goal of including the addition of more expansive audits.
investigations is to “protect program integrity and ¢t}
well-being of program beneficiaries by detecting and OmniSYS monitors audit trends by therapeutic class,

preventing waste, fraud and abuse; identifying by jurisdiction, by audit type and closely tracks audits
opportunities to improve program economy, related to diabetes supply overutilization. Between

efficiency, and effectiveness; and holding accountable 2008 and 2009, audits of OmniSYS clients increased by

those who do not meet program requirements or who over 500%. These results strongly support industry

viol ate Feder al | aws . " warnings -- the prevalence of Medicare audits will not

likely decrease anytime soon.

CMS continues to be under pressure for the
accountability of the integrity of the Medicare Trust

“« . . . .
Fund. Today there are more avenues than ever before Auditing pharmacies with poor claims

for detection of fraud in the Medicare program. CMS processing practices and documentation is an
has implemented new audit tools: Zone Program increasing trend. Pharmacists should expect
Integrity Contractors (ZPICS), Comprehensive Error more of the same in 2010 and beyond”

Rate Testing (CERTS), and Recovery Audit Contractors - Bill Popomaronis
(RACs). DME MAC Medical review departments have National Community Pharmacists Association

The Work Plan outlined targeted examinations of DMEPQOS reimbursements, compliance issues, and other
areas in need of improvement. These include:

Physician Self-Referral for DME Services

Medicare Payments for Various Categories of DME
(power mobility devices / scooters, hospital beds, oxygen concentratogerdl/Parenteral nutrition.)

Medicare Payments for DME Claims with Modifiers

CERT Programs and DME Corrective Actions

Appropriateness of DME Categorization

Enteral Nutrition Therapy Services in Nursing Homes

Medicare Pricing for Parenteral Nutrition

Medicare Part B Payments for Home Blood-Glucose-Testing Supplies
Medicare Payments for Power Wheelchairs

Repair and Servicing of Capped Rental DME

Medicare Enrollment and Monitoring for Suppliers of DME and Home Health Agencies
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Audit Types

ZPICs, CERTs, RACs, medical review departments of
the DME MACs, and the OIG all have authority to
conduct audits of DME suppliers. These audits use
claims data analysis to anticipate trends in billing
anomalies.

RAC and CERT audits only look at claims that have
been paid.

In addition to responding to fraud referrals, ZPICs
and medical review departments audit live claims
in an effort to identify and eliminate fraud

Contractor (CDC) and the CERT Review Contractor
(CRC). The CDC is responsible for requesting and
obtaining the medical records for the sampled claims.

The CRC is responsible for reviewing the supporting
documentation for compliance with Medicare
coverage, medical necessity, coding, and billing rules.

The CDC makes an initial telephone contact with a
supplier to explain the CERT process and obtain a fax
number (preferred) or mailing address where the
medical record request can be sent. It is crucial that all

through both post CERT requests be

and pre-pay reviews. responded to timely
201 Audits: G0 -p@yinent audits are a permanent part :;tc:mentat?::pfc;rrﬁzﬁ
CMS has set up seven of.the DME Iand.s.cape..Supplle@ have no services  billed 1o
ZPIC zones, replacing the choice but to be diligent in maintaining the Medicare on  the
original Program documentation necessary to support their sampled claim. The
Safeguard  Contractors claims. Failure to do so will result in multiple documentation  must
previously established in OAAT Obi AT 0086 also substantiate the
early 2000. CMS is -Jeffery S. Baird, ESq.  medical necessity for
reassigning the ZPIC Brown & Fortunato. P.C. the product  and
jurisdictions so  that services.

workloads align with the

DME MACs. The intent is to have one ZPIC responsible
for the detection and deterrence of fraud, waste, and
abuse across all claim types. CMS anticipates that the
ability of a ZPIC to analyze data across all claims types
will vastly improve identification of potential fraud.

In 2010, ZPICs will focus on the wuse of
document ation modi fie
enteral nutrition and diabetic supplies. Providers
have thirty days from the date on the letter of
notification to transmit to the ZPIC the
information it has requested.

The ZPIC may request documentation on several
hundred claims, each with five to seven pieces of
paper per claim, which can represent substantial
cost and time to suppliers. In addition,
contractors have the ability to use statistical
samples and extrapolate results.

CERT Audits:
CMS utilizes two contractors for the request and
review of medical records: the CERT Documentation
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If the CDC does not receive documentation within
75 days of its initial documentation request letter,
the claim is reported as a "no documentation"
error to the Medicare contractor that processed
the claim. If the documentation is not received,
the Medicare contractor is required to request a

refund.
patient

s date of

If there are elements missing (e.g., not all dates were
submitted, missing physician order, etc.) in the
documentation response, the CDC will contact the
supplier to request the missing documentation. The
supplier has 15 days from the date of letter to submit
the additional documentation. If a response is not
received prior to this deadline, the claim will be
reviewed based on the initial documentation received,
an error will be assessed and the Medicare payment
will be recouped.

RAC Audits:
RACs focus on claim review, on a post-payment basis,
to identify overpayments. RACs may review claims
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dating back three years. Up to one percent
of average monthly claims per NPl are
subject to audit (maximum of 500 claims),
with audit requests being at least 45 days
apart. RACs are paid a contingency fee for
identifying and  correcting  improper
payments. The RACs conduct two types of
reviews — automated and complex. An
automated review occurs when a RAC has
identified a payment that is clearly in
violation of Medicare policy. Automated
reviews can only be wused in limited
circumstances. In a complex review, the
RAC identifies what is likely a payment error
and requests medical records from the
supplier in order to conduct a full review. A
supplier has 45 calendar days to respond to
the RAC request for medical records. If a
supplier fails to respond in a timely manner,
the claim is automatically determined to be
inappropriate and an overpayment
adjustment is made.

In reviewing claims, RACs are bound by
Medicare policies, regulations, national
coverage determinations, and manual
instructions.

OIG Claim Examination':

A recent OIG claim examination produced
results indicating that DME suppliers are
not proficient in managing documentation
requirements. Suppliers were often unable
to produce the required documentation.
Proof of Delivery was not available 23% of
the time. Documented Physician Written
Orders could not be produced for 20% of
the requests. Follow-up documentation
could not be provided, or was not
compliant, in 26% of the cases. When
Physician Narratives were requested, they
were unavailable 18% of the time. Finally,
many other types of required documents
could not be produced for the examination.

! Source: HME News, January 29, 2010

OmniSYS

your partner for maximum claims reimbursement

Audit Documentation Requirements
Many typesof documentation are required to bill Medicare. TI
ability to provide complete documentation requires participati
from the supplier, the beneficiary and the physician. (See Appe
A for additional details.)

Physician Written Order:

Written orders are required for all transactions involving DMEPOS.
Written orders may take the form of a photocopy, facsimile image,
el ectronically mai nt ai n e end-i dnok
document. All orders must clearly specify the start date of the order.
If the written order is for supplies that will be provided on a periodic
basis, the written order should include appropriate information on
the quantity used, frequency of change, and duration of need. The
description can be either a narrative description or a brand
name/model number. If the order is for a rented item, or if the
coverage criteria in a medical policy specify length of need, the order
must include the length of need. If the supply is a drug, the order
must specify the name of the drug, concentration (if applicable),
dosage, frequency of administration, and duration of infusion (if
applicable).

Diabetes Testing Logs:

When quantities of supplies that exceed Medicare utilization
guidelines are dispensed, there must be documentation in the
physician's records (e.g., a specific narrative statement that
adequately documents the frequency at which the patient is actually
testing or a copy of the beneficiary's testing log) or in the supplier's
records (e.g., a copy of the beneficiary's testing log) that the patient
is actually testing at a frequency that corroborates the quantity of
supplies that have been dispensed. If the patient is regularly using
guantities of supplies that exceed the utilization guidelines, new
documentation must be present at least every six months.

Assignment of Benefits (AOB) / Medical Release Authorization:
Suppliers may obtain and retain in their files a one-time payment
authorization from a beneficiary (or authorized representative),
applicable to any current and future treatment that the supplier may
furnish the beneficiary. A more conservative approach (and one that
will avoid any confusion) is for the AOB to disclose the category of
products covered by the AOB.

Proof of Delivery:

Suppliers are required to maintain proof of delivery documentation
in their files. Documentati on
files for seven years.

Physician Progress Notes:

If necessary or appropriate for a medical necessity determination,

the DME MAC will ask the supplier to obtain documentation from the
treating physician that establ
condition, the immediate and long-term need for the product, and

the therapeutic benefits the patient is expected to realize from the
product’s wuse.



OmniSYS Product Solutions

To address growing concerns related to Medicare Part To facilitate this understanding, OmniSYS conducts a
B audits, OmniSYS has developed a comprehensive start-to-finish audit on claims across every therapeutic
product solution to assist with documentation class for a series of pharmacies to identify weaknesses
collection, outreach, and responding to the audit. in the current compliance program. Audits analyze all
pharmacy produced documentation (e.g. PWOs, DTLs,
Audit Documentation Outreach: delivery slips, AOBs) for accuracy and completeness,
The OmniSYS Documentation Outreach service assess patient history trends for possible audit triggers
handles the audit process from start to finish. (e.g. sudden change in diagnosis code), and flag
OmniSYS will perform all outreach attempts to Medicare announced focus areas for future audits.
physicians, patients, and pharmacies to gather
documentation required by the audit including Based on the results of the analysis, OmniSYS provides
Assignment of Benefits / Medical Release actionable recommendations for correcting the
Authorization (AOB/MRA), Physician Written Order proble m “hot and poegardng for future
(PWOQ), Proof of Delivery, Physician Narrative, Medicare focus areas. Examples of recommendations
Diabetes Testing Logs, Physician Progress Notes, etc. include i mplementing edits
Any documentation not received is reported to the claims as well as educating pharmacists on increasing
pharmacy or corporate office. compliance with minimal effort.
OmniSYS submits the audit to the appropriate OmniSYS combines the compliance assessment with a
contractor and monitors for a response. Denied customized training regimen to ensure knowledge
audits are worked and resubmitted as required, transfer and ultimately complete Medicare
including appeal letters written by our extensively compliance.  Comprehensive  training  material
trained and experienced audit specialists. customized to an i ndi vi dual neegshimr ma cy
developed to assist with education. As well, OmniSYS
Compliance Assessment and Training Services: can assist in training delivery through a variety of
OmniSYS understands that successful management of methods ranging from all day corporate compliance
increasingly complex and numerous Medicare courses to 2-hour webinars to one-on—one pharmacist
regulations require a strong pre-a u d i t “of f e sesiens. as
wellasasoundposttaudi t “defense”. OQur Compliance
Assessment and Training services empower If you have questions or would like additional
pharmacies to be on the offensive when it comes to information about OmniSYS Product Solutions
audits by proactively understanding their compliance please visit www.omnisys-llc.com or contact sales at
strengths and weaknesses and the actions necessary 800.448.6891.

to address any breakdowns.

A Case Study in Pharmacy Medicare Compliance
OmniSYS performed extensive audits from 2008 through 2009 to gauge pharmacy Medicare compliance. The audit
results revealed only 11% of claims had all required documentation available and complete to bill Medicare.

100% 84% 82% 76% o
e 62%
50% 31%
3%
0% — b

Original Rx Signed  Rx Dated by Signed Relationship on Diagnosis Written Insulin Usage Overutilization
by Doctor Doctor Authorization Signature Log  on Rx by Doctor Written on Rx by Documentation

Form Doctor
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Appendix A

Medical Necessity Documentation Details

Assignment of Benefits (AOB)/ Medical Release Authorization:

Generally, the payment authorization on the Medicare claim form applies only to the particular service(s) listed on
the form. However, suppliers may obtain and retain in their files a one-time payment authorization from a
beneficiary (or authorized representative), applicable to any current and future treatment that the supplier may
furnish the beneficiary. The supplier should have the beneficiary sign a brief statement substantially as follows:

‘O request that payment o fadeaithéroone or zneny beMiEtd i car e be
______________ (“supplier”) for any items or serv,
any holder of medical information about me to release to the Centers for Medicare and Medicaid

Services and its agents any information needed to determine these benefits or the benefits payable

for related ftems or services."”

The above statement may also be signed by a beneficiary under a Medigap policy; in so doing, the name of the
Medigap insurer must be included in the statement.

If the beneficiary is physically or mentally unable to sign the statement, an authorized representative may sign on the
beneficiary’s behalf. I n this event, the statement’ s
“by"rdphreesentative’'s name, addr ess, relationship to t
When an illiterate or physically handicapped beneficiary signs by mark, a witness must enter his/her name and

address next to the mark.

Physician Written Order:

Written orders are required for all transactions involving DMEPOS. Written orders may take the form of a photocopy,
facsimile i mage, el ectroni c-andii yk'madoatameeretd. | Mlalgeor der
the start date of the order.

If the written order is for supplies that will be provided on a periodic basis, the written order should include
appropriate information on the quantity used, frequency of change, and duration of need. The written order must be
sufficiently detailed, including all options or additional features that will be separately billed or that will require an
upgraded code. The description can be either a narrative description (e.g., lightweight wheelchair base) or a brand
name/model number. If the order is for a rented item, or if the coverage criteria in a medical policy specify length of
need, the order must include the length of need. If the supply is a drug, the order must specify the name of the drug,
concentration (if applicable), dosage, frequency of administration, and duration of infusion (if applicable).

Someone other than the physician may complete the detailed description of the item. However, the treating
physician must review the detailed description and personally sign and date the order to indicate agreement.
Signature stamps and date stamps are not acceptable on orders.

! A more conservative approach (and one that will avoid any confusion) is for the AOB to disclose the category of products
covered by the AOB.
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Medical necessity information (e.g., an ICD-9-CM di agnosi s code, narrative
abilities, limitations, etc.) is NOT in itself considered to be part of the order, although it may be put on the same
document as the order.

A new order is required in the following situations:

There is a change in the order for the product, drug, etc.

On a regular basis (even if there is no change in the order) only if it is so specified in the documentation
section of a particular medical policy.

When an item is replaced.

When there is a change in the supplier.

In cases where two or more suppliers merge, the resultant supplier should make all reasonable attempts to
secure copies of all active CMNs from the supplier(s) purchased. This document should be kept on file by the
resultant supplier for future presentation to the DME MAC.

Proof of Delivery:
Suppliers are required to maintain proof of delivery documentation in their files. Documentation must be maintained
in the supplier’s files for seven years.

Proof of delivery is required in order to verify that the beneficiary received the DMEPOS. Proof of delivery is one of
the supplier standards as noted in 42 CFR 424.57(b)(12). Proof of delivery documentation must be made available to
the DME MAC upon request. For any services that do not have proof of delivery from the supplier, such claimed items
and services will be denied and overpayments recovered. Suppliers that consistently do not provide documentation
to support their services may be referred to the OIG for investigation and possible imposition of sanctions.

Suppliers may deliver directly to the beneficiary or his/her designee. An example of proof of delivery to a beneficiary
is having a signed delivery slip, and it is recommended that the delivery slip include:

The patient’s name

The quantity delivered

A detailed description of the item being delivered
The brand name

The serial number

kW e

The date of signature on the delivery slip must be the date that the DMEPQOS item was received by the beneficiary or
designee. In instances where the product is delivered directly by the supplier, the date the beneficiary received the
product will be the date of service on the claim. If the supplier utilizes a shipping service, an example of proof of
delivery wild.l be the delivery service’'s tracking
records should also include the delivery ser vi c e’
beneficiary. The shipping service' s tracking sli
corresponding package identification number given by the shipping service, and if possible, the date delivered. If a
supplier utilizes a shipping service, it needs to use the shipping date as the date of service on the claim. Suppliers may
also utilize a return, postage-paid delivery invoice from the beneficiary or designee as a form of proof of delivery. The

descriptive information concerning the product (i . e.

desc

s |

S package identification
p

name, and serial number) as well as the required signature from either the beneficiary or the beneficiary ' s d e s i

should be included on this invoice as well.
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For products that are supplied as refills to the original order, the supplier must contact the beneficiary prior to
dispensing the refill. This shall be done to ensure that the refilled item is necessary and to confirm any
changes/modifications to the order. Contact with the beneficiary or designee regarding a refill should take place no
sooner than approximately seven days prior to the delivery/shipping date. For subsequent deliveries of refills, the
supplier should deliver the product no sooner than approximately five days prior to the end of usage for the current
product. This is regardless of which delivery method is utilized.

For those patients that are residents of a nursing facility, upon request from the DME MAC, suppliers should obtain
copies of the necessary documentation from the nursing facility to document proof of delivery or usage by the
beneficiary (e.g., nurse’s notes).

Exceptions - Exceptions to the preceding statements concerning the date of service on the claim occur when the
product is provided in anticipation of discharge from a hospital or nursing facility. A supplier may deliver a product to
a patient in a hospital or nursing facility for the purpose of fitting or training the patient in the proper use of the item.

This may be done up to two days prior to the patient

’

the date of service on the claim as the date of discharge and will use the place of service (POS)as1 2 ( pati ent ' s

The item must be for subsequent use in the patient

patient was receiving training or fitting in the hospital or nursing facility.
A supplier may deliver a producttoapat i ent’ s home in anticipation of
The supplier may arrange for actual delivery of
discharge to his/her home. The supplier will bill the date of service on the claim as the date of discharge and will use
POS as 12 (patient’s home) .

Diabetes Testing Logs:
The quantity of test strips (A4253), lancets (A4259), and replacement lens shield cartridges (A4257) that are covered
depends on the usual medical needs of the diabetic patient according to the following guidelines:

For a patient who is not currently being treated with insulin injections, up to 100 test strips and up to 100
lancets or one lens shield cartridge every three months are covered if criteria (a)-(c), below, are met.

For a patient who is currently being treated with insulin injections, up to 100 test strips and up to 100 lancets
or one lens shield cartridge every month are covered if criteria (a)-(c), below, are met.

For a patient who is not currently being treated with insulin injections, more than 100 test strips and more
than 100 lancets or one lens shield cartridge every three months are covered if criteria (a)-(f), below, are met.
For a patient who is currently being treated with insulin injections, more than 100 test strips and more than
100 lancets or one lens shield cartridge every month are covered if criteria (a)-(f), below, are met.

Coverage Criteria:

(a) General coverage criteria for a glucose monitor must be met.

(b) The supplier of the test strips and lancets, or lens shield cartridge, must maintain in its records the
order from the treating physician.

(c) Before receiving additional products, the beneficiary has nearly exhausted the supply of test strips
and lancets, or the useful life of the lens shield cartridge previously dispensed.

(d For products delivered to “high frequency
testing that exceeds the utilization guidelines and has documented in the patient's medical record
the specific reason for the additional products for that particular patient.
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(e) The treating physician has seen the patient and evaluated his/her diabetes control within six months
prior to ordering quantities of strips and lancets, or lens shield cartridges, that exceed the utilization
guidelines.

(f) If refills of quantities of supplies that exceed the utilization guidelines are dispensed, there must be
documentation in the physician's records (e.g., a specific narrative statement that adequately
documents the frequency at which the patient is actually testing or a copy of the beneficiary's log) or
in the supplier's records (e.g., a copy of the beneficiary's log) that the patient is actually testing at a
frequency that corroborates the quantity of supplies that have been dispensed. If the patient is
regularly using quantities of supplies that exceed the utilization guidelines, new documentation must
be present at least every six months.

If the requirements set out above are not met, the testing supplies will be denied as not medically necessary. If
quantities of test strips, lancets or lens shield cartridges, that exceed the utilization guidelines, are provided and the
requirements set out above are not met, the amount in excess will be denied as not medically necessary.

Suppliers must not di spense a quantity of products e
stay attuned to atypical utilization patterns on behalf of their customers and verify with the ordering physicians that

the atypical utilization is, in fact, warranted. Regardless of utilization, a supplier must not dispense more than a three

month quantity of glucose testing supplies at a time.

Physician Progress Notes:

If replacement products are needed for the therapeutic use of purchased DMEPQOS, the treating physician must

specify on the prescription, or on the CMN, the type of products needed and the frequency with which they must be

replaced, used, or consumed. DME MACs evaluate supply utilization information as part of their medical necessity
determination for DMEPOS. “PRN” or “as needed” wutiliz
are not acceptable.

Absent a state law to the contrary or a supply uti
submitted for the products may also serve as medical evidence for supply replacement claims. However, when an

order for products is renewed or revised, supply utilization information must be specified or updated by the physician

on the CMN. Based on this information, DME MACs assess the continuing medical necessity.

Suppliers need to submit updated medi cal i nformati on
utilization requirements. Absent such notification, DME MACs do not allow claims for unexplained increases in supply

utilization above the usage level they previously determined as medically necessary. Suppliers must provide this
information with the claim, where indicated in published medical policy, or make it available to the DME MAC upon

request.

If necessary or appropriate for a medical necessity determination, the DME MAC will ask the supplier to obtain
documentation from the treating physician, establishi
and long-term need for the product and the therapeutic benefits the patient is expected to realize from its use. A

claim of therapeutic effectiveness or benefit based on speculation or theory alone will not be accepted. When

restoration of function is cited as a reason for use of DMEPQS, the exact nature of the deformity or medical problem

should be clear from the medical evidence submitted. Also, the manner in which the product will restore or improve

the bodily function should be explained by the treating physician.

OmniSYS 8

your partner for maximum claims reimbursement



If the DME MAC is unsuccessful in obtaining medical information from the supplier for non-assigned claims, it gives
the beneficiary the opportunity to obtain the desired information from the supplier. If, after obtaining the requested
information, a question of medical necessity remains, the DME MAC medical review staff must resolve the issue.

Source: Noridian Administrative Services (www.noridianmedicare.com)

These written materials are not intended to be legal advice or legal opinion on any specific tactsmstances. The contents are
intended for general information purposes only. Thepartaining to these issues addressed by these written materials may have
changed since these written materials were submitted.
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