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

Number
0036

Description
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 20milliliter 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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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
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billing a new (instead of established) visit code. Findings are limited to line with overpayments
only.
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.
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.
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
Payment may not be made for outpatient services overlapping or during an inpatient stay.
Drugs and Biologicals should be billed in multiples of the dosage specified in the HCPCS code long
descriptor. The number of units billed should be assigned based on the dosage increment specified
in that HCPCS long descriptor, and correspond to the actual amount of the drug administered to
the patient, including any appropriate, discarded drug waste. If the drug dose used in the care of a
patient is not a multiple of the HCPCS code dosage descriptor, the provider rounds to the next
highest unit. Claims billed with excessive or insufficient units will be reviewed by a nurse,
registered pharmacist, certified pharmacy technician, or certified coder to determine the actual
amount administered and the correct number of billable/payable units. Affected Codes: C9025,
C9295, J0129, J0178, J0256, J0583, J0585, J0894 J0897, J1300, J1459, J1561, J1566, J1569, J1572,
j1745, J2323, J2353, J2357, J2505, J2778, J2796, J2997, J3101, J3262, J3487, J7325, J9033, J9035,
J9041, J9043, J9055, J9171, J9228, J9263, J9264, J9299, J9303, J9305, J9306, J9310, J9351, J9355,
Q2050, J9034.
Medicare payment for the initial hospital visit includes all services provided to the patient on the
date of admission by that physician, regardless of the site of service. The physician may not bill
observation care codes (initial, subsequent and/or discharge management) for services on the date
that he or she admits the patient to inpatient status.
Duplicate claims are any claims paid across more than one claim number for the same Beneficiary,
CPT/HCPCS code and service date by the same provider. Affected Codes: All CPT, HCPCS Codes
Payment for the majority of Skilled Nursing Facility (SNF) services provided to beneficiaries in a
Medicare covered Part A SNF stay are included in a bundled prospective payment. Entities that
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provide these services should look to the SNF for payment. Under the consolidated billing
requirement, the SNF must submit all Medicare. Affected Codes - See Appendix D.
Physician services billed during an active hospice period should be paid by the Hospice provider if
services are related to the hospice beneficiary's terminal condition or if a physician is employed or
paid under arrangement by the beneficiary's hospice provider. Medicare should not be billed for
either of the aforementioned scenarios. Affected codes: Any codes except codes 90732, 90471,
Q2034, G0008, G0009, G0010, 90460, 90461, 90472, 90655, 90656, 90657, 90661, 90662, 90673,
90685, 90686, 90687, 90688, Q2035, Q2036, Q2037, Q2038, Q2039, 90740, 90743, 90744, 90746,
90747, 90748
Based on Medicare Claims Processing Manual Chapter 12, Section 30.6.10, the consultation CPT codes
99241 through 99255 are no longer recognized for Medicare Part B payment. Physicians shall code
patient evaluation and management visits with E/M codes that represent where the visit occurs and
that identify the complexity of the visit performed. CPT codes 99241 through 99245 are overpayments
and will be recovered.
CMS will not pay a physician for an emergency department visit or an office visit and a comprehensive
nursing facility assessment on the same day. Bundle E/M visits on the same date provided in sites other
than the nursing facility into the initial nursing facility care code when performed on the same date as
the nursing facility admission by the same physician.
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Issue
Trastuzumab (Herceptin), J9355 - Multi-Dose Vial
Wastage, Dose vs. Units Billed

Number
0036

Description
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.
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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.
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.
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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.
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.
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
When administering multiple infusions, injections or combinations, the physician should
only report one "initial" service code unless protocol requires that two separate IV sites
must be used. For these separate identifiable services, physicians need to report with using
modifier 59, XE, XS, XP or XU.
Payment may not be made for outpatient services overlapping or during an inpatient stay.
Drugs and Biologicals should be billed in multiples of the dosage specified in the HCPCS
code long descriptor. The number of units billed should be assigned based on the dosage
increment specified in that HCPCS long descriptor, and correspond to the actual amount of
the drug administered to the patient, including any appropriate, discarded drug waste. If
the drug dose used in the care of a patient is not a multiple of the HCPCS code dosage
descriptor, the provider rounds to the next highest unit. Claims billed with excessive or
insufficient units will be reviewed by a nurse, registered pharmacist, certified pharmacy
technician, or certified coder to determine the actual amount administered and the correct
number of billable/payable units. Affected Codes: C9025, C9295, J0129, J0178, J0256,
J0583, J0585, J0894 J0897, J1300, J1459, J1561, J1566, J1569, J1572, j1745, J2323, J2353,
J2357, J2505, J2778, J2796, J2997, J3101, J3262, J3487, J7325, J9033, J9035, J9041, J9043,
J9055, J9171, J9228, J9263, J9264, J9299, J9303, J9305, J9306, J9310, J9351, J9355, Q2050,
J9034.
Medicare payment for the initial hospital visit includes all services provided to the patient
on the date of admission by that physician, regardless of the site of service. The physician
may not bill observation care codes (initial, subsequent and/or discharge management) for
services on the date that he or she admits the patient to inpatient status.
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Duplicate claims are any claims paid across more than one claim number for the
same Beneficiary, CPT/HCPCS code and service date by the same provider.
Affected Codes: All CPT, HCPCS Codes
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Site of Service Payment Differential. Medicare Claims Processing Manual: Publication 10004; Chapter 12, § 20.4.2: “The rate, facility or non-facility, that a physician service is paid
under the MPFS is determined by the Place of service (POS) code that is used to identify
the setting where the beneficiary received the face-to-face encounter with the physician,
nonphysician practitioner (NPP) or other supplier. In general, the POS code reflects the
actual place where the beneficiary receives the face-to-face service and determines
whether the facility or non-facility payment rate is paid. However, for a service rendered to
a patient who is an inpatient of a hospital (POS code 21) or an outpatient of a hospital (POS
codes 19 or 22), the facility rate is paid, regardless of where the face-to-face encounter
with the beneficiary occurred.”
Based on Medicare Claims Processing Manual Chapter 12, Section 30.6.10, the consultation CPT
codes 99241 through 99255 are no longer recognized for Medicare Part B payment. Physicians
shall code patient evaluation and management visits with E/M codes that represent where the
visit occurs and that identify the complexity of the visit performed. CPT codes 99241 through
99245 are overpayments and will be recovered.
CMS will not pay a physician for an emergency department visit or an office visit and a
comprehensive nursing facility assessment on the same day. Bundle E/M visits on the same
date provided in sites other than the nursing facility into the initial nursing facility care code
when performed on the same date as the nursing facility admission by the same physician.
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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
Trastuzumab (Herceptin), J9355 - Multi-Dose Vial
Wastage, Dose vs. Units Billed

Number
0036

Description
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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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.
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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.
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.
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.
Medicare payment for the initial hospital visit includes all services provided to the patient
on the date of admission by that physician, regardless of the site of service. The physician
may not bill observation care codes (initial, subsequent and/or discharge management) for
services on the date that he or she admits the patient to inpatient status.
Duplicate claims are any claims paid across more than one claim number for the same
Beneficiary, CPT/HCPCS code and service date by the same provider. Affected Codes: All
CPT, HCPCS Codes
Payment for the majority of Skilled Nursing Facility (SNF) services provided to beneficiaries
in a Medicare covered Part A SNF stay are included in a bundled prospective payment.
Entities that provide these services should look to the SNF for payment. Under the
consolidated billing requirement, the SNF must submit all Medicare. Affected Codes - See
Appendix D.
Physician services billed during an active hospice period should be paid by the Hospice
provider if services are related to the hospice beneficiary's terminal condition or if a
physician is employed or paid under arrangement by the beneficiary's hospice provider.
Medicare should not be billed for either of the aforementioned scenarios.
Based on Medicare Claims Processing Manual Chapter 12, Section 30.6.10, the consultation CPT
codes 99241 through 99255 are no longer recognized for Medicare Part B payment. Physicians
shall code patient evaluation and management visits with E/M codes that represent where the
visit occurs and that identify the complexity of the visit performed. CPT codes 99241 through
99245 are overpayments and will be recovered.
CMS will not pay a physician for an emergency department visit or an office visit and a
comprehensive nursing facility assessment on the same day. Bundle E/M visits on the same
date provided in sites other than the nursing facility into the initial nursing facility care code
when performed on the same date as the nursing facility admission by the same physician.

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