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WARNING: NEUROPSYCHIATRIC ADVERSE REACTIONS

PRIALT intrathecal infusion is contraindicated in patients with a preexisting
history of psychosis. Severe psychiatric symptoms and neurological impairment
may occur during treatment with PRIALT. Monitor all patients frequently

for evidence of cognitive impairment, hallucinations, or changes in mood or
consciousness. Discontinue PRIALT therapy in the event of serious

neurological or psychiatric signs or symptoms.

Please see additional safety information on page 2.
Please see accompanying full Prescribing Information, including Boxed Warning



https://documents.tersera.com/prialt/PrialtPrescribingInformation.pdf

ADDITIONAL SAFETY INFORMATION

CONTRAINDICATIONS

PRIALT is contraindicated in patients with:

* A known hypersensitivity to ziconotide or any of its formulation components.

* Any other concomitant treatment or medical condition that would render intrathecal administration hazardous, such as the presence of
infection at the microinfusion injection site, uncontrolled bleeding diathesis, and spinal canal obstruction that impairs circulation of cerebrospinal
fluid (CSF).

* A pre-existing history of psychosis.

WARNINGS AND PRECAUTIONS

Cognitive and Neuropsychiatric Adverse Reactions

Severe psychiatric symptoms and neurological impairment may occur during treatment. Monitor all patients frequently for evidence of cognitive
impairment, hallucinations, or changes in mood or consciousness. PRIALT may cause or worsen depression, with the risk of suicide in susceptible
patients. In clinical trials, 12% of patients reported hallucinations; other acute psychiatric events included paranoid reactions (3%), hostility (2%),
delirium (2%), psychosis (1%), and manic reactions (0.4%). Patients with pretreatment psychiatric disorders may be at an increased risk.
Management of psychiatric complications may need to include discontinuation of PRIALT, treatment with psychotherapeutic agents and/or short-
term hospitalization. In clinical trials, cognitive adverse reactions included confusion (33%), memory impairment (22%), speech disorder (14%),
aphasia (12%), thinking abnormal (8%), and amnesia (1%). Cognitive impairment may appear gradually after several weeks of treatment. Reduce the
dose of PRIALT or discontinue the use of PRIALT if signs or symptoms of cognitive impairment develop, but other contributing causes must also
be considered. The cognitive effects of PRIALT are generally reversible within 2 weeks after drug discontinuation. The elderly (=6 5 years) are at
higher risk for confusion. Concomitant use of central nervous system (CNS) depressants with PRIALT may have additive effects.

Meningitis and Other Infections

Meningitis can occur due to inadvertent contamination of the microinfusion device and other means. In clinical trials, the rate of meningitis was 3%
(40 cases) in the PRIALT group using either internal or external microinfusion devices and 1% (| case) with placebo. In patients with external
microinfusion devices and catheters, meningitis occurred in 38 out of 41 patients (93%), 37 of whom received PRIALT and one who received
placebo. Patients, caregivers, and healthcare providers must be particularly vigilant for the signs and symptoms of meningitis including, but not
limited to, fever, headache, stiff neck, altered mental status (e.g., lethargy, confusion, disorientation), nausea or vomiting, and occasionally seizures.
Strict aseptic procedures must be used during the preparation of the PRIALT solution and refilling of the microinfusion device.

Reduced Level of Consciousness

In clinical trials, 2% of PRIALT-treated patients became unresponsive or stuporous. If reduced levels of consciousness occur, discontinue PRIALT
until the event resolves, and other etiologies (e.g., meningitis) must be considered.

Elevation of Serum Creatine Kinase

In clinical trials, serum creatine kinase (CK) levels above the upper limit of normal (ULN) were reported in 40% of patients, with | 1% of patients
having CK levels >3 times ULN. Incidences were higher during the first 2 months of treatment. Serum CK should be monitored periodically. In
the setting of new neuromuscular symptoms, evaluate patients, obtain CK measurements, and if symptoms continue and CK levels remain
elevated or continue to rise, reduce the dose or discontinue the use of PRIALT.

Withdrawal From Opiates

PRIALT is not an opiate and cannot prevent or relieve the symptoms associated with the withdrawal of opiates. To avoid withdrawal syndrome
when opiate withdrawal is necessary, do not abruptly reduce or withdraw opioid medications.

Driving and Operating Machinery

Use of PRIALT has been associated with cognitive impairment and decreased alertness/unresponsiveness. Caution patients against engaging in
hazardous activities that require complete mental alertness or motor coordination.

MOST COMMON ADVERSE REACTIONS

The most frequently reported adverse reactions (>2 5%) in clinical trials (n=1254 PRIALT-treated patients) were dizziness, nausea, confusional
state, and nystagmus. Slower titration of PRIALT may result in fewer serious adverse reactions and discontinuations for adverse reactions.

To report suspected adverse reactions, contact the FDA at 1-800-FDA-1088 or www.FDA.gov/imedwatch. You may also contact TerSera
Therapeutics at 1-844-334- 4035 or medicalinformation@tersera.com

Please see accompanying full prescribing information, including BOXED WARNING.
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Packaging and Billing Information

Vials

NDC# (Namber TotflIVo.Iume Concentration Total Drug HCPCS C.od.es and Billing Units APC Code
in Vial Quantity Description (Per | mcg)
x Volume)

70720-0723-10 | x20mL 20 mL 25 meg/ml 500 mcg V27 Inf=eiten) 500 1694
ziconotide, | mcg

70720-0722-10 I x5 mL 5mL 100 meg/mL 500 mcg P23 ey 500 1694
ziconotide, | mcg

70720-0720-10 I x | mL | mL 100 meg/mL 100 mcg J2278 Injection, 100 1694

ziconotide, | mcg

Special Notes

According to the Medicare Claims Processing Manual, chapter 17, section 40, “Discarded Drugs and Biologicals,” if
a physician must discard the remainder of a vial after administering a dose to a Medicare patient, the program
covers the amount discarded along with the amount administered. The coverage of discarded drugs applies only
to single-use vials.> For drug amounts discarded/not administered to the patient, Centers for Medicare & Medicaid
Services states that Medicare contractors may require the use of modifier J. Modifier JW is used to identify unused
drugs or biologics from single-use vials or single-use packages that are appropriately discarded. Modifier ]Z is used
to attest that no amount of drug was discarded and eligible for payment.*>

PRIALT

Please see accompanying full prescribing information, including BOXED WARNING.
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Physician Office Setting

Physician Office Billing Codes (Place o Service [POS] Code I1)'2

Electronic analysis of programmable, implanted pump for intrathecal or epidural drug
62369 infusion (includes evaluation of reservoir status, alarm status, drug prescription status);
with reprogramming and refil

Electronic analysis of programmable, implanted pump for intrathecal or epidural drug

infusion (includes evaluation of reservoir status, alarm status, drug prescription status); with
62370 ‘ . . iy . ‘

reprogramming and refill (requi ing skill of a physician or other qualified healthcare pro essional)

12278 Injection, ziconotide, | mcg

A4220 Refill kit or implantable infusion pump

Physician CPT Code Modifiers*>:®

-KD Drug or biological infused through durable medical equipment (DME)
W Drug amount discarded/not administered to any patient
JZ Zero drug amount discarded/not administered to any patient

* Coding Tip: Instructions for Use of the CPT Codebook?:
When advanced practice nurses and physician assistants are working with physicians, they are considered as working in the exact same
specialty and exact same subspecialties as the physician. A “physician or other qualified healthcare pro essional” is an individual who
is qualified y education, training, licensure/regulation (when applicable), and facility privileging (when applicable) who performs a professional
service within his or her scope of practice and independently reports that professional service. These professionals are distinct from *clinical
staff’’ A clinical staff member is a person who works under the supervision of a physician or other qualified health are professional and who is
allowed by law, regulation, and facility policy to perform or assist in the performance of a specific pro essional service, but does not individually
report that professional service. Other policies may also affect who may report specific se vices.

o

Contact your Medicare contractor and/or all other contracted/non-contracted payer(s) for any questions regarding filling guidelines or
coverage, coding, and payment direction.

Special Note?

The place of service codes should be used on professional claims to specify the entity where service(s) were
rendered. Check with individual payers (e.g., Medicare, Medicaid, other private insurance) for reimbursement
policies regarding these codes.

Place of Service |1 refers to an office location other than a hospital, skilled nursing facility (SNF), military treatment
facility, coommunity health center; state or local public health clinic, or intermediate care facility (ICF), where the health
professional routinely provides health examinations, diagnosis, and treatment of illness or injury on an ambulatory basis.

Please see accompanying full prescribing information, including BOXED WARNING.
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Physician Office Setting

Sample Medicare Claim Form: CMS-1500 Form (Physician Office

The healthcare provider is responsible for determining appropriate codes for an individual patient
for related and/or separate procedures and for completing the appropriate forms.

Field 19

Billing with a specific HCPCS code all ws for faster
payment through electronic billing. Manual billing may
still be required in certain circumstances. In those cases

EgzE

[
HEALTH INSURANCE CLAIM FORM

APPROVED BY NATIONAL UNIFORM CLAIM COMMITTEE (NUCC) 0242

it may be necessary to pr*ovide‘the fol\qvvmg mformation L — - T S E—
(s ne 19) or payment:Specify crug informaton SRS e S

' 2] ' ' 2 gl d [ M Pl
administration. Please note that for billing purposes, the CrmReE e e o] e[ |
NDC requires || digits (thus a zero has been entered - SIATE |8 FERERUED ECRIRCCUSS o SIATE
into the sixth digit). This is consistent with the Red Book Po0E TELEPHONE e s G @ ccoe TELEPHONE (s s 00>
and First DataBank listings. 5 TR TSURES'S WAV ot e, st e, WA Wiy |10 16 PRTIETS CORBTIGNRELATES 76|17 WSURED'S Pl GFEUP R FEGA NUVEER

2. OTHER INSURED'S POLICY OR GROUP NUMBER a. EMPLOYMENT? (Current or Previous) . INSURED'S DATE OF BIRTH SEX
i 7oy
|

e O i oC

. RESERVED FOR NUCC USE b AUTO ACCIDENT? PLACE (ste) | B OTHER CLAIMID (Designated by NUCC)
) |

[Jves [we i

i
© AESERVED FOR NUCC USE . OTHER ACCIDENT? © INSURANGCE PLAN NAME CR PROGR AM NAVE

[ves  [wo
d. INSURANCE PLAN NAME OR PROGRAM NAVE 10d. CLAIM CODES (Designated by NUCC) d. I8 THERE ANOTHER HEALTH BENEFIT PLAN?
ves N0 iryescumpiesies 9,9, avisa

Field 24, Column D
Enter the appropriate HCPCS codes and CPT codes.

READ BACK OF FORI BEF ORE COMPLETNG & SIGNNG THIS FORW . 13. INSURED'S OR AUTHORIZED PERSON'S SIGN ATURE | authorize
HCRIZED PERSON'S SIGNATURE | authcrize he release of any mesical or oihe y P fits 12 the unciersigned ghysician or supplier for
jaim. | also recuiest paymen tof government kenefits & her 1o myself r 1 he party Whoaccepts a

servio

Enter the number of units billed that corresponds to )
the vial size used.]2278 is billed per | mcg. Depending Y N N

BIGNED DATE SIGNED
® ( = H ) 14. DATE OF CURFENT ILLNESS, INJURY, or PREGNANCY (LMF) | 15. OTHER DATE 16. DATES PATIENT UNABLE T.O WCRK IN CURRENT OCCUPATION
MM oo Y MM DD Yy L oo Y M Yy
PRIALT® (ziconotide Gl an] an| | sl o | | o ] Y
2278 Ziconotide intrathecal infusion: Please check 7 NAE OF FEFERFING PROVIDER R oTrER soUrce el T — 8 HOSPITALZATION DATES FELATED T CURFENT SERVICES
: W CF REFERFING PROWDER G Ommen sovrcs 7 I R ATISH PATESE RN SEVISS,,
L\ 9. ADDITIONAL CLAIM INFORMATION (Designated by NUCC) 20. QUTSIDELAB? $ CHARGES
1
. i [ves [ |
regarding the use of modifie s. [ oS A A eSS RO o Bt p——— 72 R ST
cona | | : CRIGINAL REF. NG
Al B L cl oL o
o = b ¥ 35 PRICR AUTHCRTZATICN NOVEER
. L sl P i
Field 24, Column G 25 owEE CFeEEE 5T 5 FRoeEnUES SeveEs GRS 7 T 5
@ From To IPLACEOF (Explain Unusual Oroumstances) DIAGNCSIS oaYs [t ip, RENDERING
s | ema | cetmires MOOFER Ponten | scwnces | uite B o | erovomios

OR SUPPLIER INFORMATION ————»[~————— PATIENT AND INSURED INFORMATION 4}% CARRIER—)—

on the vial administered, 100 or 500 units should be I B I I | 1 V"‘\\ [N
reported. Contact your Medicare contractor and/or S L L L | : \kj\ e =
all other contracted/non-contracted payer(s) for any I T e R e R R ‘ T BT T e
questions regarding filling guidelines or coverage, 8 0L L | T H
[ || I ] 2
coding, and payment. T T T — e S S z
r_ : e |
31 URE OF R SUPPLIER 32. SERVICE FACILIT Y LOCATICN INFORMAT ION 33. BILLING PROVIDER INFO& PH#  ( )
Cl ING DE CREDENTIALS
oy 11 i an a hac a rt hren)
SIGNED DATE ° > — ki ‘D
NUCC Instruction Manual available &t v.NUCC.Org PLEASE PRINT OR TYPE APPROVED OMB-0938-T197 FORM 1500 (021

As of April 1,2014, version 02/12 is required.

@ CMS Manual System, Publication |00-4, Medicare Claims Processing Manual, chapters 17 (Rev. 2437,04-04-12) and 20 (Rev. 2464, 05-04-12), addresses
the payment of claims for infusion drugs furnished through an implanted DME infusion pump.?

PRIALT

Please see accompanying full prescribing information, including BOXED WARNING.
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Hospital Outpatient and Ambulatory Surgical Center Setting

Hospital Outpatient and Ambulatory Surgical Center Billing Codes (Place of Service [POS]
Codes 19, 22, & 24)'?

Electronic analysis of programmable, implanted pump for
intrathecal or epidural drug infusion (includes evaluation of

62369 reservoir status, alarm status, drug prescription status); with 5743 S
reprogramming and refil

Electronic analysis of programmable, implanted pump for
intrathecal or epidural drug infusion (includes evaluation of

62370 reservoir status, alarm status, drug prescription status); with 5743 >
reprogramming and refill (requi ing skill of a physician
or other qualified healthcare pro essional)
12278 Injection, ziconotide, Imcg 694 K
A4220 Refill kit or implantable infusion pump - N

* Status Indicator®:

K = Non-pass-through drugs and nonimplantable biologicals

N = ltems and services packaged into APC rates

S = Significant procedur , not discounted when multiple
® Coding Tip: Instructions for Use of the CPT Codebook?:

When advanced practice nurses and physician assistants are working with physicians, they are considered as working in the exact

same specialty and exact same subspecialties as the physician. A “physician or other qualified healthcare pro essional” is an individual who is quali. ed by

education, training, licensure/regulation (when applicable), and facility privileging (when applicable) who performs a professional service within his or her scope
of practice and independently reports that professional service. These professionals are distinct from *“clinical staff.’ A clinical staff member is a person who
works under the supervision of a physician or other qualified healfthcare pro essional and who is allowed by law, regulation, and facility policy to perform or
assist in the performance of a speci ¢ professional service, but does not individually report that professional service. Other policies may also affect who may
report specific services.

CMS Manual System, Publication 100-4, Medicare Claims Processing Manual, chapters 17 (Rev. 2437,02-2024) and 20 (Rev. 2464, 05-2024), addresses
the payment of claims for infusion drugs furnished through an implanted DME infusion pump.?

Special Note?

The place of service codes should be used on professional claims to specify the entity where service(s) were rendered.
Check with individual payers (e.g., Medicare, Medicaid, other private insurance) for reimbursement policies regarding
these codes.

Site of service |9 refers to a portion of an off-campus hospital provider—based department which provides diagnostic,
therapeutic (both surgical and nonsurgical), and rehabilitation services to sick or injured persons who do not require
hospitalization or institutionalization.

Site of service 22 on campus-outpatient hospital refers to a portion of a hospital's main campus which provides
diagnostic, therapeutic (both surgical and nonsurgical), and rehabilitation services to sick or injured persons who
do not require hospitalization or institutionalization.

Site of service 24 Ambulatory Surgical Center refers to a freestanding facility, other than a physician's offic , where
surgical and diagnostic services are provided on an ambulatory basis.

Please see accompanying full prescribing information, including BOXED WARNING.
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® ®

Hospital Outpatient and Ambulatory Surgical Center Setting
Sample Medicare Claim Form: CMS-1450 Form (Hospital Outpatient)

The healthcare provider is responsible for determining appropriate codes for an individual patient
for related and/or separate procedures and for completing the appropriate forms.

Fields 42 and 43

Enter the appropriate revenue codes and descriptions
corresponding to HCPCS codes in field 44

Other revenue codes may be acceptable and

vary by location.

Enter the appropriate HCPCS and CPT codes. PRIALT®
(ziconotide) intrathecal infusion will be reported with
HCPCS code J2278 which will map to APC 1694 for
separate payment.

Field 46

Enter the number of units billed that corresponds to

the vial size used.]2278 is billed per | mcg. Depending
on the vial administered, 100 or 500 units should be
reported. Contact your Medicare contractor and/or

all other contracted/non-contracted payer(s) for any
questions regarding filling guidelines or coverage, coding,
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45 SERV.OATE

46 SERV UNITS

47 TOTAL CHARGES. 48 NON COVERED CHARGES |49

and payment.

Field 74
Enter the appropriate ICD-10-CM diagnosis code.
Additional diagnosis codes may apply.

Field 80

Billing with a specific HCPCS code all ws for faster
payment through electronic billing. Manual billing may
still be required in certain circumstances. In those cases
it may be necessary to provide the following information
for payment: Report the NDC, quantity of the drugs
administered (expressed in unit of measure applicable
to the drug or biological), and the date the drug was

administered to the patient.

PAGE OF

CREATION DATE

50 PAYER NAME. 51 HEALTH PLAN ID

o | [ een

54 PRIOR PAYMENTS

55 EST. AMOUNT DUE

6 NP1

57

oTHER.

PRV ID

56 INSURED'S NAME sopreL| 60

INSURED'S UNIQUE 1D

61 GROUP NAME

62 INSURANGE GROUP NO.

3 TREATMENT AUTHORIZATION CODES

64 DOCUMENT CONTROL NUMBER

65 EMPLOYER NAME

5

OTHER PROCEDURE
conE DaTE

onmone_

LasT

LasT

80 REMARKS

oren |

LasT

e |

LasT

T OMS-1450 APPROVED OB NO, 09380697

NUBC i3855 Uicszises

ONTHE REVERSE APPLY TO THIS BILL AN ARE WADE A PART HEREOR

2CMS Manual System, Publication 100-4, Medicare Claims Processing Manual, chapters 17 (Rev. 2437,04-04-12) and 20 (Rev. 2464, 05-04-12), addresses the

payment of claims for infusion drugs furnished through an implanted DME infusion pump.?

Please see accompanying full prescribing information, including BOXED WARNING.
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Please see accompanying Full Prescribing Information, including boxed warning.

Reimbursement information provided by TerSera Therapeutics LLC is gathered from
third-party sources and is presented for illustrative purposes only. This information does
not constitute reimbursement or legal advice, and TerSera Therapeutics LLC makes no
representation or warranty regarding this information or its completeness, accuracy, or
timeliness. Laws, regulations, and payer policies concerning reimbursement are complex
and change frequently, and service providers are responsible for all decisions relating to
coding and reimbursement submissions. Accordingly, TerSera Therapeutics LLC strongly
recommends that you consult with your payers, reimbursement specialist, and/or legal
counsel regarding coding, coverage, and reimbursement matters.
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PRIALT is for use only in the Medtronic SynchroMed® Il and Il Infusion System and the CADD-MicroAmbulatory Infusion
Pump. PRIALT® is a registered trademark of TerSera Therapeutics LLC.

SynchroMed® is a registered trademark of Medtronic, Inc.
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