KRYSTEXXA coding at a glance

75987-080-10 / 8-mg/mL solution of pegloticase in a To-be-Diluted vial
75987-0080-10: 1dose =8 mg
NDC 8-mg/50-mL solution of pegloticase in a single-dose
75987-058-01/ Ready-to-Use vial
75987-0058-01:
1dose =8 mg
Drugs and
biologics J2507: Injection, pegloticase, 1 mg (x 8) 8-mg dose does not vary
J2919: Injection, methylprednisolone sodium succinate, 5 mg
HCPCS

J1700: Injection, hydrocortisone acetate, up to 25 mg
J1710: Injection, hydrocortisone sodium phosphate, up to 50 mg
J1720: Injection, hydrocortisone sodium succinate, up to 100 mg

96365: |V infusion, for therapy, prophylaxis, or diagnosis (specify substance
or drug), initial, up to 1 hour

+96366: |V infusion, for therapy, prophylaxis, or diagnosis (specify substance
or drug), each additional hour

+96367: 1V infusion, for therapy, prophylaxis, or diagnosis (specify substance
CPT® or drug); additional sequential infusion of a new drug/substance, up to 1 hour
(list separately in addition to code for primary procedure)

Professional
services 96413: Chemotherapy administration, IV infusion technique; up to 1 hour,

single or initial substance/drug

+96415: Chemotherapy administration, IV infusion technique; each additional
hour (list separately in addition to code for primary procedure)

82955: G6PD (enzyme) level*

Laboratory 82960: G6PD (enzyme) screening test*

CPT 84550: Uric acid; blood (sUA)

84550-QW: Uric acid; blood (sUA); CLIA-waived test

0250: Pharmacy, general (no detailed coding required)

Revenue 0260: IV therapy

codes 0261: IV therapy, infusion pump

0636: Pharmacy, drugs requiring detailed coding (HCPCS required)

Hospital
services
and supplies

AMA, American Medical Association; CLIA, Clinical Laboratory Improvement Amendments; CPT, Current Procedural Terminology; FARS, Federal Acquisition
Regulations System; G6PD, glucose-6-phosphate dehydrogenase; HCPCS, Healthcare Common Procedure Coding System; HHAR, Health Hazard Assessment
Report; IV, intravenous; NDC, National Drug Code; sUA, serum uric acid.

*G6PD deficiency is an abnormally low level of glucose-6-phosphate dehydrogenase. Patients of African, Mediterranean, and Southern Asian ancestry have a
higher risk of deficiency.
This coding information may assist you as you complete payer forms. Correct coding is the responsibility of the provider
submitting the claim for the item or service. Please check with the payer to verify codes and special billing requirements.
Amgen does not make any representation or guarantee concerning reimbursement or coverage for any service or item.

Refer to the KRYSTEXXA Billing & Coding Guide for more detailed information about sample codes and
additional resources.

CPT codes, descriptions, and other data only are copyright 2025 American Medical Association.
All Rights Reserved. Applicable FARS/HHARs apply. Fee schedules, relative value units, conversion
factors and/or related components are not assigned by the AMA, are not part of CPT, and the AMA

is not recommending their use. The AMA does not directly or indirectly practice medicine or dispense

medical services. The AMA assumes no liability for data contained or not contained herein. KRYS ’ EXXA
Please see Important Safety Information on next page and . °
see Full Prescribing Information, including Boxed Warning. peglatlcase




INDICATION AND IMPORTANT SAFETY INFORMATION

INDICATION

KRYSTEXXA® (pegloticase) is indicated for the treatment of chronic gout in adult patients who have failed to normalize
serum uric acid and whose signs and symptoms are inadequately controlled with xanthine oxidase inhibitors at the
maximum medically appropriate dose or for whom these drugs are contraindicated.

Limitations of Use: KRYSTEXXA is not recommended for the treatment of asymptomatic hyperuricemia.

IMPORTANT SAFETY INFORMATION

WARNING: ANAPHYLAXIS AND INFUSION REACTIONS, G6PD DEFICIENCY ASSOCIATED HEMOLYSIS
AND METHEMOGLOBINEMIA

- Anaphylaxis and infusion reactions have been reported to occur during and after administration
of KRYSTEXXA.

- Anaphylaxis may occur with any infusion, including a first infusion, and generally manifests within 2 hours
of the infusion. Delayed hypersensitivity reactions have also been reported.

« KRYSTEXXA should be administered in healthcare settings and by healthcare providers prepared to
manage anaphylaxis and infusion reactions.

- Premedicate with antihistamines and corticosteroids and closely monitor for anaphylaxis for an
appropriate period after administration of KRYSTEXXA.

- Monitor serum uric acid levels prior to each infusion and discontinue treatment if levels increase to above
6 mg/dL, particularly when 2 consecutive levels above 6 mg/dL are observed.

- Screen patients at risk for glucose-6-phosphate dehydrogenase (G6PD) deficiency prior to starting
KRYSTEXXA. Life threatening hemolytic reactions and methemoglobinemia have been reported with
KRYSTEXXA in patients with G6PD deficiency. KRYSTEXXA is contraindicated in patients with G6PD deficiency.

CONTRAINDICATIONS:

- In patients with G6PD deficiency.
« In patients with history of serious hypersensitivity reactions, including anaphylaxis, to KRYSTEXXA or any of its
components.

WARNINGS AND PRECAUTIONS

Anaphylaxis

In a 52-week controlled trial of KRYSTEXXA co-administered with methotrexate (MTX) compared to KRYSTEXXA alone,
one patient treated with KRYSTEXXA co-administered with MTX (1%) experienced anaphylaxis during the first infusion
and no patients experienced anaphylaxis treated with KRYSTEXXA alone. Patients were pre-treated with infusion
reaction prophylaxis and KRYSTEXXA was discontinued following 2 consecutive serum uric acid levels above

6 mg/dL to reduce the risk of anaphylaxis and infusion reactions. These risks are higher in patients whose uric

acid level increases to above 6 mg/dL, particularly when 2 consecutive levels above 6 mg/dL are observed.

During pre-marketing clinical trials with KRYSTEXXA alone, KRYSTEXXA was not discontinued following 2 consecutive
serum uric acid levels above 6 mg/dL. Anaphylaxis was reported with 6.5% (8/123) of patients treated with KRYSTEXXA
every 2 weeks and 4.8% (6/126) for the every 4-week dosing regimen. There were no cases of anaphylaxis in patients
receiving placebo. Anaphylaxis generally occurred within 2 hours after treatment.

Diagnostic criteria of anaphylaxis were skin or mucosal tissue involvement, and, either airway compromise,

and/or reduced blood pressure with or without associated symptoms, and a temporal relationship to KRYSTEXXA
or placebo injection with no other identifiable cause. Manifestations included wheezing, peri-oral or lingual edema,
or hemodynamic instability, with or without rash or urticaria, nausea or vomiting. Cases occurred in patients being
pre-treated with one or more doses of an oral antihistamine, an intravenous corticosteroid and/or acetaminophen,
which may have resulted in an underestimate of anaphylaxis frequency reported.

Patients should be informed of the symptoms and signs of anaphylaxis and
instructed to seek immediate medical care should anaphylaxis occur after
discharge from the healthcare setting.

Please see additional Important Safety Information on next page KRYSTEXXA®

and see Full Prescribing Information, including Boxed Warning. peglatlcase




IMPORTANT SAFETY INFORMATION (cont'd)

Anaphylaxis (cont'd)
It is recommended that before starting KRYSTEXXA patients discontinue oral urate-lowering medications and not
institute therapy with oral urate-lowering agents while taking KRYSTEXXA.

Infusion Reactions

In the 52-week trial, infusion reactions were reported in 4% of patients in the KRYSTEXXA co-administered with MTX
group compared to 31% of patients treated with KRYSTEXXA alone. In both treatment groups, the majority of infusion
reactions occurred at the first or second KRYSTEXXA infusion and during the time of infusion.

During pre-marketing 24-week controlled clinical trials with KRYSTEXXA alone, infusion reactions were reported in
26% of patients treated with KRYSTEXXA 8 mg every 2 weeks, and 41% of patients treated with KRYSTEXXA 8 mg
every 4 weeks, compared to 5% of patients treated with placebo. These infusion reactions occurred in patients
being pre-treated with an oral antihistamine, intravenous corticosteroid and/or acetaminophen, which may have
resulted in an underestimate of infusion reaction frequency reported.

Manifestations of these reactions included urticaria (10.6%), dyspnea (7.1%), chest discomfort (9.5%), chest pain
(9.5%), erythema (9.5%), and pruritus (9.5%). These manifestations overlap with the symptoms of anaphylaxis, but in
a given patient did not occur together to satisfy the clinical criteria for diagnosing anaphylaxis. Infusion reactions
occurred at any time during a course of treatment with ~3% occurring with the first infusion, and ~91% occurred
during the time of infusion.

KRYSTEXXA should be infused slowly over no less than 120 minutes. In the event of an infusion reaction, the infusion
should be slowed, or stopped and restarted at a slower rate.

Gout Flares

In the 52-week trial of KRYSTEXXA co-administered with MTX vs KRYSTEXXA alone, patients were administered gout
flare prophylaxis, resulting in 66% and 69% of patients with any flare for the first 3 months, respectively. In the
KRYSTEXXA co-administered with MTX group, the percentages of patients with any flare for the subsequent 3 month
increments of treatment were 27%, 8%, and 9% during Months 6, 9, and 12, respectively; in the group treated with
KRYSTEXXA alone, 14%, 9%, and 21% during Months 6, 9, and 12, respectively.

During the 24-week pre-marketing, controlled trials, with KRYSTEXXA alone the frequencies of gout flares were high
in all treatment groups, but more so with KRYSTEXXA treatment during the first 3 months, and decreased in the
subsequent 3 months. The percentages of patients with any flare for the first 3 months were 74%, 81%, and 51%,

for KRYSTEXXA 8 mg every 2 weeks, KRYSTEXXA 8 mg every 4 weeks, and placebo, respectively. The percentages

of patients with any flare for the subsequent 3 months were 41%, 57%, and 67%, for KRYSTEXXA 8 mg every 2 weeks,
KRYSTEXXA 8 mg every 4 weeks, and placebo, respectively. Patients received gout flare prophylaxis with colchicine
and/or NSAIDs starting at least one week before receiving KRYSTEXXA. Gout flares may occur after initiation of
KRYSTEXXA. An increase in gout flares is frequently observed upon initiation of anti-hyperuricemic therapy, due to
changing serum uric acid levels resulting in mobilization of urate from tissue deposits. Gout flare prophylaxis with
a NSAID or colchicine is recommended starting at least 1 week before initiation of KRYSTEXXA therapy and lasting
at least 6 months, unless medically contraindicated or not tolerated. KRYSTEXXA does not need to be discontinued
because of a gout flare. The gout flare should be managed concurrently as appropriate for the individual patient.

Congestive Heart Failure (CHF)

KRYSTEXXA has not been formally studied in patients with CHF, but some patients in the pre-marketing
placebo-controlled clinical trials experienced exacerbation. Two cases of CHF exacerbation occurred during
the trials in patients receiving treatment with KRYSTEXXA 8 mg every 2 weeks. No cases were reported in
placebo-treated patients. Four subjects had exacerbations of pre-existing CHF while receiving KRYSTEXXA

8 mg every 2 weeks during the OLE study. Exercise caution in patients who have congestive heart failure
and monitor patients closely following infusion.

Please see additional Important Safety Information on next page KRYSTEXXA®

and see Full Prescribing Information, including Boxed Warning. peglatlcase




IMPORTANT SAFETY INFORMATION (cont'd)

Gout Flares (cont'd)
Re-treatment with KRYSTEXXA

No controlled trial data are available on re-treatment after stopping treatment for longer than 4 weeks. Due to the
immunogenicity of KRYSTEXXA, patients receiving re-treatment may be at increased risk of anaphylaxis and infusion
reactions. Therefore, patients receiving re-treatment after a drug-free interval should be monitored carefully.

ADVERSE REACTIONS

The most common adverse reactions (25%) are:

Co-administration with MTX:
Gout flares, arthralgia, COVID-19, nauseaq, and fatigue.

KRYSTEXXA alone:
Gout flares, infusion reactions, nausea, contusion or ecchymosis, nasopharyngitis, constipation, chest pain,
anaphylaxis, and vomiting.

Please see additional Important Safety Information throughout and Full Prescribing Information, including
Boxed Warning.

Reference: KRYSTEXXA® (pegloticase) prescribing information, Amgen.
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KRYSTEXXA coding at a glance

75987-080-10 / 8-mg/mL solution of pegloticase in a To-be-Diluted vial
75987-0080-10: 1dose =8 mg
NDC 8-mg/50-mL solution of pegloticase in a single-dose
75987-058-01/ Ready-to-Use vial
75987-0058-01
1dose =8 mg
Drugs and
biologics J2507: Injection, pegloticase, 1 mg (x 8) 8-mg dose does not vary
J2919: Injection, methylprednisolone sodium succinate, 5 mg
HCPCS

J1700: Injection, hydrocortisone acetate, up to 25 mg
J1710: Injection, hydrocortisone sodium phosphate, up to 50 mg
J1720: Injection, hydrocortisone sodium succinate, up to 100 mg

96365: |V infusion, for therapy, prophylaxis, or diagnosis (specify substance
or drug), initial, up to 1 hour

+96366: |V infusion, for therapy, prophylaxis, or diagnosis (specify substance
or drug), each additional hour

+96367: |V infusion, for therapy, prophylaxis, or diagnosis (specify substance
CPT® or drug); additional sequential infusion of a new drug/substance, up to 1 hour
(list separately in addition to code for primary procedure)

Professional
services 96413: Chemotherapy administration, IV infusion technique; up to 1 hour,

single or initial substance/drug

+96415: Chemotherapy administration, IV infusion technique; each additional
hour (list separately in addition to code for primary procedure)

82955: G6PD (enzyme) level*

Laboratory 82960: G6PD (enzyme) screening test*

CPT 84550: Uric acid; blood (sUA)

84550-QW: Uric acid; blood (sUA); CLIA-waived test

0250: Pharmacy, general (no detailed coding required)

Revenue 0260: IV therapy

codes 0261: IV therapy, infusion pump

0636: Pharmacy, drugs requiring detailed coding (HCPCS required)

Hospital
services
and supplies

AMA, American Medical Association; CLIA, Clinical Laboratory Improvement Amendments; CPT, Current Procedural Terminology; FARS, Federal Acquisition
Regulations System; G6PD, glucose-6-phosphate dehydrogenase; HCPCS, Healthcare Common Procedure Coding System; HHAR, Health Hazard Assessment
Report; IV, intravenous; NDC, National Drug Code; sUA, serum uric acid.

*G6PD deficiency is an abnormally low level of glucose-6-phosphate dehydrogenase. Patients of African, Mediterranean, and Southern Asian ancestry have a
higher risk of deficiency.
This coding information may assist you as you complete payer forms. Correct coding is the responsibility of the provider
submitting the claim for the item or service. Please check with the payer to verify codes and special billing requirements.
Amgen does not make any representation or guarantee concerning reimbursement or coverage for any service or item.

Refer to the KRYSTEXXA Billing & Coding Guide for more detailed information about sample codes and

additional resources.

CPT codes, descriptions, and other data only are copyright 2025 American Medical Association.

All Rights Reserved. Applicable FARS/HHARs apply. Fee schedules, relative value units, conversion
factors and/or related components are not assigned by the AMA, are not part of CPT, and the AMA
is not recommending their use. The AMA does not directly or indirectly practice medicine or dispense

medical services. The AMA assumes no liability for data contained or not contained herein. ‘
Please see Important Safety Information on next KRY.S ' EXXA®
page and accompanying Full Prescribing Information,

including Boxed Warning. peglaticase



INDICATION AND IMPORTANT SAFETY INFORMATION

INDICATION

KRYSTEXXA® (pegloticase) is indicated for the treatment of chronic gout in adult patients who have failed to normalize
serum uric acid and whose signs and symptoms are inadequately controlled with xanthine oxidase inhibitors at the
maximum medically appropriate dose or for whom these drugs are contraindicated.

Limitations of Use: KRYSTEXXA is not recommended for the treatment of asymptomatic hyperuricemia.

IMPORTANT SAFETY INFORMATION

WARNING: ANAPHYLAXIS AND INFUSION REACTIONS, G6PD DEFICIENCY ASSOCIATED HEMOLYSIS
AND METHEMOGLOBINEMIA

- Anaphylaxis and infusion reactions have been reported to occur during and after administration
of KRYSTEXXA.

- Anaphylaxis may occur with any infusion, including a first infusion, and generally manifests within
2 hours of the infusion. Delayed hypersensitivity reactions have also been reported.

« KRYSTEXXA should be administered in healthcare settings and by healthcare providers prepared to
manage anaphylaxis and infusion reactions.

- Premedicate with antihistamines and corticosteroids and closely monitor for anaphylaxis for an
appropriate period after administration of KRYSTEXXA.

- Monitor serum uric acid levels prior to each infusion and discontinue treatment if levels increase to
above 6 mg/dL, particularly when 2 consecutive levels above 6 mg/dL are observed.

- Screen patients at risk for glucose-6-phosphate dehydrogenase (G6PD) deficiency prior to starting
KRYSTEXXA. Life threatening hemolytic reactions and methemoglobinemia have been reported with
KRYSTEXXA in patients with G6PD deficiency. KRYSTEXXA is contraindicated in patients with
G6PD deficiency.

CONTRAINDICATIONS:
« In patients with G6PD deficiency.

« In patients with history of serious hypersensitivity reactions, including anaphylaxis, to KRYSTEXXA or any of
its components.

WARNINGS AND PRECAUTIONS

Anaphylaxis

In a 52-week controlled trial of KRYSTEXXA co-administered with methotrexate (MTX) compared to KRYSTEXXA
alone, one patient treated with KRYSTEXXA co-administered with MTX (1%) experienced anaphylaxis during the
first infusion and no patients experienced anaphylaxis treated with KRYSTEXXA alone. Patients were pre-treated
with infusion reaction prophylaxis and KRYSTEXXA was discontinued following 2 consecutive serum uric acid levels
above 6 mg/dL to reduce the risk of anaphylaxis and infusion reactions. These risks are higher in patients whose
uric acid level increases to above 6 mg/dL, particularly when 2 consecutive levels above 6 mg/dL are observed.

During pre-marketing clinical trials with KRYSTEXXA alone, KRYSTEXXA was not discontinued following 2 consecutive
serum uric acid levels above 6 mg/dL. Anaphylaxis was reported with 6.5% (8/123) of patients treated with
KRYSTEXXA every 2 weeks and 4.8% (6/126) for the every 4-week dosing regimen. There were no cases of
anaphylaxis in patients receiving placebo. Anaphylaxis generally occurred within 2 hours after treatment.

Diagnostic criteria of anaphylaxis were skin or mucosal tissue involvement, and, either airway compromise,

and/or reduced blood pressure with or without associated symptoms, and a temporal relationship to KRYSTEXXA

or placebo injection with no other identifiable cause. Manifestations included wheezing, peri-oral or lingual edema,
or hemodynamic instability, with or without rash or urticaria, nausea or vomiting. Cases occurred in patients being
pre-treated with one or more doses of an oral antihistamine, an intravenous corticosteroid and/or acetaminophen,
which may have resulted in an underestimate of anaphylaxis frequency reported. Patients should be informed of the
symptoms and signs of anaphylaxis and instructed to seek immediate medical care should anaphylaxis occur after
discharge from the healthcare setting.

Please see additional Important Safety Information on next page and accompanying Full Prescribing
Information, including Boxed Warning.

IMPORTANT SAFETY INFORMATION (cont'd)

It is recommended that before starting KRYSTEXXA patients discontinue oral urate-lowering medications and not
institute therapy with oral urate-lowering agents while taking KRYSTEXXA.

Infusion Reactions

In the 52-week trial, infusion reactions were reported in 4% of patients in the KRYSTEXXA co-administered with MTX
group compared to 31% of patients treated with KRYSTEXXA alone. In both treatment groups, the majority of infusion
reactions occurred at the first or second KRYSTEXXA infusion and during the time of infusion.

During pre-marketing 24-week controlled clinical trials with KRYSTEXXA alone, infusion reactions were reported in
26% of patients treated with KRYSTEXXA 8 mg every 2 weeks, and 41% of patients treated with KRYSTEXXA 8 mg
every 4 weeks, compared to 5% of patients treated with placebo. These infusion reactions occurred in patients
being pre-treated with an oral antihistamine, intravenous corticosteroid and/or acetaminophen, which may have
resulted in an underestimate of infusion reaction frequency reported.

Manifestations of these reactions included urticaria (10.6%), dyspnea (7.1%), chest discomfort (9.5%), chest pain
(9.5%), erythema (9.5%), and pruritus (9.5%). These manifestations overlap with the symptoms of anaphylaxis, but

in a given patient did not occur together to satisfy the clinical criteria for diagnosing anaphylaxis. Infusion reactions
occurred at any time during a course of treatment with ~3% occurring with the first infusion, and ~91% occurred
during the time of infusion.

KRYSTEXXA should be infused slowly over no less than 120 minutes. In the event of an infusion reaction, the infusion
should be slowed, or stopped and restarted at a slower rate.

Gout Flares

In the 52-week trial of KRYSTEXXA co-administered with MTX vs KRYSTEXXA alone, patients were administered
gout flare prophylaxis, resulting in 66% and 69% of patients with any flare for the first 3 months, respectively.

In the KRYSTEXXA co-administered with MTX group, the percentages of patients with any flare for the subsequent
3 month increments of treatment were 27%, 8%, and 9% during Months 6, 9, and 12, respectively; in the group
treated with KRYSTEXXA alone, 14%, 9%, and 21% during Months 6, 9, and 12, respectively.

During the 24-week pre-marketing, controlled trials, with KRYSTEXXA alone the frequencies of gout flares were high
in all treatment groups, but more so with KRYSTEXXA treatment during the first 3 months, and decreased in the
subsequent 3 months. The percentages of patients with any flare for the first 3 months were 74%, 81%, and 51%, for
KRYSTEXXA 8 mg every 2 weeks, KRYSTEXXA 8 mg every 4 weeks, and placebo, respectively. The percentages of
patients with any flare for the subsequent 3 months were 41%, 57%, and 67%, for KRYSTEXXA 8 mg every 2 weeks,
KRYSTEXXA 8 mg every 4 weeks, and placebo, respectively. Patients received gout flare prophylaxis with colchicine
and/or NSAIDs starting at least one week before receiving KRYSTEXXA. Gout flares may occur after initiation of
KRYSTEXXA. An increase in gout flares is frequently observed upon initiation of anti-hyperuricemic therapy, due to
changing serum uric acid levels resulting in mobilization of urate from tissue deposits. Gout flare prophylaxis with
a NSAID or colchicine is recommended starting at least 1 week before initiation of KRYSTEXXA therapy and lasting
at least 6 months, unless medically contraindicated or not tolerated. KRYSTEXXA does not need to be discontinued
because of a gout flare. The gout flare should be managed concurrently as appropriate for the individual patient.

Congestive Heart Failure (CHF)

KRYSTEXXA has not been formally studied in patients with CHF, but some patients in the pre-marketing
placebo-controlled clinical trials experienced exacerbation. Two cases of CHF exacerbation occurred

during the trials in patients receiving treatment with KRYSTEXXA 8 mg every 2 weeks. No cases were reported
in placebo-treated patients. Four subjects had exacerbations of pre-existing CHF while receiving KRYSTEXXA
8 mg every 2 weeks during the OLE study. Exercise caution in patients who have congestive heart failure and
monitor patients closely following infusion.
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IMPORTANT SAFETY INFORMATION (cont'd)

Gout Flares (cont'd)

Re-treatment with KRYSTEXXA

No controlled trial data are available on re-treatment after stopping treatment for longer than 4 weeks.
Due to the immunogenicity of KRYSTEXXA, patients receiving re-treatment may be at increased risk of

anaphylaxis and infusion reactions. Therefore, patients receiving re-treatment after a drug-free interval
should be monitored carefully.

ADVERSE REACTIONS
The most common adverse reactions (25%) are:

Co-administration with MTX:
Gout flares, arthralgia, COVID-19, nausea, and fatigue.

KRYSTEXXA alone:
Gout flares, infusion reactions, nausea, contusion or ecchymosis, nasopharyngitis, constipation, chest pain,
anaphylaxis, and vomiting.

Please see additional Important Safety Information throughout and Full Prescribing Information, including
Boxed Warning.

Reference: KRYSTEXXA® (pegloticase) prescribing information, Amgen.
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