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Indication'

AZEDRA® (iobenguane | 131) is indicated for the treatment of adult and pediatric patients 12 years and older with
iobenguane scan positive, unresectable, locally advanced or metastatic pheochromocytoma or paraganglioma who
require systemic anticancer therapy.

Important Safety Information

Warning and Precautions:

+ Risk from radiation exposure: AZEDRA contributes to a patient’s overall long-term radiation exposure. Long-term
cumulative radiation exposure is associated with an increased risk for cancer. These risks of radiation associated
with the use of AZEDRA are greater in pediatric patients than in adults. Minimize radiation exposure to patients,
medical personnel, and household contacts during and after treatment with AZEDRA consistent with institutional
good radiation safety practices and patient management procedures.

+ Myelosuppression: Severe and prolonged myelosuppression occurred during treatment with AZEDRA. Among
the 88 patients who received a therapeutic dose of AZEDRA, 33% experienced Grade 4 thrombocytopenia, 16%
experienced Grade 4 neutropenia, and 7% experienced Crade 4 anemia. Five percent of patients experienced
febrile neutropenia. Monitor blood cell counts weekly for up to 12 weeks or until levels return to baseline or the
normal range. Withhold and dose reduce AZEDRA as recommended in the prescribing information based on
severity of the cytopenia.

« Secondary myelodysplastic syndrome, leukemia, and other malignancies: Myelodysplastic syndrome (MDS) and
acute leukemias were reported in 6.8% of the 88 patients who received a therapeutic dose of AZEDRA. The time
to development of MDS or acute leukemia ranged from 12 months to 7 years. Two of the 88 patients developed a
non-hematological malignancy.

* Hypothyroidism: Hypothyroidism was reported in 3.4% of the 88 patients who received a therapeutic dose of AZEDRA.
Initiate thyroid-blocking medications starting at least 1 day before and continuing for 10 days after each AZEDRA
dose to reduce the risk of hypothyroidism or thyroid neoplasia. Evaluate for clinical evidence of hypothyroidism and
measure thyroid-stimulating hormone (TSH) levels prior to initiating AZEDRA and annually thereafter.

» Elevations in blood pressure: Eleven percent of the 88 patients who received a therapeutic dose of AZEDRA
experienced a worsening of pre-existing hypertension defined as an increase in systolic blood pressure to 2160
mmHg with an increase of 20 mmHg or an increase in diastolic blood pressure to 2100 mmHg with an increase of
10 mmHg. All changes in blood pressure occurred within the first 24 hours post infusion. Monitor blood pressure
frequently during the first 24 hours after each therapeutic dose of AZEDRA.

» Renal toxicity: Of the 88 patients who received a therapeutic dose of AZEDRA, 7% developed renal failure or acute
kidney injury and 22% demonstrated a clinically significant decrease in glomerular filtration rate (GFR) measured
at 6 or 12 months. Monitor renal function during and after treatment with AZEDRA. Patients with baseline renal
impairment may be at greater risk of toxicity; perform more frequent assessments of renal function in patients
with mild or moderate impairment. AZEDRA has not been studied in patients with severe renal impairment.

* Pneumonitis: Fatal pneumonitis occurred 9 weeks after a single dose in one patient in the expanded access

program. Monitor patients for signs and symptoms of pneumonitis and treat appropriately.
Embryo-fetal toxicity: Based on its mechanism of action, AZEDRA can cause fetal harm. Verify pregnancy status in
females of reproductive potential prior to initiating AZEDRA. Advise females and males of reproductive potential
of the potentialrisk to a fetus and to use effective contraception during treatment with AZEDRA and for 7 months
after the final dose. Advise males with female partners of reproductive potential to use effective contraception
during treatment and for 4 months after the final dose.

+ Risk of infertility: Radiation exposure associated with AZEDRA may cause infertility in males and females.
Radiation absorbed by testes and ovaries from the recommended cumulative dose of AZEDRA is within the range
where temporary or permanent infertility can be expected following external beam radiotherapy.

Adverse Reactions:

The most common severe (Grade 3—4) adverse reactions observed in AZEDRA clinical trials (210%) were lymphopenia
(78%), neutropenia (59%), thrombocytopenia (50%), fatigue (26%), anemia (24%), increased international normalized
ratio (18%), nausea (16%), dizziness (13%), hypertension (11%), and vomiting (10%). Twelve percent of patients
discontinued treatment due to adverse reactions (thrombocytopenia, anemia, lymphopenia, nausea and vomiting,
multiple hematologic adverse reactions).

Drug Interactions:

Based on the mechanism of action of iobenguane, drugs that reduce catecholamine uptake or that deplete
catecholamine stores may interfere with iobenguane uptake into cells and therefore interfere with dosimetry
calculations or the efficacy of AZEDRA. These drugs were not permitted in clinical trials that assessed the safety
and efficacy of AZEDRA. Discontinue the drugs listed in the prescribing information for at least 5 half-lives before
administration of either the dosimetry dose or a therapeutic dose of AZEDRA. Do not administer these drugs until at
least 7 days after each AZEDRA dose.

For important risk and use information about AZEDRA, please click here for full Prescribing Information.

To report suspected adverse reactions, contact Progenics Pharmaceuticals, Inc. at 844-668-3950 or FDA at 1-800-
FDA-1088 or www.fda.gov/medwatch.

Reference: AZEDRA® prescribing information. New York, NY: Progenics Pharmaceuticals, Inc.; 08 2018.
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Guide Overview

Progenics Pharmaceuticals, Inc. has developed this billing and coding guide to assist healthcare providers (HCPs)
with reimbursement questions related to AZEDRA® (iobenguane | 131) injection for intravenous (IV) use and
its administration. Please note that the current information is subject to change as new coding and coverage
information becomes available.

The following billing and coding guide is intended to provide information to HCPs, does not seek to maximize
payment, and should not be mistaken for official payer guidance. Progenics does not warrant, promise, guarantee,
or make any statement that the diagnosis codes supplied in this guide are appropriate, that the use of this
information will result in coverage or payment for AZEDRA, or that any payment received will cover HCPs' costs.

It is the responsibility of HCPs to remain in compliance with healthcare payer guidelines and policies. Therefore,
HCPs should review individual payer requirements and guidance prior to the submission of a claim.

AZEDRA

For assistance with reimbursement-related questions for AZEDRA, please contact AZEDRA
Service Connection® at:

1-844-AZEDRAI

(1-844-293-3721) available to assist you Monday through

==+ Our reimbursement counselors are
: Friday, 9:00 am to 5:00 pm EST

Disease and Product Overview

AZEDRA is indicated for the treatment of adult and pediatric patients 12 years and older with iobenguane
scan positive, unresectable, locally advanced or metastatic pheochromocytoma or paraganglioma who
require systemic therapy. AZEDRA consists of a small molecule that specifically targets neuroendocrine
tumors (pheochromocytoma and paraganglioma) and a radioisotope that is designed for use as an imaging
agent and for therapy.

AZEDRA dosimetric dose is administered via IV injection followed by 2 therapeutic doses approximately
90 days apart that are administered via IV infusion.

Dosimetric Doses Therapeutic Doses
Patients weighing >50 kg: Patients weighing >62.5 kg:
5 to 6 mCi (185 to 222 MBq) 500 mCi (18.5 GBq)
Patients weighing <50 kg: Patients weighing <62.5 kg:
0.1 mCi/kg (3.7 MBq/kg) 8 mCi/kg (296 MBqg/kg)

Please see Important Safety Information on page 2. For important risk and use information
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Coding

This guide offers a detailed overview of the coding related to AZEDRA. Coding is a uniform language that describes
medical, surgical, and diagnostic services to healthcare payers based on information documented in the patient’s
medical record and communicated by the HCP. HCPs use different types of codes across different sites of service.

Below is a table of the commonly used code sets for AZEDRA.

Site of Service

Coding System Description Cleprefey | FEEEIED e
Inpatient UL Standin
P (HOPD) &
Numeric, universal, and unique
National Drug Code (NDC)  3-segment product identifier used @ @ @

to report human drugs

Alpha-numeric coding system used

to report specific drugs, supplies,

and other healthcare equipment @ @ @

(eg, J-codes, C-codes, Q-codes)

Healthcare Common
Procedure Coding System
(HCPCS) Level Il

Current Procedural
Terminology® (CPT)
(HCPCS Level I)

International Classification
of Diseases, 10th Revision,
Clinical Modification
(ICD-10-CM)

International Classification
of Diseases, 10th Revision,
Procedure Coding System
(ICD-10-PCS)*

Revenue Codes

Numeric coding system used
to report medical services and
procedures provided by HCPs

Alpha-numeric coding system
used to report patient conditions,
illnesses, or symptoms that
document medical necessity for
specific healthcare services in all
settings of care

Alpha-numeric coding system used
to report procedures and other
services performed in healthcare
facilities

3-digit numeric codes that
indicate the cost center for an
individual service on a facility
claim; some payers require specific
combinations of revenue codes
and HCPCS codes for claims to be
processed

©

©

*|CD-10-PCS codes are required in the hospital inpatient site of service but may be used in the HOPD site of service for itemization purposes.

ICD-10-CM Diagnosis Codes Across All Sites of Service

ICD-10-CM diagnosis codes indicate a patient's medical condition and the reason a procedure was performed.
Coding conventions typically dictate that a patient’s diagnosis (and treatment) be coded to the highest level of
specificity possible.

Please see Important Safety Information on page 2. For important risk and use information
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The following diagnosis codes are applicable to describe patients with iobenguane scan positive, unresectable,
locally advanced or metastatic pheochromocytoma or paraganglioma who require systemic anticancer therapy:

ICD-10-CM Code and Description?

C74.10 Malignant neoplasm of medulla of unspecified adrenal gland
C74.11 Malignant neoplasm of medulla of right adrenal gland
C74.12 Malignant neoplasm of medulla of left adrenal gland

C75.5 Malignant neoplasm of aortic body and other paraganglia
C7A1 Malignant poorly differentiated neuroendocrine tumors
C7A.8 Other malignhant neuroendocrine tumors

D35.00 Benign neoplasm of unspecified adrenal gland

D35.01 Benign neoplasm of right adrenal gland

D35.02 Benign neoplasm of left adrenal gland

D35.6 Benign neoplasm of aortic body and other paraganglia
D44.7 Neoplasm of uncertain behavior of aortic body and other paraganglia
Z51.0 Encounter for antineoplastic radiation therapy

Dosimetric Use in the Hospital Outpatient Department (HOPD) and Freestanding Sites
of Service

The table below shows the suggested coding for the dosimetric use in both the HOPD and freestanding (eg,
physician office) sites of service.

Product Information Coding

Effective for dates of service on or after January 1, 2020, Centers for Medicare & Medicaid Services (CMS) has
assigned a permanent Healthcare Common Procedure Coding System (HCPCS) for AZEDRA; A9590 lodine [-131,
iobenguane, 1 millicurie3*

Site of Service

Code Drug/Service Code and Description
HOPD Freestanding

AZEDRA 71258-0015-02: Single-dose 30 mL vial of AZEDRA
. . +
NDC (to be useq cont;?lnlng.a total volume of 225 (+2.5) mL of . @ @
when required solution with a total radioactivity of 240-413 mCi/
by the payer) vial (8,880-15,281 MBqg/vial) at calibration time'
HCPCS  AZEDRA A9590 lodine I-13], iobenguane, 1 millicuri€ ©) @)
0250 Pharmacy, general classification*
Revenue AZEDRA 0258 Plivorrmcrq‘/, v sc.>lutions4 | @
Code 0343 Diagnostic radiopharmaceutical*

0636 Drugs requiring detailed coding*
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Administration, Supplies, and Services Coding

Code

HCPCS

CPT

ICD-10-
PCS

Revenue
Code

Drug/Service Code and Description

Same-day
physician visit

IV infusion

Dosimetry
calculations
and handling
of AZEDRA

Same-day
physician visit
(reported by
physician)

IV infusion*®

IV infusion

GO0463 HOPD clinic visit for assessment and
management of a patient (Medicare only)?

78804 Radiopharmaceutical localization of
tumor or distribution of radiopharmaceutical
agent(s); whole body, requiring 2 or more days
imaging®

79101 Radiopharmaceutical therapy, by
intravenous administration®

77300 Basic radiation dosimetry calculation,
central axis depth dose calculation, TDF,

NSD, gap calculation, off-axis factor, tissue
inhomogeneity factors, calculation of non-
ionizing radiation surface and depth dose, as
required during course of treatment, only when
prescribed by the treating physician®

77790 Supervision, handling, and loading of
radiation source®

99212-99215 Established evaluation and
management (outpatient)
Levels 2-5°

XWO033S5 Introduction of iobenguane

[-131 antineoplastic into peripheral vein,
percutaneous approach, new technology
group 5¢

XWO043S5 Introduction of iobenguane I-131
antineoplastic into central vein, percutaneous
approach, new technology group 5¢

0260 |V therapy*
0341 Nuclear medicine — diagnostic*

* Additional nuclear medicine imaging codes may also be appropriate when administering AZEDRA.

Site of Service

HOPD Freestanding

©

©
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Imaging Coding

Site of Service

Code Drug/Service Code and Description
HOPD Freestanding

71250 Computed tomography, thorax;

without contrast material(s)®
Other imaging:

computed
tomography (CT)
scan of kidney,
lung, and liver;
with contrast

72192 Computed tomographic

angiography, pelvis, without contrast

material(s)® @ @
74150 Computed tomography, abdomen;

without contrast material®

74176 Computed tomography, abdomen

and pelvis, without contrast material®

71550 Magnetic resonance (eg, proton)

e imaging, chest (eg, for evaluation of hilar
and mediastinal lymphadenopathy);
' ' without contrast material(s)®
Ol @aglng. 72195 Magnetic resonance (eg, proton)
magnetic . . L
. . imaging, pelvis; without contrast
resonance imaging material(s)s
(MRI) of kidney, , @ @
T 74181 Magnetic resonance (eg, proton)
lung, and liver; with ) ) i
imaging, abdomen; without contrast
contrast .
material(s)®
74185 Magnetic resonance angiography,
abdomen, with or without contrast
material(s)®
Other imaging:
CT scan of kidney,
! 0359 CT -other CT &
lung, and liver; with scan-other scans @
contrast
Revenue
Code
Other imaging:
MRI of kidney, : p
lung, and liver; with LU bl -e e @
contrast
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Sample UB-04 Claim Form to Medicare for Dosimetric Use

Use the UB-04 claim form when submitting a claim for dosimetric use in the HOPD site of service.

Completing the CMS-1450 for HOPD
Sample UB-04 (CMS 1450) Form to A/B Medicare Administrative Contractor (MAC) | HOPD Administration for Dosimetric Use

* 2 B
M |
5 FEDTAX NO. & SIATENENT COVERS PERID 7

8 PATIENT NAME ‘a ‘ 9 PATIENT ADDRESS H

b b ]

10 BIRTHDATE 11SEX |1p pate "3 HR 14TYPE 15 SRC [16DHR |17STAT| g 19 20 a1 CHPPITIONGODES,, 25 26 27 s s |

31 OCCURRENCE 2 OCCURRENCE 33 'OCCURRENCE o] RR 35 [ [OCCURRLNCE SlAN [ 436 [ OCCURRENCE SPAN 37

CODE DATE CODE DATE CODE DATE OD DA — — IGH
. SERVICE UNITS (Field 46): I

3 For A9590, the number of units should [ vAlUECoDES

correspond to the mCi prescribed to the I
patient. Units billed must be whole numbers
o [

'l 0636 | Drugs requiring detailed coding A9590 MMDDYY X XXX XX !
? (For AZEDRA) 2
°’} 0341 | Nuclear medicine - diagnostic 78804 TC MMDDYY 1 XXX § XX ¢
;| | REVENUE CODES (Field PRODUCT AND PROCEDURE CODES (Field 44): TOTAL CHARGES 4
s| | 42) AND DESCRIPTIONS Administration procedure (Field 47): 8
s| | (Field 43): _ Indicate the appropriate HCPCS code and CPT code to Report appropriate | |°
o | Use the most appropriate represent AZEDRA and administration. charges for il
u | revenue code for the ) ' _ product used and n
# | product's cost center Appropriate coding may include: related procedures | [*
u | (eg, 0636) and for the IV A9590 lodine I-131, iobenguane, 1 millicurie . e
“ | infusion (eg, 0341) "
‘5 CPT code(s) should be reported to identify administration "
b services such as the following example: *
:: 78804 Radiopharmaceutical localization of tumor or ::
" distribution of radiopharmaceutical agent(s); whole body, "
20 requiring 2 or more days imaging 20
i Modifier Use Modifier TC for the technical component of the i
N PAGE OF infus'ion service if the physician is billing for the administration R

50 PAYER NAME service separately PI
A - A
B| OTHER B

-] DIAGNOSIS CODES (Field 67 and 67A-J):
J | Enter the appropriate diagnosis codes (eg, ICD-10-CM): A
B » Z51.0 Encounter for antineoplastic radiation therapy, and 3
c » C74.10 Malignant neoplasm of medulla of unspecified adrenal gland c

Il Final codes depend on medical record documentation. Please see the billing guide for a list of complete diagnosis codes
Bj ' ' B

| PRINCIPAL PROCEDURE CODE AND DATE (Field 74):

I Enter the appropriate ICD-10-PCS code(s) for the administration of AZEDRA; eg,

« XWO033S5 (Introduction of iobenguane I-13] antineoplastic into peripheral vein,
percutaneous approach, new technology group 5)

« XWO043S5 (Introduction of iobenguane [-131 antineoplastic into central vein,
percutaneous approach, new technology group 5)

I I I 1 I [l

50 REMARKS a REMARKS (Field 80):
] P3yers may continue to require additional information to describe AZEDRA, including

the 11-digit NDC

UB-04 CMS-1450 APPROVED OMB NO. 0938-0997

Please see Important Safety Information on page 2. For important risk and use information

about AZEDRAP® (iobenguane | 131), please click here for full Prescribing Information.



https://azedra.com/full-prescribing-information.pdf

Sample CMS-1500 Claim Form for Dosimetric Use

A physician may bill separately for the administration of the IV infusion using a CMS-1500 form, where
appropriate. For example, under Medicare Part B policy, a physician may submit a CMS-1500 claim form for
AZEDRA's administration (separately from the UB-04 form submitted by the HOPD) if they are not employed
by the hospital that purchased AZEDRA and where the administration took place. Below is a sample claim for
submission of the CMS-1500 claim form.

Completing the CMS-1500 for Split Billing
Sample CMS-1500 Form | Billing for Physician Services

PICA PICA #
1. MEDICARE MEDICAID TRICARE CHAMPVA SEELL}FF"_‘ PLAN EE}?&JNG OTHER | 1a. INSURED’S I.D. NUMBER (For Program in Item 1) 1
D(Medicare#) D (Medicaid#) D (ID#/DoD#) |:| (Member ID#) |:| (ID#) D(ID#) D(ID#)
2. PATIENT'S NAME (Last Name, First Name, Middle Initial) 3. PATIENT'S BIRTH DATE SEX 4. INSURED’S NAME (Last Name, First Name, Middle Initial)
MM | DD YY
| M ] ¢
5. PATIENT'S ADDRESS (No., Street) 6. PATIENT RELATIONSHIP TO INSURED 7. INSURED’S ADDRESS (No., Street)
Se\fD SpouseD Chudl:‘ OlherD
CITY STATE | 8. RESERVED FOR NUCC USE CITY STATE -4
o
=
ZIP CODE TELEPHONE (Include Area Code) ZIP CODE TELEPHONE (Include Area Code) g
9
( ) ( ) &
9. OTHER INSURED’S NAME (Last Name, First Name, Middle Initial) 10. IS PATIENT'S CONDITION RELATED TO: 11. INSURED’S POLICY GROUP OR FECA NUMBER I'zl-
@
a. OTHER INSURED’S POLICY OR GROUP NUMBER a. EMPLOYMENT? (Current or Previous) a. INSURED’S DATE OF BIRTH SEX o©c
MM | DD | Yy 2
[Jves [ Ino ! ! m[] ] 2
b. RESERVED FOR NUCC USE b. AUTO ACCIDENT? sn LD OTHFE CIANID (Decionaied b NuCe é
DIAGNOSIS (Box 21): :
. RESERVED FOR NUCC USE . OTHER o o o
¢ ¢ Enter the appropriate diagnosis codes (eg, ICD-10-CM): a
« Z51.0 Encounter for antineoplastic radiation 5
d. INSURANCE PLAN NAME OR PROGRAM NAME 10d. CLAI a
therapy; and o
9 5 9d.
{ - C74.10 Malignant neoplasm of medulla of :; Ia" o
.r authorize
ADDITIONAL INFORMATION (Box 19): n unspecified adrenal gland an or supplier for
Payers may continue to require additional Final codes depend on medical record documentation.
information to describe AZEDRA, including the g Please see the billing guide for a list of complete
11-digit NDC 7 diagnosis codes DCCUPATION T
|
|
1 | il ! I |
17. NAME OF REFERRING PROVIDER OR OTHER SOURCE 17a. O ‘ ‘
| i) I B |
1 AL DIAGNOSIS POINTER (Box 24E): )] CHARGES (Box 24F):
19. ADDITIONAL GLAIM INFORMATION (Designated by NUGC) Enter the letters (A-J) that correspond  [°| For AZEDRA, enter
to the appropriate diagnoses in Box21 | | $0.00 for charges
21. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY Relate A-L to service line below (24E) 4
A LZ51.0 5 L C7410 ¢ _ o ! |
£l El G " | 23. PRIOR JUTHORIZATION NUMBER
[ J. | K| (.| .
24. A, DATE(S) OF SERVICE B. C. D. PROCEDURES, SERVICES, OR SUPPLIES = F. G. H. DAYS OR UN ITS (BOX 24G)
From To IPLACE OF (Explain Unusual Circumstances) DIAGNOSIS Dégs EFZrSnEn); For A9590 the number of
MM DD YY MM DD YY QSERVICE QEMG CPT/HCPCS | MODIFIER POINTER $ CHARGES UNITS Plan . '
’ ] units should correspond to
MM|DD| YY |[MM DD | YY| 22 A9590 | | 1 AB 0/00f X the mCi prescribed to the
b patient. Units billed must
| | | | | | | |
MM| DD | YY [MM| DD | YY| 22 78804 | 260 1 | 1| AB waod xx| 1] | e whole numbers
3 | X | ) R | | o
5
PLACE OF SERVICE (Box 24B): |'| PROCEDURES/SERVICES/SUPPLIES (Box 24D): ‘é’
Enter the appropriate 2-digit | | Enter the appropriate HCPCS code and CPT code to represent AZEDRA and its o
place of service code that sl iemn Z
- corresponds to the location %
where services are rendered [ | Appropriate coding may include: >
¢ (eg, 22: hospital outpatient) A9590 /odine I-131, iobenguane, I millicurie S
- = B UCC Use
0] CPT codel(s) should identify administration services, such as: |
|
31 SIGNATURE OF PHYSICIAN OR SUPPLIER 78804 Radiopharmaceutical localization of tumor or distribution of :
INCLUDING DEGREES OR CREDENTIALS i i . iri (2 fi i
ooty thot e tatamorte o the roveras radiopharmaceutical agent(s); whole body, requiring 2 or more days’ imaging
apply to this bill and are made a part thereof.) e
Modifier
H If AZEDRA is administered in the HOPD setting, the physician should include
SIGNED : —DATE Modifier 26 for the professional component
NUCC Instruction Manual available at: www.n| (02-12)
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Therapeutic Use in the Inpatient Hospital Site of Service

Below is the suggested coding for therapeutic use in the hospital inpatient site of service.
Product Information Coding

Code Drug/Service Code and Description

71258-0015-22: Single-dose 30 mL vial of AZEDRA
containing a total volume of 22.5 (+2.5) mL of solution

ND AZEDRA
S with a total radioactivity of 240-413 mCi/vial (8,880-
15,281 MBqg/vial) at calibration time'
HCPCS AZEDRA A9590 /odine I-131, iobenguane, I millicurie
0250 Pharmacy, general classification*
Revenue

AZEDRA 0258 Pharmacy, IV solutions*
0344 Therapeutic radiopharmaceutical*

Code

Administration, Supplies, and Services Coding

Code Drug/Service Code and Description
V infusion 79101' Radlopharmaceutlcal therapy, by IV
administration®
CPT - . .
Same-day physician visit 99231-99233 Subsequent hospital care, per day,
(reported and billed separately by for the evaluation and management of a patient,
physician) Levels 1-3°

XWO033S5 Introduction of iobenguane [-131
antineoplastic into peripheral vein, percutaneous
approach, new technology group 5¢

XWO043S5 Introduction of iobenguane I-131
antineoplastic into central vein, percutaneous
approach, new technology group 5°¢

ICD-10-PCS IV infusion*

Revenue 0260 |V therapy*
IV infusion
Code 0342 Nuclear medicine, therapeutic*

* Additional nuclear medicine imaging codes may also be appropriate when administering AZEDRA.

Progenics assumes that facilities will refer to the relevant Medicare Severity Diagnosis-Related Group (MS-DRG) for
each inpatient admission. Please note that, when appropriate, a physician may bill separately for the administration
of the IV infusion using a CMS-1500 form.

Please see Important Safety Information on page 2. For important risk and use information
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Therapeutic Use in the HOPD Site of Service

Below is the suggested coding for therapeutic use in the HOPD site of service. Therapeutic use in the outpatient
setting will be strictly for pediatric patients.

Product Information Coding

Code Drug/Service Code and Description

71258-0015-22: Single-dose 30 mL vial of AZEDRA containing a total
NDC AZEDRA volume of 22.5 (+2.5) mL of solution with a total radioactivity of
240-413 mCi/vial (8,880-15,281 MBg/vial) at calibration time'

HCPCS AZEDRA A9590 /odine I-131, iobenguane, | millicurie?

0250 Pharmacy, general classification*
i 4
Revenue AZEDRA 0258 Pharmacy, .IV solgtlon '
Code 0344 Therapeutic radiopharmaceutical*

0636 Drugs requiring detailed coding*

Administration, Supplies, and Services Coding

Code Drug/Service Code and Description

IV infusion 79101 Radiopharmaceutical therapy, by IV administration®

CPT
Same-day physician visit

(reported and billed
separately by physician)

99212-99215 Established evaluation / management (outpatient),
Levels 2-5°

Same-day physician visit
HCPCS (reported and billed
separately by physician)

GO0463 Hospital outpatient clinic visit for assessment and
management of a patient (Medicare only)?

XWO033S5 Introduction of iobenguane I-131 antineoplastic into

ICD-10- Vi peripheral vein, percutaneous approach, new technology group 5¢
infusion*
PCS XWO043S5 Introduction of iobenguane I-131 antineoplastic into
central vein, percutaneous approach, new technology group 5¢
Revenue 0260 |V therapy“
IV infusion
Code 0342 Nuclear medicine, therapeutic*

* Additional nuclear medicine imaging codes may also be appropriate when administering AZEDRA.

A physician may bill separately for the administration of the IV infusion using a CMS-1500 form, when appropriate.

Please see Important Safety Information on page 2. For important risk and use information

about AZEDRAP® (iobenguane | 131), please click here for full Prescribing Information.
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NOTE: AZEDRA should be

billed via mCi prescribed.

Sample UB-04% Claim Form for Therapeutic Use

Use the UB-04 claim form when submitting a claim for therapeutic use in the HOPD site of service.

Completing the CMS-1450 for HOPD
Sample UB-04 (CMS 1450) Form to A/B MAC | HOPD Administration for Therapeutic Use

‘ : &
b. MED.
REC. # ‘
5 FED. TAX NO. 6 S';I'SBEMENT COVEB&:%}:{JISE 7
8 PATIENT NAME ‘a ‘ 9 PATIENT ADDRESS H
b : CE
10 BIRTHDATE TSEX 1o pae 19 hm 4TYPE 15SRC |18 DHR [17STAT | g 19 20 a1 CHPTIONGODES,, 25 26 27 | “%e |
31 OCCURRENCE 2 OCCURRENCE 33 OCCURRENCE 34 OCCURRENCE 35 [ IOCCURRLNCE SF['AN [ 436 [ OCCURRENCE SPAN 37
CODE DATE CODE DATE CODE DATE CODE DATE — — IGH
. SERVICE UNITS (Field 46): [
% For A9590, the number of units should | WUECoDES
correspond to the mCi prescribed to the I
patient. Units billed must be whole numbers
[ [
1 0636 | Drugs requiring detailed coding A9590 MMDDYY X XXX XX 1
? (For AZEDRA) 2
)} 0342 |Nuclear medicine - therapeutic 78804 MMDDYY 1 XXX XX :
| | REVENUE CODES (Field 42) ZSOP‘,"CT AND PROEEDURE SRR TOTAL CHARGES '
’ | AND DESCRIPTIONS (Field 43): r_“'”'StratIOn proce. ure (Field 47): )
; Use the most appropriate Indicate the appropriate HCE;S co.de and CPT code to Report appropriate j
'] revenue code for the product's represent AZEDRA and administration. charges for )
A | cost cepter_(eg, 0636) and for Appropriate coding may include: product used and .
4 | the IVinfusion (eg, 0342) A9590 lodine I-13], iobenguane, 1 millicurie related procedures "
‘5 CPT codel(s) should be reported to identify *
: administration services such as the following example: :
l 78804 Radiopharmaceutical localization of tumor or "
o distribution of radiopharmaceutical agent(s); whole »
20 body, requiring 2 or more days imaging 20
& PAGE OF CREATION DATE OTA i
50 PAYER NAME 51 HEALTH PLAN ID P2Ret [oiee] 54 PRIOR PAYMENTS 55 EST. AMOUNT DUE 56 NPI
A = A
B| OTHER B
E DIAGNOSIS CODES (Field 67 and 67A-)):
4 | Enter the appropriate diagnosis codes (eg, ICD-10-CM): A
° + Z51.0 Encounter for antineoplastic radiation therapy; and i
9 + C74.10 Malignant neoplasm of medulla of unspecified adrenal gland °©
o
A | Final codes depend on medical record documentation. Please see the billing guide for a list of complete diagnosis codes A
B I I B
csa == o PRINCIPAL PROCEDURE CODE AND DATE (Field 74):
- . . H Enter the appropriate ICD-10-PCS code(s) for the administration of AZEDRA,; eg,
« XWO033S5 (Introduction of iobenguane I-131 antineoplastic into peripheral vein,

OPRTTENT
REASON DX

la Col

percutaneous approach, new technology group 5)

« XWO043SS5 (Introduction of iobenguane [-131 antineoplastic into central vein,
percutaneous approach, new technology group 5)

I I I 1 I [l

80 REWARKS a REMARKS (Field 80):
4 P3yers may continue to require additional information to describe AZEDRA, including
the 11-digit NDC

UB-04 CMS-1450 APPROVED OMB NO. 0938-099 - THET! .
NUBC e

Please see Important Safety Information on page 2. For important risk and use information

about AZEDRAP® (iobenguane | 131), please click here for full Prescribing Information.
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NOTE: AZEDRA should be

billed via mCi prescribed.

Sample CMS-1500 Claim Form for Therapeutic Use

A physician may bill separately for the administration of the IV infusion using a CMS-1500 form, where appropriate.
For example, under Medicare Part B policy, a physician may submit a CMS-1500 claim form for AZEDRA's
administration (separately from the UB-04 form submitted by the HOPD) if they are not employed by the hospital
that purchased AZEDRA and where the administration took place. Below is a sample claim for submission of the
CMS-1500 claim form.

Completing the CMS-1500 for Split Billing
Sample CMS-1500 Form | Billing for Physician Services

D]]PICA PICA ¢
1. MEDICARE MEDICAID TRICARE CHAMPVA SE&J&Z PLAN EE}%@UNG OTHER | 1a. INSURED’S I.D. NUMBER (For Program in Item 1) 1
D(Med/‘care#) |:| (Medicaid#) D (ID#/DoD#) |:| (Member ID#) |:| (ID#) D (ID#) D (1D#)
2. PATIENT’S NAME (Last Name, First Name, Middle Initial) 3. PATIENT'S BIRTH DATE SEX 4. INSURED’S NAME (Last Name, First Name, Middle Initial)
MM | DD YY
| v ] e[ ]
5. PATIENT’'S ADDRESS (No., Street) 6. PATIENT RELATIONSHIP TO INSURED 7. INSURED’S ADDRESS (No., Street)
Self|:| SpouseD ChiIdD OtherD
CITY STATE | 8. RESERVED FOR NUCC USE CITY STATE 2
o
=
ZIP CODE TELEPHONE (Include Area Code) ZIP CODE TELEPHONE (Include Area Code) g
o
() C ) S
9. OTHER INSURED’S NAME (Last Name, First Name, Middle Initial) 10. IS PATIENT'S CONDITION RELATED TO: 11. INSURED’S POLICY GROUP OR FECA NUMBER %
@
a. OTHER INSURED’S POLICY OR GROUP NUMBER a. EMPLOYMENT? (Current or Previous) a. INSURED’S DATE OF BIRTH SEX o
MM | DD YY (:,)’
[Jves [ ]no } | w[] ] 2
b. RESERVED FOR NUCC USE b. AUTO ACCIDENT? PLAGE (State) | b- OTHER CLAIM 1D (Designated by NUCC) o
[Jves  [no } Z
c. RESERVED FOR NUCC USE c. OTHER E
DIAGNOSIS (Box 21): =
d. INSURANCE PLAN NAME OR PROGRAM NAME 1od.cLa] Enter the appropriate diagnosis codes (eg, ICD-10-CM): =
» Z51.0 Encounter for antineoplastic radiation 92, and od.
id therapy, and RE | authori
ADDITIONAL INFORMATION (Box 19): ; Ry, an B o suppicr for
. . - Ll + C74.10 Malignant neoplasm of medulla of
Payers may continue to require additional urEEETes Geranel glend
information to describe AZEDRA, including the ! P g
11-digit NDC = Final codes depend on medical record documentation.
Y s q q DCCUPATION A
Please see the billing guide for a list of complete oYY
. : ‘
17. NAME OF REFERRING PROVIDER OR OTHER SOURCE 17a. dlagnOSIS COdes r?EHVICESYY
3 70 NP |__From TO ! i
19. ADDITIONAL CLAIM INFORMATION (Designated by NUCC) HARGES
DIAGNOSIS POINTER (Box 24E): ‘
21. DIAGNOSIS OR NATURE OF ILLNESS OR INJURY  Relate A-L to service line below (24E) | Enter the letters (A-J) that correspond o
A L Z51.0 5 LC7410 . to the appropriate diagnoses in Box 21 [
E. _ F. G. | ™ I—I— J
1 [ J. [ K| | .
24. A DATE(S) OF SERVICE B. C. D. PROCEDURES, SERVICES, OR SUPPLIES = F. G, H. DAYS OR U NITS (BOX ZAG)'
From To PLACE OF| (Explain Unusual Circumstances) DIAGNOSIS Dégs izsm[‘g For A9590 the number of
MM DD YY MM DD YY QSERVICE §EMG CPT/HCPCS | MODIFIER POINTER $ CHARGES UNITS § Plan . !
units should correspond to
1 MM| DD YY |[MM DD | YY| 22 A9s90 | 11 AB xxx xx | X the mCi prescribed to the
b patient. Units billed must
| | | | | | | |
MM DD! YY [MM DD | YY| 22 78804 | 261 1 |l AB i xx |1 be whole numbers
q 1 1 I T
PLACE OF SERVICE (Box 24B): || PROCEDURES/SERVICES/SUPPLIES (Box 24D): -2
A Enter the appropriate 2-digit Enter the appropriate HCPCS code and CPT code to represent AZEDRA and its x
place of service code that -] administration |2
H corresponds to the location . . . o
where services are rendered || APPropriate coding may include: i
A (eg, 22: hospital outpatient) A9590 |odine I-131, iobenguane, | millicurie I
725 FEDERAL TAX 1D NOVEER CPT codel(s) should identify administration services, such as: E |
L0 78804 Radiopharmaceutical localization of tumor or distribution of |
A O Y SICIAN OR SUPPLER radiopharmaceutical agent(s); whole body, requiring 2 or more days’imaging
(I certify that the statements on the reverse
apply to this bill and are made a part thereof.) Modifier
|| If AZEDRA is administered in the HOPD setting, the physician should include |
SIGNED DATE Modifier 26 for the professional component Y
NUCC Instruction Manual available at: www.n0teong PLEASE PRINT UR TTPE O e OIS OSPRS00 02 T2)

Please see Important Safety Information on page 2. For important risk and use information

about AZEDRAP® (iobenguane | 131), please click here for full Prescribing Information.
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AZEDRA Service Connection® Offers
Support to Address Your Reimbursement Questions

AZEDRA Service Connection® is a patient and provider support program that offers assistance with challenging
reimbursementand billing questions. Our reimbursement counselors are readily available to answer questions about
AZEDRA. Specifically, we can assist HCPs and their staff with benefit verifications, prior authorization requirements,
denied claims questions, health plan appeal processes, and referrals to patient assistance programs.

AZEDRA

For assistance with reimbursement-related questions for AZEDRA, please contact AZEDRA
Service Connection® at:

Our reimbursement counselors
are available to assist you
Monday through Friday, 9:00 am
to 5:00 pM EST

1-844-AZEDRAI
(1-844-293-3721)
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