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APPENDIX A
 

INDEPENDENT REVIW ORGANZATION
 

This Appendix contans the requirements relating to the Independent Review 
Organization (IRO) required by Section III.E of the IA. 

A. IRO Engagement. Arellano shall engage an IRO that possesses 
 the qualifications 
set fort in Paragraph B, below, to pedonn the responsibilties in Paragraph C, below.
 

The IRO shall conduct the review in a professionally independent and objective fashion, 
theas set fort in Pargraph D. Within 30 days after OIG receives wrtten notice of 

the IRO is unacceptable. Absentidentity of the selected IRO, OIG wil notify Arellano if 

notification from OIG that the IRO is unacceptable, Arellano may continue to engage the 
IRO. 

the CIA, this IRO shall also 
meet the requirements of this Appendix. If a new IRO is engaged, Arellano shall submit 

If Arellano engages a new IRO durg the term of 


the information identified in Section V.A.S of 
 the IA to OIG within 30 days of 
the identityengagement of the IRO. Within 30 days after OIG receives wrtten notice of 

of the selected IRO, OIG wil notify Arellano if the IRO is unacceptable. Absent 
notification from OIG that the IRO is unacceptable, Arellano may continue to engage the 
IRO. 

B. IRO Qualifications. The IRO shall: 

1. assign individuals to conduct the Claims Review who have expertise in the 
biling, coding, reporting, and other requirements of evaluation and management services 
related to chemotherapy infusion and in the general requirements of the Federal health 
care program( s) from which Arellano seeks reimbursement; 

2. assign individuals to design and select the Claims Review sample who are 
knowledgeable about the appropriate statistical sampling techniques; 

3. assign individuals to conduct the coding review portons of the Claims Review 
who have a nationally recognized coding certification (~CCA, CCS, CCS-P, CPC, 
RR, etc.) and who have maintained ths certfication (~, completed applicable 
continuing education requirements); and 

4. have suffcient staff and resources to conduct the reviews required by the IA on
 

a timely basis. 



C. IRO Responsibilties. The IRO shall: 

1. perform each Claim Review in accordance with the specific requirements of the 
IA; 

2. follow 
 all applicable Medicare, Medicaid or other Federal health care program 
rules and reimbursement guidelines in making assessments in the Claims Review; 

3. if in doubt of 
 the application ofa partcular Medicare, Medicaid or other
 
Federal health care progr policy or regulation, request clanfication from the
 
appropriate authority (~, fiscal intermediary or carer); ,
 

4. respond to all OIG inquires in a prompt, objective, and factual manner; and 

5. prepare timely, clear, well-written reports that include all the information 
required by Appendix B to the IA. 

D. IRO Independence and Objectivity. The IRO must perform the Claims Review in 
a professionally independent and objective fashion, as appropriate to the nature of the 
engagement, takng into account any other business relationships or engagements that 
may exist between the IRO and Arellano. 

E. IRO Removal/Termination.
 

1. Practitioner Removal ofIRO. If Arellano terminates its IRO during the course 
of the engagement, Arellano must submit a notice explaining its reasons to OIG no later 
than 30 days after termination. Arellano must engage a new IRO in accordance with 
Paragraph A of ths Appendix. 

2. DIG Removal ofIRO. In the event OIG has reason to believe that the IRO does 
, not possess the qualifications described in Paragraph B, is not independent and objective 
as set fort in Paragraph D, or has failed to carr out its responsibilties as described in
 

Paragraph C, OIG may, at its sole discretion, require Arellano to engage a new IRO in
 
accordance with Paragraph A of this Appendix.
 

Prior to requirng Arellano to engage a new IRO, OIG shall notify Arellano of its 
why OIG believes such a step isintent to do so and provide a wrtten explanation of 


necessar. To resolve any concerns raised by OIG, Arellano may request a meeting with 
OIG to discuss any aspect of the IRO' s qualifications, independence or performance of its 
responsibilties and to present additional information regarding these matters. Arellano 
shall provide any additional information as may be requested by OIG under this 
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Pargrph in an expedited maner. OIG wil attempt in good faith to resolve any 
differences regardig the IRO with Arellano prior to requiring Arellano to terminate the 
IRO. However, the final determnation as to whether or not to require Arellano to' engage 
a new IRO shall be made at the sole discretion of OIG. 
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APPENDIX B
 
CLAIMS REVIEW
 

A. Claims Review.
 

the Claims Review, the following definitions 
shall be used: 

1. l)efinitions. For the puiposes of 


a. Oveipayment: The amount of money Arellano has received in excess of the 
amount due and payable under any Federal health care program requirements. 

b. Item: Any discrete unit that can be sampled (~ code, line item, 
beneficiar, patient encounter, etc.). 

c. Paid Claim: A code or line item submitted by Arellano and for which
 

Arellano has received reimbursement from the Medicare program. , 

d. Population: For the first Reporting Period, the Population shall be defined 
as all Items for which a code or line item has been submitted by or on behalf of 
Arellano and for which Arellano has received reimbursement from Medicare, 
Medicaid or other Federal health care programs (i.e.. Paid Claim) durig the 
12-month period covered by the first Claims Review. 

For the remaining Reportg Perods, the Population shall be defined as all 
Items for which Arellano has received reimbursement from Medicare, 
Medicaid or other Federal health care programs (i.e., Paid Claim) during the 
12-month perod covered by the Claims Review. 

To be included in the Population, an Item must have resulted in at least one 
Paid Claim 

e. Error Rate: The Error Rate shall be the percentage of net Oveipayments 
identified in the sample. The net Oveipayments shall be calculated by 
subtracting all underpayments identified in the sample from all gross 
Oveipayments identified in the sample. (Note: Any potential cost settlements 
or other supplemental payments should not be included in the net Oveipayment 
calculation. Rather, only undeipayments identified as part of the Discovery 

the net Oveipayment calculation.)Sample shall be included as par of 


The Error Rate is calculated by dividing the net Overayment identified in the 
sample by the total dollar amount associated with the Items in the sample. 



2. Discovery Sample. The IRO shall randomly select and review a sàmple of 50 
Paid Claims submitted by or on behalf of Arellano (Discovery Sample). The Paid Claims 
shall be reviewed based on the supportg documentation available at Arellano's office or 
under Arellano's control and applicable biling and coding regulations and guidance to 
determine whether the claim submitted was correctly coded, submitted, and reimbursed. 

If the Error Rate (as defined above) for the Discovery Sample is less than 5%, no 
additional sampling is required, nor is the Systems Review required. (Note: The 
guidelines listed above do not imply that this is an acceptable error rate. Accordingly, 
Arellano should, as appropriate, further analyze any erors identified in the Discovery 
Sample. Arellano recognizes that OIG or other HHS component, in its discretion, and as 
authorized by statute, regulation, or other appropriate authority, may also analyze or 
review Paid Claims included, or errors identified, in the Discovery Sample or any other 
segment of 
 the universe.) 

3. Full Sample. If 
 the Discovery Sample indicates that the Error Rate is 5% or 
greater, the IRO shall select an additional sample of Paid Claims (Full Sample) using 
commonly accepted sampling methods. The Full Sample shall be designed to: (I) 
estimate the actual OverpayIent in the population with a 90% confidence level and with 
a maximum relative precision of 25% of the point estimate; and (2) conform with the 
Centers for Medicare and Medicaid Services' statistical sampling for overpayment 
estimation guidelines. The Paid Claims selected for the Full Sample shall be reviewed 
based on supportg documentation available at Arellano's offce or under Arellano's 
control and applicable biling and coding regulations and guidance to determine whether 
the claim submitted was correctly coded, submitted, and reimbursed. For purposes of 
calculating the size of the Full Sample, the Discovery Sample may serve as the probe 
sample, if statistically appropriate. Additionally, Arellano may use the Items sampled as 
par of the Discovery Sample, and the corresponding findings for those 50 Items, as part 
of its Full Sample, if: (1) statistically appropriate and (2) Arellano selects the Full 
Sample Items using the seed number generated by the Discovery Sample.OIG, in its sole 
discretion, may refer the findings of the Full Sample (and any related workpapers) 
received from Arellano to the appropriate Federal health care program payor, including 
the Medicare contractor (~, carrer, fiscal intermediar, or DMERC), for appropriate 
follow-up by that payor. 

4. Systems Review. If Arellano's Discovery Sample identifies an Error Rate of 
5% or greater, Arellano's IRO shall also conduct a Systems Review. Specifically, for 
each claim in the Discovery Sample and Full Sample that resulted in an Overpayment, 
the IRO shall pedorm a "walk through", of the system(s) and process(es) that generated 
the claim to identify any problems or weakesses that may have resulted in the identified 
Overpayments. The IRO shall provide its observations and recommendations on 
suggested improvements to the system(s) and the process(es) that generated the claim. 
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5. Other Requirements.
 

a. Paid Claims without Supporting Documentation. For the purpose of -: 

appraising Items included in the Claims Review, any Paid Claim for which 
Arellano cannot produce documentation sufficient to support the Paid 
Claim shall be considered an error and the total reimbursement received by 
Arellano for such Paid Claim shall be deemed an Overpayment. 
Replacement sampling for Paid Claims with missing documentation is not 
permitted. 

b. Replacement Sampling. Considering the Population shall consist only 
of Paid Claims and that Items with missing documentation canot be 
replaced, there is no need to utilze alternate or replacement sampling units. 

c. Use of 
 First Samples Drawn. For the purposes of all samples (Discovery 
Sample( s) and Full Sample( s)) discussed in this Appendix, the Paid Claims 
associated with the Items selected in each first sample (or first sample for 
each strata, if applicable) shall be used (Le., it is not permissible to generate 
more than one list of random samples and then select one for use with the 
Discovery Sample or Full Sample). 

B. Claims Review Report. The following information shall be included in the 
Claims Review Report for each Discovery Sample and Full Sample (if applicable). 

1. Claims Review Methodology. 

a. Sampling Unit. A description of the Item as that term is utilized for the 
Claims Review. 

b. Claims Review Population. A description of 
 the Population subject to 
the Claims Review. 

c. Claims Review Ob1ective. A clear statement of the objective intended to 
be achieved by the Claims Review. 

d. Samoling Frame. A description of the sampling frame, which is the 
totality ofItems from which the Discovery Sample and, if any, Full Sample 
has been selected and an explanation of the methodology used to identify 
the sampling frame. In most circumstances, the sampling frame wil be 
identical to the Population. 

e. Source of Data. A description of the specific documentation relied upon 
by the IRO when performing the Claims Review (~, medical records,
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physician orders, certficates of medical necessity, requisition forms, local 
medical review policies (including title and policy number), CMS program 
memoranda (including title and issuance number), Medicare carrer or 
intermediar manual or bulletins (including issue and date), other policies, 
regulations, or directives). 

f. Review Protocol. A narative description of 
 how the Claims Review 
was conducted and what was evaluated. 

2. Statistical Sampling Documentation. 

a. The number of Items appraised in the Discovery Sample and, if 
applicable, in the Full Sample. 

b. A copy of the printout of the random numbers generated by the 
"Random Numbers" function of the statistical sampling software used by 
the IRQ. 

c. A copy of 
 the statistical softare printout(s) estimating how many Items 
are to be included in the Full Sample, if applicable. 

d. A description or identification of the statistical sampling softare 
package used to select the sample and deterine the Full Sample size, if 
applicable. 

3. Claims Review Findings.
 

a. Narrative Results.
 

i. A description of Arellano's biling and coding system(s), 
including the identification, by position description, of the personnel 

, involved in coding and biling. 

ii. A narrtive explanation of 
 the IRQ's findings and supportng 
rationale (including reasons for errors, patterns noted, etc.) regarding 
the Claims Review, including the results of the Discover Sample, 
and the 'results of 
 the Full Sample (if any). 

b. Quantitative Results.
 

i. Total number and percentage of instances in which the IRQ 
determined that the Paid Claims submitted by Arellano (Claim 
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Submitted) differed from what should have been the correct claim 
the effect on the payment.(Correct Claim), regardless of 


ii. Total number and percentage of instaces in which the Claim 
Submitted differed from the Correct Claim and in which such 
difference resulted in an Oveiayment to Arellano. 

iii. Total dollar amount of all Overpayments in the sample. 

paid Items included in the sample and the 
net Overpayment associated with the sample. 
iv. Total dollar amount of 


v. Error Rate in the sample.
 

vi. A spreadsheet of the Claims Review results that includes the 
following information for each Paid Claim appraised: Federal health 
care program biled, beneficiar health insurance claim number, date
 

of service, procedure code submitted, procedure code reimbursed, 
allowed amount reimbursed by payor, correct procedure code (as 
determined by the IRO), correct allowed amount (as determined by the 
IRO), dollar difference between allowed amount reimbursed by payor 
and the correct allowed amount. 

4. Systems Review. Observations, findings, and recommendations on possible 
improvements to the system(s) and process(es) that generated the Overpayment(s). 

the individuals who: (I) designed 
the statistical sampling procedures and the review methodology utilized for the Claims 
Review; and (2) performed the Claim Review. 

5. Credentials. The names and credentials of 
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APPENIX C
 

OVERPAYMNT REFU 
-: 

T BE COMPLE CONTRCTOR
 
Date:
Contractor Qesit Control 11 Date of Depsit:Contractor Contact Name: Phone If 
Contractor Address: 
Contractor Fax: 

TO BE COMPLETED BY PROVIDER/PHYSICIA/SUPPLIER 
Please complete and forward to Medicare Contractor. This form, or a similar document containing the following 
informion, should accompany every voluntary refund so tha receipt of check is properly recorded and applied. 

PROVIDERIPHYSICIAN/SUPPLIERNAME 
ADDRESS 
PROVIDER/PHYSICIAN/SUPPLlBR If CHBCK NUMBBRD 
CONTACT PERSON: PHONE # AMOUNT OF CHECK 
$ CHBCKDATB 

REFU INFORMATION
 

For each Claim, provide the following:
 
Patient Name HIC#
 
Medicare Claim Number Claun Amount Refunded $
 
Reason Code for Claim Adlustment:_ (Select reason code from list below. Use one reason per clai) 

(Please list all claim numbers involved. Attach separate sheet, if necessary) 

Note: data not available for all claims due to StatisticalIf Specifc Patient/HIC/Claim #/elaim Amount


Sampling, please indicate methodology and formula used to determine amount and reason for 
overpayment: 

For Institutional Facilties Onlv: 
Cost Report Year(s)
 

(If multiple cost report years are Involved, provide a breakdown by amount and corresponding cost report year.)
For OIG Reporting Requirements: '
 
Do you have a Corporate InteJ!:ritv Agreement with OIG? Yes No 
Reason Codes: 
Bilin~/CleriCal Error . MSP/Other Paver Involvement Miscellaneous 
01 - orrected Date of Service 08 - MSP Gro~ Health Plan Insurance 13 - Insuffcient Documentation 
02 - Duplicate 09 - MSPNo auIt Insurance 14 - Patient Enrolled in an HMO 
03 - Corrected CPT Code 10 - MSP Liabilty Insuance 15 - Services Not Rendered 
04 . Not Our Patient(s) 11 - MSP, Workers Comp.(Including 16 - Medical Necessity 
05 - Modifier Added/Removed Black Lun3m 17 - Other (Please Specify)
06 - Biled in Error 12 - Veterans A inistration 
07 - Corrected CPT Code 


