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•	Oral decitabine and cedazuridine (DEC-C) could be a substitution for IV decitabine in patients  
with International Prognostic Scoring System (IPSS) intermediate-1 and above based on  
Category 2A evidence1

•	Do not substitute decitabine and cedazuridine (INQOVI) for an IV decitabine product within a cycle2

Please see Important Safety Information on page 12 
and full Prescribing Information at INQOVI.com/PI.

NCCN 
CATEGORY 2A

INDICATIONS
INQOVI is indicated for treatment of adult patients with myelodysplastic syndromes (MDS), including previously treated and 
untreated, de novo and secondary MDS with the following French-American-British subtypes (refractory anemia, refractory 
anemia with ringed sideroblasts, refractory anemia with excess blasts, and chronic myelomonocytic leukemia [CMML]) and 
intermediate-1, intermediate-2, and high-risk International Prognostic Scoring System groups.
INQOVI is indicated in combination with venetoclax for the treatment of patients with newly diagnosed acute myeloid 
leukemia (AML) who are 75 years or older, or who have comorbidities that preclude use of intensive induction 
chemotherapy.
IMPORTANT SAFETY INFORMATION 
WARNINGS AND PRECAUTIONS
Myelosuppression
INQOVI as Monotherapy for MDS or CMML
In patients with MDS or CMML, INQOVI can cause severe myelosuppression, including fatal adverse reactions. Based 
on laboratory values, new or worsening thrombocytopenia occurred in 82% of patients, with Grade 3 or 4 occurring in 
76%. Neutropenia occurred in 73% of patients, with Grade 3 or 4 occurring in 71%. Anemia occurred in 71% of patients, 
with Grade 3 or 4 occurring in 55%. Febrile neutropenia occurred in 33% of patients, with Grade 3 or 4 occurring in 
32%. Thrombocytopenia, neutropenia, anemia, and febrile neutropenia are the most frequent cause of INQOVI dose 
reduction or interruption, occurring in 36% of patients. Permanent discontinuation due to 
myelosuppression (febrile neutropenia) occurred in 1% of patients. Myelosuppression and 
worsening neutropenia may occur more frequently in the first or second treatment cycles 
and may not necessarily indicate progression of underlying MDS.

http://www.INQOVI.com/PI
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INQOVI is an oral HMA that can help patients with AML 
or MDS, including CMML2

*�Oral decitabine and cedazuridine (DEC-C) (NCCN Category 2A†) could be a substitution for intravenous decitabine in patients with IPSS intermediate-1 
and above in NCCN Guidelines® for Myelodysplastic Syndromes. Do not substitute decitabine and cedazuridine (INQOVI) for an IV decitabine product 
within a cycle.1,2

�†�Category 2A: based upon lower-level evidence, there is uniform NCCN consensus (≥85% support of the Panel) that the intervention is appropriate.1

•	INQOVI monotherapy is a treatment option for treatment-naïve and previously treated adult patients with 
intermediate- to high-risk myelodysplastic syndrome (MDS) and chronic myelomonocytic leukemia (CMML)2

•	INQOVI in combination with venetoclax is a treatment option for adult patients with newly diagnosed acute myeloid 
leukemia (AML) who are 75 years or older, or who have comorbidities that preclude the use of intensive induction 
chemotherapy2

For patients with MDS (IPSS intermediate-1 and above), decitabine and 
cedazuridine (INQOVI) is the only FDA-approved oral hypomethylating 
agent (HMA) option that the National Comprehensive Cancer Network® 
(NCCN®) recommends could be a substitution for IV decitabine.1,2,*

INQOVI is the only oral HMA with comparable exposure versus IV options2,3

INQOVI product overview

How supplied2

Fixed-dose combination tablets 
containing decitabine (35 mg) and 
cedazuridine (100 mg)

Packaging2

Blister packages containing 5 tablets

NDC number2

64842-0727-9

Refer to the venetoclax prescribing information for supply, packaging, and NDC information.

IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d)
Myelosuppression (cont’d)
INQOVI as Monotherapy for MDS or CMML
Fatal and serious infectious complications can occur with INQOVI. Pneumonia occurred in 21% of patients, with Grade 3 or 
4 occurring in 15%. Sepsis occurred in 14% of patients, with Grade 3 or 4 occurring in 11%. Fatal pneumonia occurred in 
1% of patients, fatal sepsis in 1%, and fatal septic shock in 1%.
Obtain complete blood cell counts prior to initiation of INQOVI, prior to each cycle, and as clinically indicated to monitor 
response and toxicity. Administer growth factors and anti‑infective therapies for treatment or  
prophylaxis as appropriate. Delay the next cycle and resume at the same or reduced dose  
as recommended.

http://INQOVI.com/PI
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An all-oral regimen on a 28-day cycle

Tablet shown is not actual size. Actual tablet size is 7.94 mm x 14.29 mm.4

Indicated dosage: 1 tablet orally once daily2

Fixed-dose combination containing 35 mg decitabine and 100 mg cedazuridine2

INQOVI is administered on a 28-day cycle for both approved indications2

INQOVI is taken as 1 tablet orally once 
daily on Days 1 through 5 of each 28-day 
cycle, for a minimum of 4 cycles until disease 
progression or unacceptable toxicity.2

A complete or partial response may take 
longer than 4 cycles.2

Patients administered an IV treatment in an 
earlier cycle may be switched to INQOVI for 
subsequent cycles—but not within a cycle.2

INQOVI for MDS, including CMML ALL CYCLES

INQOVI

WEEK 1 Once daily for 5 days  
without food 2 days rest

WEEK 2 – –

WEEK 3 – –

WEEK 4 – –

INQOVI is taken orally once 
daily on Days 1 through 
5 of each 28-day cycle.2 
Venetoclax is taken daily using 
a ramp-up schedule in Cycle 
1 and continuous dosing in 
subsequent cycles. Match Day 1 
of INQOVI dosing with Day 1 of 
venetoclax dosing for each  
28-day cycle.

When using INQOVI in 
combination with venetoclax 
for newly diagnosed AML,  
refer to the venetoclax 
Prescribing Information  
for additional dosing and  
administration information.2

INQOVI for AML CYCLE 1

INQOVI Venetoclax

WEEK 1
Once daily  
for 5 days  

without food

2 days  
rest

Day 1: 100 mg 

Day 2: 200 mg

Day 3: 400 mg

Days 4 to 7: 400 mg once daily

WEEK 2 – – 400 mg once daily

WEEK 3 – – 400 mg once daily

WEEK 4 – – 400 mg once daily

SUBSEQUENT CYCLES

INQOVI Venetoclax

WEEK 1
Once daily  
for 5 days  

without food

2 days  
rest 400 mg once daily

WEEK 2 – – 400 mg once daily

WEEK 3 – – 400 mg once daily

WEEK 4 – – 400 mg once daily

3
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Monitoring and Patient Guidance
Monitoring

Instruct patients to2:

Take INQOVI at approximately the same 
time each day

Swallow INQOVI whole. Do not cut, crush, or 
chew the tablets

Take INQOVI on an empty stomach at least 
2 hours before or 2 hours after eating

•	Obtain complete blood cell counts before initiating INQOVI, before each 
cycle, and as clinically indicated to monitor for response and toxicity2

For patients with AML2

•	If patients develop cytopenias, frequently monitor blood cell counts through resolution

•	If a bone marrow test is needed, order it as early as Day 22

For patients with AML2

•	Take INQOVI and venetoclax at least 2 hours apart. Do not take INQOVI and venetoclax at 
the same time. Refer to the venetoclax Prescribing Information for recommended dosage and 
administration

If vomiting occurs after dosing, skip 
that day’s dose and continue with the 
next scheduled dose

Skip the dose if more than 12 hours 
late, take the next scheduled dose, and 
extend the dosing period by 1 day to 
ensure 5 daily doses each cycle

H35

IMPORTANT SAFETY INFORMATION (cont’d) 
WARNINGS AND PRECAUTIONS (cont’d)
INQOVI in Combination with Venetoclax for AML
In patients with AML, INQOVI can cause severe myelosuppression, including fatal adverse reactions, when given in  
combination with venetoclax. Based on laboratory values in Study ASTX727-07, Phase 2 new or worsening 
thrombocytopenia occurred in 70% of patients, with Grade 3 or 4 occurring in 69%. Neutropenia occurred in 48% of 
patients, with Grade 3 or 4 occurring in 48%. Anemia occurred in 54% of patients, with Grade 3 or 4 occurring in 50%. 
Febrile neutropenia occurred in 52% of patients, with Grade 3 or 4 occurring in 52%. Thrombocytopenia, neutropenia, 
anemia, and febrile neutropenia were a frequent cause of INQOVI and/or venetoclax dose reduction or interruption. Dose 
reductions of INQOVI due to neutropenia and thrombocytopenia occurred in 4% and 1% of patients, respectively. Dose 
interruptions of INQOVI due to neutropenia, febrile neutropenia, thrombocytopenia, and anemia occurred in 40%, 11%, 8%, 
and 2% of patients, respectively.
Fatal and serious infectious complications can occur during treatment with INQOVI and venetoclax. Pneumonia occurred 
in 25% of patients, with Grade 3 or 4 occurring in 20%. Sepsis occurred in 28% of patients, with Grade 3 or 4 occurring in 
18%. Fatal pneumonia occurred in 2% of patients and fatal sepsis in 8%.
Obtain complete blood cell counts prior to initiation of INQOVI with venetoclax, prior to each cycle, and as clinically 
indicated to monitor response and toxicity. Administer growth factors and anti-infective  
therapies for treatment or prophylaxis as appropriate. Delay the next cycle and resume  
at the same or reduced dose as recommended.

http://INQOVI.com/PI


Please see Important Safety Information on page 12  
and full Prescribing Information at INQOVI.com/PI.

Dose modifications
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Hematologic ARs2

Nonhematologic ARs2

Delay the next cycle if absolute neutrophil count (ANC) is <1000/μL and platelets are <50,000/μL 
in the absence of active disease. Monitor complete blood cell counts until ANC is ≥1000/μL and 
platelets are ≥50,000/μL.

Delay INQOVI for up to 
2 additional weeks, and 
resume at a reduced dose by 
administering INQOVI on Days 
1 through 4

Consider further dose reductions if 
myelosuppression persists after a  
dose reduction

Maintain or increase the dose in 
subsequent cycles as clinically indicated

FOR PATIENTS WITH MDS

If hematologic recovery does not occur within 2 weeks of achieving remission:

If the following nonhematologic ARs occur, delay the next cycle, and resume INQOVI at the same 
dose or at a reduced dose upon resolution:

•	Serum creatinine ≥2 mg/dL

•	Serum bilirubin ≥2x upper limit of normal (ULN)

•	Aspartate aminotransferase or alanine aminotransferase ≥2x ULN

•	Active or uncontrolled infection

H35 H35 H35 H35

H35H35

H35H35

H35
H35

H35

H35 H35 H35

Recommended dose reductions for myelosuppression2

1st dose reduction

2nd dose reduction

3rd dose reduction

Day 1 Day 2 Day 3 Day 4 Day 5

H35

Manage persistent severe neutropenia and febrile neutropenia with supportive treatment.

http://INQOVI.com/PI
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H35 H35 H35

H35

H35

H35
H35

H35

Recommended INQOVI dose reductions for ARs2

1st dose reduction

2nd dose reduction

3rd dose reduction

Day 1 Day 2 Day 3 Day 4 Day 5

H35

Hematologic ARs2

Nonhematologic ARs2

If hematologic ARs occur, monitor complete blood cell counts until neutrophils and platelet counts 
have recovered to Grade 1 or 2 (an ANC of is ≥1000/μL and platelets are ≥50,000/μL)

Delay INQOVI for up to 2 additional weeks

Consider reducing the number of days of INQOVI per cycle according to the table below

FOR PATIENTS WITH AML

If hematologic recovery does not occur within 2 weeks of achieving remission:

If nonhematologic ARs occur, reduce INQOVI dose according to the table below

Manage persistent severe neutropenia and febrile neutropenia with supportive treatment.

H35

H35 H35

H35 H35 H35
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Best practices for completing a prior authorization 
for INQOVI
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Prior authorization (PA) request forms vary by health insurance plan, but there is information specific to 
INQOVI you may need to include to ensure a timely review. Check with your patient’s health insurance plan 
to see what additional information it may require. 

For questions or assistance with benefits investigation, prior authorization,  
denial appeals, or coding and billing for INQOVI please contact the Taiho  
Oncology Patient Support Program at 1-844-TAIHO-4U (1-844-824-4628).

Expedited review of PA for AML
Request an expedited or 24-hour review of a PA for INQOVI for the treatment of 
AML. Support the request for expedited review by documenting the reason for 
the risk of serious harm to life, health, or ability to regain maximum function.

24 
HOURS

	� Dosage
	� NDC number (64842-0727-9)2

	� Length of treatment/number of refills
	� Treatment start date

Provide relevant diagnostic and clinical information

	� Why IV or SC treatment is not appropriate for patient
	� Test results
	� Previous treatment (if applicable)
	� Response to treatment with INQOVI (if PA is being submitted for reauthorization)

Supporting clinical rationale

	� Peer-reviewed literature
	� Compendia listings
	� NCCN Guidelines

Relevant ICD-10-CM codes to support the diagnosis 

Drug information

	� AML
	� CMML
	� MDS

H35

Diagnosis

Other factors to consider

	� Lack of transportation 
	� Lack of caregiver to get them to infusions
	� Issues with mobility

http://INQOVI.com/PI
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Specialty distributors and pharmacies authorized to 
supply INQOVI
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Below is the list of specialty distributors and pharmacies where INQOVI® (decitabine and cedazuridine) 
tablets are available.

SPECIALTY DISTRIBUTORS AUTHORIZED TO SUPPLY INQOVI TO YOUR ON-SITE  
DISPENSING PRACTICE

SPECIALTY 
PHARMACY WEBSITE TELEPHONE FAX

Cardinal Health  
SPD Hospitals pdlogin.cardinalhealth.com (866) 677-0708 (614) 553-6301

Cardinal Health SPD 
Physician Office and Clinic pdlogin.cardinalhealth.com (877) 453-3972 (877) 274-9897

Cencora ASD Healthcare www.asdhealthcare.com (800) 746-6273 (800) 547-9413

Cencora Oncology Supply www.oncologysupply.com (800) 633-7555 (800) 248-8205

McKesson Plasma  
and Biologics connect.mckesson.com (877) 625-2566 (888) 752-7626

McKesson Specialty Health mscs.mckesson.com (800) 482-6700 (800) 289-9285

SPECIALTY PHARMACIES AUTHORIZED TO DISPENSE INQOVI TO YOUR PATIENTS

SPECIALTY 
PHARMACY WEBSITE TELEPHONE FAX

Accredo Specialty 
Pharmacy www.accredo.com (877) 732-3431 (888) 302-1028 

Biologics by McKesson biologics.mckesson.com (800) 850-4306 (800) 823-4506 

CVS Specialty Pharmacy www.cvsspecialty.com (855) 539-4712 (888) 435-1256

Onco360 Oncology 
Pharmacy www.onco360.com (877) 662-6633 (877) 662-6355 

Optum www.specialty.optumrx.com (877)-445-6874 (877) 342-4596

Walgreens Specialty 
Pharmacy www.walgreensspecialtyrx.com (888) 347-3416 (877) 231-8302 

http://INQOVI.com/PI


Taiho Oncology Patient Support™ can help your 
patients obtain access to their medicines
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Taiho Oncology Patient Support offers personalized services to help patients, caregivers, and 
healthcare professionals access Taiho Oncology products. This includes insurance coverage 
determination and help with medication affordability. For more information, please visit or refer 
patients to TaihoPatientSupport.com. 

Getting patients access to their medicine is an important step. 

*�Visit TaihoPatientSupport.com to see full eligibility criteria.
��†��If this option is selected on the Patient Enrollment Form, a Nurse Navigator will be assigned to provide telephone support and will address 
general inquiries about INQOVI, your patient’s oncology medicine treatment.

•	One-on-one nurse educational 
support for patients, available 
via opt-in

•	Nurse support with the INQOVI 
Patient Treatment Kit

Request a kit: 
Online at 
TaihoPatientSupport.com 
By phone by calling 
1‑844‑TAIHO‑4U  
(1-844-824-4648)

•	Benefits investigation

•	Prior authorization assistance

•	Appeals assistance

•	Coordination of prescriptions 
with pharmacies

Taiho Oncology Patient Support can assist with

Insurance  
Coverage  
Support

Personalized  
Nurse  
Support†

Patient 
affordability 
assistance*

•	$0 Co-Pay Program enrollment 
for eligible commercially insured 
patients

•	Patient assistance program 
designed to provide free 
medication to eligible patients  
who are uninsured or  
underinsured

•	Referrals to third-party  
foundations for co-pay or other 
assistance based on eligibility  
and additional criteria

•	Referrals to Medicare Part D  
Low-Income Subsidy (LIS)/ 
Extra Help Program

CO-PAY

https://www.taihopatientsupport.com/


Taiho Oncology Co-Pay Assistance Program
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Additional support resources

MEDICARE PART D EXTRA HELP is a Medicare program designed to help patients with limited 
income and resources. Those who qualify for the Extra Help program and who join a Medicare Part D 
plan receive help with paying for their oral medications.5

For more information, visit https://www.ssa.gov/medicare/part-d-extra-help

CO-PAY ASSISTANCE PROGRAM

$0 CO-PAY *
Potential

If you are eligible, the Taiho Oncology Co-Pay Program 
may help reduce your co-pay responsibility to $0 

FundFinder is a free resource that provides information, in one place, about 
various available patient assistance programs and notifies you when a disease 
fund opens at any of the charitable patient assistance foundations.†

For more information, visit fundfinder.panfoundation.org

*���Visit TaihoPatientSupport.com to see full eligibility criteria.
†��Taiho Oncology does not influence or control the decisions of independent co-pay assistance foundations; each co-pay assistance foundation has its 
�own criteria for patient eligibility. We cannot guarantee financial assistance.
� �Restrictions and eligibility: Offer valid in the US, Puerto Rico, and US territories only. Only valid for patients with private insurance. Offer not valid for 
prescriptions reimbursed under Medicaid, a Medicare drug benefit plan, TRICARE, or other federal or state programs (such as medical assistance 
programs). If the patient is eligible for drug benefits under any such program, this offer is not valid and the patient cannot use this offer. By 
presenting or accepting this benefit, patient and pharmacist agree not to submit claim for reimbursement under the above programs. Patient further 
agrees to comply with any and all terms of his or her health insurance contract requiring notification to his or her payer of the existence and/or 
value of this offer. It is illegal to or offer to sell, purchase, or trade this benefit. Maximum reimbursement limits apply; patient out-of-pocket expense 
may vary. Taiho Oncology, Inc., reserves the right to rescind, revoke, or amend this offer at any time without notice.

Making access easier for patients

TO DETERMINE PATIENT ELIGIBILITY
GO TO: TaihoOncologyCopay.com 

OR CALL: 1-844-TAIHO-4U (1-844-824-4648)

Eligible patients may pay $0 per treatment cycle

PATIENTS MAY BE ELIGIBLE IF THEY:
•	Have commercial prescription insurance 

coverage

•	Use a specialty pharmacy

•	Use a hospital outpatient pharmacy

•	Receive medicine from a doctor’s office

PATIENTS MAY NOT BE ELIGIBLE IF THEY:
•	Are reimbursed under Medicaid, a Medicare drug 

benefit program, TRICARE, or other state or federal 
programs

•	Reside outside of the US, Puerto Rico, or US territories



Enroll your patients in Taiho Oncology Patient 
Support Services

You can enroll your patients in 2 ways

•	Call 1-844-TAIHO-4U (1‑844‑824‑4648)  
for help with enrollment

Best practices for filling out the enrollment form

It is important to fill out all required fields on the enrollment form, including the patient and physician 
signatures to avoid delays in treatment.

Before submitting the form, be sure to:
	� �Select if the patient is NEW or re-enrolling

	� Complete the Patient Information section and review the Authorized Contact consent section

	� Include copies of the front and back of all insurance cards. If the patient does not have insurance, fill out the 
Patient Assistance Program Form

	� Include the NPI # and Tax ID # of the prescribing healthcare provider

	� Provide all clinical and diagnostic information, including test results

	� Have the prescribing healthcare provider sign and date the form. Electronic signatures are not accepted, 
and form will be rejected

	� Complete all fields in the prescription information section and have the prescribing healthcare provider sign 
and date the prescription
	- A written prescription can be submitted instead of filling out the prescription information section of the 
enrollment form

	� Have the patient sign all the appropriate authorizations and consents
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•	Download the Enrollment Form at  
https://www.taihopatientsupport.com/ 
how-to-enroll

•	Print out and complete the form

•	Fax the completed form to 1-844-287-2559

By Fax By Phone
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IMPORTANT SAFETY INFORMATION (cont’d)
WARNINGS AND PRECAUTIONS (cont’d)cont’d)
Embryo-Fetal Toxicity
Advise patients of the potential risk to a fetus. Advise females of reproductive potential to use effective contraception 
during treatment with INQOVI and for 6 months after the last dose. Advise males with female partners of reproductive 
potential to use effective contraception during treatment with INQOVI and for 3 months after the last dose.
ADVERSE REACTIONS
INQOVI as Monotherapy for MDS or CMML
Serious adverse reactions occurred in 68% of patients who received INQOVI. Serious adverse reactions in >5% of patients 
included febrile neutropenia (30%), pneumonia (14%), and sepsis (13%). Fatal adverse reactions occurred in 6% of patients. 
These included sepsis (1%), septic shock (1%), pneumonia (1%), respiratory failure (1%), and one case each of cerebral 
hemorrhage and sudden death.
The most common adverse reactions (≥20%) were fatigue (55%), constipation (44%), hemorrhage (43%), myalgia (42%), 
mucositis (41%), arthralgia (40%), nausea (40%), dyspnea (38%), diarrhea (37%), rash (33%), dizziness (33%), febrile 
neutropenia (33%), edema (30%), headache (30%), cough (28%), decreased appetite (24%), upper respiratory tract infection 
(23%), pneumonia (21%), and transaminase increased (21%). The most common Grade 3 or 4 laboratory abnormalities 
(≥50%) were leukocytes decreased (81%), platelet count decreased (76%), neutrophil count decreased (71%), and 
hemoglobin decreased (55%).
INQOVI in Combination with Venetoclax for AML
Serious adverse reactions occurred in 82% of patients who received INQOVI+VEN. Serious adverse reactions in >5% of 
patients included febrile neutropenia (31%), sepsis (22%), pneumonia (15%), infection (bacterial/viral) (10%), hemorrhage 
(9%), and dyspnea (6%). Fatal adverse reactions occurred in 8% of patients who received INQOVI+VEN. These included 
sepsis (5%), dyspnea (2%), myocardial infarction (1%), hemolytic anemia (1%), and tumor lysis syndrome (1%).
The most common adverse reactions (≥20%) were neutropenia (60%), febrile neutropenia (52%), thrombocytopenia (52%), 
hemorrhage (42%), anemia (41%), infection (bacterial/viral) (40%), diarrhea (38%), fatigue (36%), mucositis (36%), constipation 
(36%), arthralgia (35%), decreased appetite (31%), edema (31%), nausea (31%), dyspnea (30%), white blood cell count 
decreased (28%), sepsis (28%), pneumonia (25%), rash (25%), transaminitis (24%), myalgia (23%), arrhythmia (21%), and 
abdominal pain (21%). The most common Grade 3 or 4 laboratory abnormalities (≥20%) were decreased leukocytes (91%), 
decreased lymphocytes (81%), decreased platelets (69%), decreased hemoglobin (50%), and decreased neutrophils (48%).
USE IN SPECIFIC POPULATIONS
Lactation
Because of the potential for serious adverse reactions in the breastfed child, advise women not to breastfeed during 
treatment with INQOVI and for 2 weeks after the last dose.
Renal Impairment
No dosage modification of INQOVI is recommended for patients with mild or moderate renal impairment (creatinine 
clearance [CLcr] of 30 to 89 mL/min based on Cockcroft-Gault). Due to the potential for increased adverse reactions, 
monitor patients with moderate renal impairment (CLcr 30 to 59 mL/min) frequently for adverse reactions. INQOVI has not 
been studied in patients with severe renal impairment (CLcr 15 to 29 mL/min) or end-stage renal disease (ESRD: CLcr <15 
mL/min).

Please see full Prescribing Information at INQOVI.com/PI.
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