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Performant Recovery, Inc. 

https://performantrac.com/  

Region 1- NY, ME, NH, VT, MA, RI, CT, OH, KY, IN, and MI. 

Region 5- National US Contract (DME/HHH) 

Issue Number Description 
Trastuzumab (Herceptin), J9355 - Multi-Dose 
Vial Wastage, Dose vs. Units Billed 

0036 Documentation will be reviewed to determine if the billed amount of trastuzumab 
(Herceptin) meets Medicare coverage criteria and applicable coding guidelines. Affected 
Codes: J9355. 

HERCEPTIN® (trastuzumab) is a Medicare covered drug used to treat HER2-
overexpressing breast cancer and HER2- overexpressing metastatic gastric or 
gastroesophageal junction adenocarcinoma. HERCEPTIN® comes in a multi-use vial of 440 
milligrams. A multi-use vial contains more than one individual dose of medication and is 
labeled as such by the manufacturer. The manufacturer supplies the drug containing the 
multi-use vial of 440 milligrams as well as a 20-milliliter vial of bacteriostatic water for 
reconstitution. When stored properly reconstituted HERCEPTIN® can be used for up to 28 
days. For multi-use vials Medicare pays only for the amount administered to the 
beneficiary and does not pay for any discarded or wasted amount of drug.  

HERCEPTIN® is dosed according to the patient’s weight in kilograms multiplied by the 
dose prescribed by the physician in mg/kg to allow calculation of the actual dose that is to 
be administered. The claim must have the number of units actually administered to the 
patient as the number of units billed. The number of units billed can be rounded up to the 
next multiple of the HCPCS unit if the calculation results in a fraction of a unit. In the case 
of HERCEPTIN®, the HCPCS unit is 10mg. For example, if 144 mg was administered then 
15 units should be noted on the claim as the amount billed. Providers insert the weight of 
the patient in kilograms and the number of mg/kg of the dose in the remarks field. 

Not a New Patient 0039 Providers are only allowed to bill the CPT codes for New Patient visits if the patient has 
not received any face-to-face service from the physician or physician group practice 
(limited to physicians of the same specialty) within the previous 3 years. This query 
identifies claims for patients who have been seen by the same provider in the last 3 years 
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but for which the provider is billing a new (instead of established) visit code. Findings are 
limited to line with overpayments only. 

Office Visits Billed for Hospital Inpatients 0042 If evaluation and management service are being rendered to patients admitted to an 
inpatient hospital setting, then CPT Codes 99221-99223, 99231-99233 and 99238-99239 
are to be used. CPT codes 99201-99215 are to be used for evaluation and management 
service provided in the physician's office, in an outpatient or other ambulatory facility. 

New Patient Visits 0043 Identification of overpayments made when providers report visits with new-patient 
Evaluation and Management (E/M) codes for patients who do not meet the definition of a 
new patient. Claims are recouped when a provider bills a new-patient visit code and the 
same provider or a provider from the same group practice and with the same specialty 
has performed any other E/M services within a 3-year period of time. 

Add-on Codes Paid without Primary Code 
and/or denied Primary Code 

0050 CPT has designated certain codes as "add-on procedures". These services are always done 
in conjunction with another procedure and are only payable when an appropriate primary 
service is also billed 
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Cotiviti, LLC 

http://www.cotiviti.com/RAC/Welcome  

Region 2- MN, WI, IL, IA, MO, NE, KS, CO, NM, OK, TX, AR, LA, MS 

Region 3- WV, VA, NC, SC, TN, AL, GA, FL 

 

Issue Number Description 
Trastuzumab (Herceptin), J9355 - Multi-Dose 
Vial Wastage, Dose vs. Units Billed 

0036 Documentation will be reviewed to determine if the billed amount of trastuzumab 
(Herceptin) meets Medicare coverage criteria and applicable coding guidelines. 
Affected Codes: J9355. 

HERCEPTIN® (trastuzumab) is a Medicare covered drug used to treat HER2-
overexpressing breast cancer and HER2- overexpressing metastatic gastric or 
gastroesophageal junction adenocarcinoma. HERCEPTIN® comes in a multi-use vial 
of 440 milligrams. A multi-use vial contains more than one individual dose of 
medication and is labeled as such by the manufacturer. The manufacturer supplies 
the drug containing the multi-use vial of 440 milligrams as well as a 20-milliliter vial 
of bacteriostatic water for reconstitution. When stored 
properly reconstituted HERCEPTIN® can be used for up to 28 days. For multi-use 
vials Medicare pays only for the amount administered to the beneficiary and does 
not pay for any discarded or wasted amount of drug.  

HERCEPTIN® is dosed according to the patient’s weight in kilograms multiplied by 
the dose prescribed by the physician in mg/kg to allow calculation of the actual 
dose that is to be administered. The claim must have the number of units actually 
administered to the patient as the number of units billed. The number of units 
billed can be rounded up to the next multiple of the HCPCS unit if the calculation 
results in a fraction of a unit. In the case of HERCEPTIN®, the HCPCS unit is 10mg. 
For example, if 144 mg was administered then 15 units should be noted on the 
claim as the amount billed. Providers insert the weight of the patient in kilograms 
and the number of mg/kg of the dose in the remarks field. 
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Not a New Patient 0039 Providers are only allowed to bill the CPT codes for New Patient visits if the patient 
has not received any face-to-face service from the physician or physician group 
practice (limited to physicians of the same specialty) within the previous 3 years. 
This query identifies claims for patients who have been seen by the same provider 
in the last 3 years but for which the provider is billing a new (instead of 
established) visit code. Findings are limited to line with overpayments only. 

Office Visits Billed for Hospital Inpatients 0042 If evaluation and management service are being rendered to patients admitted to 
an inpatient hospital setting, then CPT Codes 99221-99223, 99231-99233 and 
99238-99239 are to be used. CPT codes 99201-99215 are to be used for evaluation 
and management service provided in the physician's office, in an outpatient or 
other ambulatory facility. 

New Patient Visits 0043 Identification of overpayments made when providers report visits with new-
patient Evaluation and Management (E/M) codes for patients who do not meet 
the definition of a new patient. Claims are recouped when a provider bills a new-
patient visit code and the same provider or a provider from the same group 
practice and with the same specialty has performed any other E/M services within 
a 3-year period of time. 

Add-on Codes Paid without Primary Code 
and/or denied Primary Code 

0050 CPT has designated certain codes as "add-on procedures". These services are 
always done in conjunction with another procedure and are only payable when an 
appropriate primary service is also billed 
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HMS Federal Solutions 

https://racinfo.hms.com  

Region 4- ND, SD, MT, WY, ID, WA, OR, AK, CA, NV, UT, AZ 

Issue Number Description 
Trastuzumab (Herceptin), J9355 - Multi-Dose 
Vial Wastage, Dose vs. Units Billed 

0036 Documentation will be reviewed to determine if the billed amount of trastuzumab 
(Herceptin) meets Medicare coverage criteria and applicable coding guidelines. 
Affected Codes: J9355. 

HERCEPTIN® (trastuzumab) is a Medicare covered drug used to treat HER2-
overexpressing breast cancer and HER2- overexpressing metastatic gastric or 
gastroesophageal junction adenocarcinoma. HERCEPTIN® comes in a multi-use vial 
of 440 milligrams. A multi-use vial contains more than one individual dose of 
medication and is labeled as such by the manufacturer. The manufacturer supplies 
the drug containing the multi-use vial of 440 milligrams as well as a 20-milliliter vial 
of bacteriostatic water for reconstitution. When stored 
properly reconstituted HERCEPTIN® can be used for up to 28 days. For multi-use 
vials Medicare pays only for the amount administered to the beneficiary and does 
not pay for any discarded or wasted amount of drug.  

HERCEPTIN® is dosed according to the patient’s weight in kilograms multiplied by 
the dose prescribed by the physician in mg/kg to allow calculation of the actual 
dose that is to be administered. The claim must have the number of units actually 
administered to the patient as the number of units billed. The number of units 
billed can be rounded up to the next multiple of the HCPCS unit if the calculation 
results in a fraction of a unit. In the case of HERCEPTIN®, the HCPCS unit is 10mg. 
For example, if 144 mg was administered then 15 units should be noted on the 
claim as the amount billed. Providers insert the weight of the patient in kilograms 
and the number of mg/kg of the dose in the remarks field. 

 
Not a New Patient 0039 Providers are only allowed to bill the CPT codes for New Patient visits if the patient 

has not received any face-to-face service from the physician or physician group 
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practice (limited to physicians of the same specialty) within the previous 3 years. 
This query identifies claims for patients who have been seen by the same provider 
in the last 3 years but for which the provider is billing a new (instead of 
established) visit code. Findings are limited to line with overpayments only. 

Office Visits Billed for Hospital Inpatients 0042 If evaluation and management service are being rendered to patients admitted to 
an inpatient hospital setting, then CPT Codes 99221-99223, 99231-99233 and 
99238-99239 are to be used. CPT codes 99201-99215 are to be used for evaluation 
and management service provided in the physician's office, in an outpatient or 
other ambulatory facility. 

New Patient Visits 0043 Identification of overpayments made when providers report visits with new-
patient Evaluation and Management (E/M) codes for patients who do not meet 
the definition of a new patient. Claims are recouped when a provider bills a new-
patient visit code and the same provider or a provider from the same group 
practice and with the same specialty has performed any other E/M services within 
a 3-year period of time. 

Add-on Codes Paid without Primary Code 
and/or denied Primary Code 

0050 CPT has designated certain codes as "add-on procedures". These services are 
always done in conjunction with another procedure and are only payable when an 
appropriate primary service is also billed 

 

 

Resources 

Medicare Fee for Service Recovery Audit Program 

https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Recovery-Audit-
Program/  

Medicare Fee for Services RAC Regions 

https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Recovery-Audit-
Program/Downloads/Medicare-FFS-RAC-map-November-2016-clean.pdf  

https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Recovery-Audit-Program/
https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Recovery-Audit-Program/
https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Recovery-Audit-Program/Downloads/Medicare-FFS-RAC-map-November-2016-clean.pdf
https://www.cms.gov/Research-Statistics-Data-and-Systems/Monitoring-Programs/Medicare-FFS-Compliance-Programs/Recovery-Audit-Program/Downloads/Medicare-FFS-RAC-map-November-2016-clean.pdf
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