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Billing and Coding Guide

A guide for healthcare providers (HCPs) who administer Cortrophin
Gel in physician offices or hospital outpatient departments (HOPDs)
for short-term administration as an adjunctive therapy during an acute
episode or exacerbation in acute gouty arthritis.

SELECT INDICATIONS

Cortrophin Gel is a prescription medicine that is injected subcutaneously or
intramuscularly. It is indicated for short-term administration as an adjunctive therapy
during an acute episode or exacerbation in acute gouty arthritis.

IMPORTANT SAFETY INFORMATION

Contraindications
« Cortrophin Gel is contraindicated for intravenous administration.

+ Cortrophin Gel is contraindicated in patients who have any of the following
conditions: scleroderma; osteoporosis; systemic fungal infections; ocular herpes
simplex; recent surgery; history of or the presence of a peptic ulcer; congestive
heart failure; hypertension; primary adrenocortical insufficiency; adrenocortical
hyperfunction; or sensitivity to proteins derived from porcine sources.
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INTRODUCTION

ANI Pharmaceuticals, Inc., developed this guide to assist HCPs in understanding coding and billing
that may be appropriate when submitting a claim for Cortrophin Gel for a patient diagnosed with an
acute gouty arthritis flare. Specifically, it addresses instances where the product is purchased and
administered by an HCP and billed to a patient’s medical health insurance plan.

Disclaimer

Please note the information in this guide is intended for informational purposes only and does not
guarantee coverage or reimbursement, or provide legal advice. This resource is not intended to increase
or maximize reimbursement by any payer. While ANI has attempted to be current as of the issue date of
this guide, the information may not reflect current policies. It is the HCP’s responsibility to confirm
coverage, coding, and billing requirements with the patient’s individual payer. Coding and
coverage policies are subject to change.

Dosing

Cortrophin Gel is indicated for short-term administration as an adjunctive therapy during an acute
episode or exacerbation in acute gouty arthritis.

Dosing and frequency of Cortrophin Gel should be individualized according to medical condition,
severity of the disease, and initial response of the patient. Treatment of acute gouty arthritis should
be limited to a few days. The dosage recommended by the DRUGDEX® compendia is 25 to 40 units,
subcutaneously (SC), and repeated as indicated.!

Please monitor your patients for side effects if Cortrophin Gel is administered at more than 40 units
daily, because chronic administration of more than 40 units daily may be associated with uncontrollable
adverse effects.

Standard tests for verification of adrenal responsiveness to corticotropin may utilize as much as 80 units
as a single injection, or one or more injections of a lesser dosage. Verification tests should be performed
prior to treatment with corticotropins. The test should utilize the route(s) of administration proposed

for treatment. Following verification, dosage should be individualized according to the disease under
treatment and the general medical condition of each patient.

IMPORTANT SAFETY INFORMATION (cont.)

Warnings and Precautions

* Infections: Corticotropin therapy may increase susceptibility to infections and may mask the
symptoms of infections.

 Adrenal insufficiency: Prolonged corticotropin therapy can increase the potential for adrenal
insufficiency after withdrawal of the medication. Adrenal insufficiency may be minimized by
gradually reducing the corticotropin dosage. Hormone therapy should be reinstituted if stressful
situations arise during discontinuation.
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CODING OVERVIEW

This section outlines codes to consider when an HCP purchases Cortrophin Gel, administers it to a
patient in a physician office or HOPD, and submits a claim for the drug and the injection procedure.

Coding for Drug

Healthcare Common Procedure Coding System (HCPCS) Codes

The product-specific HCPCS code for Cortrophin Gel listed in the table below may be reported on
outpatient claims for dates of service on or after October 1, 2023. A product-specific HCPCS code does
not guarantee reimbursement and may not apply to all public or private payers. Some commercial
payers may require the use of miscellaneous codes J3490 or J3590. Check with the payer for specific
prior authorization (PA), coding, or claims requirements for Cortrophin Gel.

J0802 Injection, corticotropin (ani), up to 40 units Physician office, HOPD

When billing Cortrophin Gel using J0802:

Verify each payer’s guidance on appropriate billing and use of HCPCS modifiers with JO802 based
on the route of administration. Requirements vary by payer.

« SC administration of Cortrophin Gel (J0802) is considered self-administered and is excluded
from coverage under Medicare Part B®

« Dosing and frequency of Cortrophin Gel should be individualized according to medical
condition, severity of the disease, and initial response of the patient. Treatment of acute gouty
arthritis should be limited to a few days. The dosage recommended by the DRUGDEX compendia
is 25 to 40 units, SC, and repeated as indicated’

1 HCPCS billing unit applies for up to 40 units of Cortrophin Gel.
* A 25-unit injection would be reported with 1 HCPCS billing unit

Cortrophin Gel is supplied as multiple-dose vials; as such, Medicare requirements regarding
reporting amounts of discarded drug do not apply.

IMPORTANT SAFETY INFORMATION (cont.)

Warnings and Precautions (cont.)

* Elevated blood pressure, salt and water retention, and hypokalemia: Corticotropin can cause
elevation of blood pressure, salt and water retention, and increased excretion of potassium or calcium.

* Masking symptoms of other diseases: Corticotropin may only suppress signs and symptoms of
chronic disease without altering the natural course of disease.

 Psychiatric reactions: Psychic derangements may appear when corticotropin is used, ranging
from euphoria, insomnia, mood swings, personality changes, and depression to psychosis. Existing
conditions may be aggravated.
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CODING OVERVIEW (cont.)

National Drug Code (NDC)

Payers require HCPs to report an NDC on medical claims along with an appropriate HCPCS code.*® In
compliance with the Health Insurance Portability and Accountability Act, HCPs should add a leading
zero to report the NDC in an 11-digit format. See placement of the leading zero below to convert the
NDC to 11 digits’:

1 mL multiple-dose vial containing 80 USP units/mL 62559-0860-11

Coding for Administration Service

Current Procedural Terminology (CPT®) Code
CPT codes identify specific medical procedures performed by a physician or other qualified HCP.? The
following code may be used to report the injection procedure for Cortrophin Gel:

Therapeutic, prophylactic, or diagnostic
96372 injection (specify substance or drug); Physician office, HOPD
subcutaneous or intramuscular

Modifier Coding Guidance

HCPCS Modifier

Modifiers provide payers with additional information regarding the services rendered. Payers may
have varying guidance about the use of HCPCS modifiers to denote the route of administration of
Cortrophin Gel. For further assistance, please complete an enrollment form to request a benefits
investigation from the 1-mL Cortrophin In Your Corner (CIYC) program. The summary of benefits
provides details on specific modifier requirements, by payer. You can also contact the payer directly
or call a 1-mL CIYC reimbursement specialist at 1-888-CIYC-NOW (1-888-249-2669).

The following modifier may be used, as applicable for certain entities, for Cortrophin Gel:

Drug or biological acquired with 340B
B drug pricing program discount, reported 340B-covered entities
for informational purposes
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CODING OVERVIEW (cont.)

Hospital-Specific Coding Guidance

Revenue Codes

HOPDs use revenue codes to report specific accommodations and/or ancillary charges.'® Hospitals use
them to identify the department that provided services, the type of services performed, and the supplies
used. Revenue codes vary by payer.

0636 Drugs requiring detailed coding
0250 Pharmacy, general HOPD
0910 Other therapeutic services, general

Diagnosis Coding for Acute Gouty Arthritis Flares

International Classification of Diseases, 10th Revision, Clinical Modification (ICD-10-CM) Codes
ICD-10-CM diagnosis codes should be used to report the patient-specific diagnosis documented in the
medical record. Report ICD-10-CM codes to the highest level of specificity; for example, codes in the
category for acute gouty arthritis flares can range from 4 to 6 characters:

Consult your ICD-10-CM reference for a complete list of
codes or refer to the Enrollment Form: 1-mL Vial for Patients
With Acute Gouty Arthritis Flares, available at https://
cortrophin.com/pdfs/1mL-enroliment-form.pdf

M10.x - M10.xxx

IMPORTANT SAFETY INFORMATION (cont.)

Warnings and Precautions (cont.)

» Ophthalmic reactions: Prolonged use of corticotropin may produce posterior subcapsular cataracts
and glaucoma with possible damage to the optic nerves.

* Immunogenicity potential: Prolonged administration of Cortrophin Gel may increase the risk of
hypersensitivity reactions. Cases of anaphylaxis have been reported in the postmarketing setting.
Neutralizing antibodies with chronic administration may lead to loss of endogenous ACTH and
Cortrophin Gel activity.

* Vaccination: Patients should not be vaccinated against smallpox while on corticotropin therapy.
Other immunizations should be undertaken with caution due to possible neurologic complications
and lack of antibody response.

* Use in patients with hypothyroidism and cirrhosis: There is an enhanced effect in patients with
hypothyroidism and in those with cirrhosis.
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SAMPLE CLAIM FORM: CMS-1500

American National Standards Institute (ANSI) Accredited Standards Committee (ASC) X12 837P v5010A1 electronic claim crosswalk
to items on the CMS-1500 are denoted by Loop/Segment/Element.'?

Physician Office Site of Care

This example illustrates billing for an injection of Cortrophin Gel using its product-specific code, JO802.

Use of the codes and information provided on this sample claim form does not guarantee reimbursement.
HCPs are solely responsible for determining the appropriate codes and for any action taken in billing.
Please consult with the applicable payer to understand the payer’s specific billing requirements, including
guidance for electronic claims submission and attaching supplemental documentation.

ITEM 21A DIAGNOSIS
(2300/H101-1/ABK AND HI101-2):

Enter the appropriate diagnosis

code(s), e.g.:

+ ICD-10-CM: M10.xxx Enter the
diagnosis code(s) appropriate for
a patient experiencing an acute

ITEM 24A DATE(S) OF SERVICE, SHADED AREA (2410/LINO2/N% AND LINO3):
Enter the NDC, NDC qualifiers, and quantity in the shaded area above the month, day, and year:

+ The “N&” qualifier is required before » 1 space

the NDC » Appropriate 2-character unit of measure
+ Add 11-digit NDC (62559086011 with no qualifier

hyphens or other punctuation) + Quantity

Note: Check payer requirements and format for reporting NDC and NDC qualifiers.

gouty arthritis flare

ITEM 23 PRIOR AUTHORIZATION
(2300/REFO1/LX):
¥ Q\ter the payer PA number if applicable
M10.xxx T T
Looxxxx |
A 4

\N462559086011 MLO.5 |

MM DD YY MM DD Yy 11 J0802 A X0 XX | 1

MM DD YY MM DD YY | 11 96372 \_A XX XX\ 1

x x x

ITEM 24G UNITS

(2400/SV103/UN AND SV104):

Enter the appropriate number of units of
service, e.g.:

ITEM 24E DIAGNOSIS
POINTER (2400/SV107-1):
Enter the letter (A-L)

that corresponds to the
diagnosis in Item 21

ITEM 24D PROCEDURES/SERVICES/SUPPLIES (2400/
SV101-1/HC AND SV101-2):

Enter the appropriate CPT/HCPCS codes and modifiers, e.g.:
+ Drug: J0802 for Cortrophin Gel
» Administration: 96372 for the injection

Note: HCPs whose patients enroll in the 1-mL CIYC program can
receive a summary of benefits detailing payer-specific guidance

» For J0802, 1 billing unit is equal to up
to 40 units of Cortrophin Gel

KFor 96372, 1 unit represents 1 injection

on HCPCS modifiers and route of administration. For further
assistance, you may also contact the payer or call a 1-mL CIYC
Qﬁmbursemem‘ specialist at 1-888-CIYC-NOW (1-888-249-2669).

IMPORTANT SAFETY INFORMATION (cont.)

Warnings and Precautions (cont.)

 Use in patients with latent tuberculosis or tuberculin reactivity: Closely observe for
reactivation of the disease. e
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SAMPLE CLAIM FORM: CMS-1450/UB-04

ANSI ASC X12N 8371 v5010A2 electronic claim crosswalk to field locators on CMS-1450 claim form are denoted by Loop/Segment/Qualifier.'

Hospital Outpatient Site of Care

This example illustrates billing for an injection of Cortrophin Gel using its product-specific code, JO802.

Use of the codes and information provided on this sample claim form does not guarantee reimbursement.
HCPs are solely responsible for determining the appropriate codes and for any action taken in billing.
Please consult with the applicable payer to understand the payer’s specific billing requirements, including
guidance for electronic claims submission and attaching supplemental documentation.

FIELD LOCATOR (FL) 43 DESCRIPTION: FL 46 (2400/SV2/UN):
Enter the descriptions for Cortrophin Gel and its administration. The drug description Enter the number of service units, e.g.:
should include the following: « For J0802, 1 billing unit is equal to up to
+ Drug name 40 units of Cortrophin Gel
+ NDC qualifier (N4) « For 96372, 1 unit represents 1 injection
+  11-digit NDC (62559086011 with no hyphens or other punctuation) Note: Payer requirements may vary.
+ Add one space, followed by unit of measure qualifier (ML)
K Quantity \

3 v

42 REV. CD. 43 DESCRIPTION 44 HCPCS / RATE / HIPPS CODE 45 SERV. DATE 46 SERV. UNITS 47 TOTAL CHARGES 48 NON-COVERED CHARGES 49
'| 0636 || Cortrophin Gel N462559086011 MLO.5 J0802 MMDDYY 1 XXXX XX !
: @uo i@ection \_ 96372 MMDDYY 1 XX XK :
FL 42 REVENUE CODE (2400/SV2): FL 44 HCPCS/RATE/HIPPS CODE (2400/SV2/HC):
Enter the revenue codes that correspond Enter the appropriate CPT/HCPCS codes and modifiers, e.g.:
to the HCPCS/CPT codes in FL L, e.g.: - Drug: JO802 for Cortrophin Gel
+ 0636 Drugs requiring detailed coding + Administration: 96372 for the injection
for Cortrophin Gel Note: HCPs whose patients enroll in the 1-mL CIYC program can receive a summary of benefits
+ 0940 Other therapeutic services, detailing payer-specific guidance on HCPCS modifiers and route of administration. For further
general for the injection assistance, you may also contact the payer or call a 1-mL CIYC reimbursement specialist at

1-888-CIYC-NOW (1-888-249-2669).

2 PAGE OF CREATION DATE OTA 23
50 PAYER NAME 51 HEALTH PLAN ID P2ie] [anC] 54 PRIOR PAYMENTS 55 EST. AMOUNT DUE 56 NPI

A 57 A

B OTHER s

c| PRV ID C
58 INSURED'S NAME 59PREL‘ 60 INSURED’S UNIQUE ID ‘ 61 GROUP NAME 62 INSURANCE GROUP NO.

FL 67 (2300/HI/ABK) AND FL 67 A-Q DIAGNOSIS (2300/HI/ABF):

Enter the appropriate ICD-10-CM diagnosis code(s); e.g.: M10.xxx Enter the diagnosis code(s) c

appropriate for a patient experiencing an acute gouty arthritis flare ER NANE

° A 4 ©

5 M10.xxx -
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ADDITIONAL DOCUMENTATION

Payers may require additional documentation for medical claims in cases when Cortrophin Gel is
administered by an HCP in a physician office or HOPD.

Payers frequently require the following NDC and NDC qualifiers to be reported in the shaded area of
ltem 24A (CMS-1500) or FL 43 (CMS-1450) (or their electronic equivalents):

« NDC qualifier “N4” -
Put in front of NDC

e Unit of measure

NH?255908601 1 ML qualifier - ML

* 11-digit NDC - Report
without hyphens or

. » One space is
other punctuation

required here

An accompanying statement that documents the use of Cortrophin Gel as a

short-term, adjunctive therapy for an acute gouty arthritis flare and the patient’s
symptoms, including their pain level, may also be included with the claim.

Providing an accompanying statement with the claim could help the payer to understand the
clinical need for the HCP to administer Cortrophin Gel in the physician office or HOPD. The
following information may be submitted to the payer along with the claim:

E = Prescribing _‘k‘\] Food and Drug Administration "= | Letter of medical
= | Information l approval letter == | necessity
gaap oo

— Clinical % Purchase invoice f@; PA number

‘= | documentation for Cortrophin Gel v (if appropriate)

(if appropriate)

IMPORTANT SAFETY INFORMATION (cont.)

Warnings and Precautions (cont.)

» Comorbid diseases: Corticotropin should be used with caution in patients with diabetes, abscess,
pyogenic infections, diverticulitis, renal insufficiency, and myasthenia gravis.

* Growth and development: Carefully observe growth and development of infants
and children on prolonged corticotropin therapy.

* Acute gouty arthritis: Treatment of acute gouty arthritis should be limited to a few days.
Conventional concomitant therapy should be administered during corticotropin treatment and for
several days after it is stopped.
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TIPS FOR CLEAN CLAIM SUBMISSION

Ensure codes reported to payers match the patient’s diagnosis and
services provided. All codes must be supported by documentation in
the patient’s medical record.

¢ An 80-unit injection would be reported with 2 HCPCS billing units

Check with the payer prior to submitting claims to see if there
are specific coding and claims requirements that must be
followed for Cortrophin Gel.

Review claims for accuracy and file each one promptly in order
to comply with payer submission timelines. For Medicare,
claims must be filed to the appropriate Medicare Administrative
Contractor (MAC] no later than 12 months from the date the
services were furnished.

Review and update, as needed, your managed care contracts
and/or contact your payer provider representative to determine
the reimbursement methodology and/or allowable amounts for
Cortrophin Gel. Ensure fee schedules are updated in a timely
fashion to align with code updates.

IMPORTANT SAFETY INFORMATION (cont.)

Warnings and Precautions (cont.)

* Drug interactions: Aspirin should be used cautiously with corticotropin in hypoprothrombinemia.

* Pregnancy: Since fetal abnormalities have been observed in animals, Cortrophin Gel should be used
during pregnancy only if the potential benefit justifies the potential risk to the fetus.

Please see full Prescribing Information available at https://www.cortrophinhcp.com/.

Purified
Cortrophin’

Gel
repository corticotropin

injection USP 80U/mL

9


https://www.cortrophin.com/pdfs/purified-cortrophin-gel-prescribing-information.pdf
https://www.cortrophinhcp.com/
https://cortrophin.com/

DETERMINING COVERAGE AND REIMBURSEMENT

This section outlines common coverage and reimbursement scenarios that may apply when an HCP
purchases Cortrophin Gel, administers it to a patient in a physician office or HOPD, and submits a claim
for both the drug and the injection administration procedure.

Payers may cover and offer separate reimbursement for Cortrophin Gel and its injection procedure
when it is administered by a physician or other qualified HCP for acute gouty arthritis flares.

Medicare generally covers drugs administered by an HCP and the associated injection procedure
under the Part B benefit. Other payers may cover them under a medical benefit. Medicare reimburses
Cortrophin Gel based on the average sales price (ASP), which is updated quarterly. The rate is listed
in the ASP Drug Pricing File, which is located on the CMS webpage: https://www.cms.gov/medicare/
payment/all-fee-service-providers/medicare-part-b-drug-average-sales-price/asp-pricing-files.

This information represents no statement, promise, or guarantee by ANI concerning reimbursement

of Cortrophin Gel 1 mL or injection services. Importantly, payer coverage, reimbursement codes, and
payment are subject to continual change. It is the HCP’s responsibility to confirm coverage, coding, and
billing requirements with the patient’s individual payer.

Drug Reimbursement® Procedure Reimbursement
Payer Type
FFS
. ASP + 6%® ASP + 6%® PFS OPPS fee schedule
Medicare
Medicare

e Usual, customary, and reasonable
Advantage » Fee schedule J

charges

. Contracted rat

Private onfracted rate » Bundled payment rates
. * Invoice-based pricing o

Commercial + Capitation

Percent of billed charges
+ Oth hodology®
Medicaid® Other methodology

Key: ASP - average sales price; FFS - fee for service; HCP - healthcare provider; HOPD - hospital outpatient department; OPPS - Outpatient
Prospective Payment System; PFS - Physician Fee Schedule.

“May include FFS Medicaid plans or managed Medicaid plans.

b Federal sequestration mandates a 2% cut in Medicare payments to HCPs. However, the cut applies only to government payments to HCPs;
it does not apply to the 20% coinsurance that beneficiaries pay to HCPs. This results in what is effectively a 1.63% payment cut for Part
B-covered drugs, reducing the actual payment rate from ASP + 6% to ASP + 4.3%.'5

° Drug-based reimbursement may be based on one of the following: wholesale acquisition cost (WAC] + a percentage; average wholesale
price (AWP) - a percentage; actual acquisition cost (AAC) + a percentage; or ASP + a percentage.

IMPORTANT SAFETY INFORMATION (cont.)

Adverse Reactions

Adverse reactions for Cortrophin Gel include fluid or sodium retention; muscle weakness; osteoporosis;
peptic ulcer with possible perforation and hemorrhage; injection site reactions; impaired wound healing;
hypertension; convulsions; headache; development of Cushingoid state; suppression of growth in
children; anaphylaxis (anaphylactic shock, urticaria, respiratory compromise, edema); and weight gain.
These are not all the adverse reactions reported with Cortrophin Gel.
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DENIALS AND APPEALS

Contact Cortrophin In Your Corner for assistance with claim denials and/or appeals. You
can also access the Template Letter of Appeal by contacting your ANl Pharmaceuticals Field
Reimbursement Director.
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Cortrophin

InYour Corner

You can reach Cortrophin In Your Corner
at 1-888-CIYC-NOW (1-888-249-2669),
Monday-Friday, 8 AM-8 PM ET or visit
https://www.cortrophinhcp.com/

Cortrophin In Your Corner helps patients access Cortrophin Gel. Support available includes:
« Financial assistance options

« Coding, billing, and coverage questions

* Patient-specific health plan benefits investigation

* PA research

+ Claims denial and appeal assistance

« Coordination with specialty pharmacy and injection education resources (for patients who self-administer)

Cortrophin In Your Corner can help eligible commercially
insured patients get their medication for as little as $0°

o Restrictions, limitations, and/or eligibility requirements apply. The maximum financial assistance
provided to eligible patients is $25,000 per calendar year. The patient will be responsible for any
remaining out-of-pocket costs for Cortrophin Gel for that calendar year. Patients with government
insurance are not eligible for assistance provided under the Copay Program, including, but not limited
to, patients with Medicare, Medicaid, Medigap, TRICARE, VA, DoD, or any other federal-, state-, or
government-funded government healthcare program. Uninsured, cash-paying, and those patients with
insurance through the Federal Employee Health Benefits Program (“FEHBP”) are not eligible for the
Copay Program nor are individuals with commercial insurance who do not have coverage for Cortrophin
Gel. Review complete Terms and Conditions at https://www.cortrophinhcp.com/reimbursement-
support#terms.

Purified Cortrophin’ Gel

repository corticotropininjection USP 80U/mL

Call our support line for questions about
Enrollment support
Benefits investigation
Copay card

Ordering
Billing and coding

1-888-CIYC-NOW (1-888-249-2669)

Please see full Prescribing Information available at https://www.cortrophinhcp.com/.
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