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Objectives
At the end of this presentation, the learner should be able to:
§ Describe the financial impact of HCV treatment 
§ Identify current restrictions to HCV treatment common among 

third party payers
§ Illustrate successful navigation through the prior authorization 

and appeal process
§ Review criteria and options for patient assistance programs 

(PAP)
§ Discuss ancillary financial and treatment assistance available



Disclosure

*No financial disclosures.
*No manufacturer or medication preference or disclosures.
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§ Patients without prescription insurance

§ The possibilities:
§ Manufacturer patient support
§ HCV treatment access resources
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Cost of HCV Treatment

$37,550 

$84,550 

$150,360 

$94,500 
$83,319 $76,653 

$147,000 

$54,600 
$74,760 

Pegasys® 
+ RBV*

Sovaldi® + 
RBV

Sovaldi® + 
Olysio®

Harvoni® Viekira 
Pak®

Technivie® Daklinza®+ 
Sovaldi®

Zepatier® Epclusa®

Cost of 12 week treatment*Cost for 48 
weeks



Cost of HCV Treatment: Medicaid
§ $1.3 billion spent on Sovaldi during 

CY2014 (prior to rebates) 
§ = <2.4% of Medicaid recipients 

nationwide thought to be infected with 
HCV

§ Sovaldi was among the top 5 
pharmaceutical spending items for 33 
different states 
§ Number 1 for 14 states



Cost of HCV Treatment: Medicare and BOP
§ In 2014, $4.8 billion on 

HCV drugs
§ In 2014, $5.9 million on HCV 

drugs (183 HCV inmates)





Cost related to chronic HCV Infection

$17,277 $22,752 

$59,995 

$112,537 

$145,000 

Non-cirrhotic liver 
disease

Compensated 
cirrhosis

End stage liver 
disease

Hepatocellular 
carcinoma

Liver transplant

Cost per patient per year
Younossi Z, Henry L. The impact of the new antiviral regimens on patient reported outcomes and health economics of patients with chronic hepatitis 
C. Dig Liver Dis. 2014;46 Suppl 5:S186-96.



§ Compared treatment of all fibrosis stages vs. stages ≥F3 
and by specific fibrosis stage

§ Cost-effective when treatment is initiated at any stage of 
fibrosis ($50,000 per Quality-adjusted life-years (QALYs) 
gained)

§ Treating earlier results in a substantial decrease in net 
cost

Chahal, Harinder S., et al. "Cost-effectiveness of early treatment of hepatitis C virus genotype 1 by stage of liver 
fibrosis in a US treatment-naive population." JAMA internal medicine 176.1 (2016): 65-73.



§ Compared among treatment 
regimens

§ Cost-effectiveness of Harvoni 
and Viekira Pak: 
§ $25,000 per QALY gained 

compared to PegIFN/RBV/SOF
§ $32,000 per QALY compared to 

no treatment
Rein DB, Wittenborn JS, Smith BD, Liffmann DK, Ward JW. The cost-effectiveness, health benefits, and financial costs of new antiviral treatments 
for hepatitis C virus. Clin Infect Dis. 2015;61(2):157-68.



Outline
§ The problem: 

§ HCV treatment financial burden
§ The players: 

§ Patients with prescription insurance
§ Patients without prescription insurance

§ The possibilities:
§ Manufacturer patient support
§ HCV treatment access resources



Patient Case 1: NM
§ Young female
§ HIV/HCV coinfection on Triumeq
§ Genotype 6
§ Treatment naïve
§ Stage F0 to F1 fibrosis
§ Household income: $21,000 for family of 3
§ Tenncare insurance



Patient Case 2: TM
§ Older male
§ HIV/HCV coinfection on Descovy, Prezista, Norvir, and 

Tivicay
§ Genotype 3
§ Cirrhosis
§ OptumRx insurance



Patient Case 3: JL
§ Middle aged male
§ HIV/HCV coinfection on Triumeq
§ Genotype 1a
§ F0 fibrosis
§ Express Scripts insurance



The Insured

• Identifying patient’s 
insurance

• Identifying preferred 
pharmacies

• Obtaining prior 
authorization form

Benefits 
Investigation

• PA completion
• Steps following a 

denial

Prior Authorization 
and Appeals • Finding assistance

• Implementing 
assistance

Copay/Financial 
Assistance

• Avoiding lapse in 
treatment

• Insurance changes

On-Treatment 
Considerations



Benefits Investigation
§ Goals:

1. Determine insurance eligibility
§ Do they have active prescription insurance?
§ Who is the pharmacy benefits manager (PBM)?

2. Identify preferred pharmacies
§ Do they have to fill with a certain pharmacy?
§ Is there a penalty to fill with patient’s preferred pharmacy?

3. Obtain prior authorization (PA) form
§ Phone PAs are usually not effective and lead to immediate denial 

(in general, for now)



Benefits Investigation
§ Steps for providers:

§ If you have a preferred pharmacy à send them the 
prescription 
§ Pharmacies can run benefits claims 

§ Discuss patient with designated support staff 



Benefits Investigation
§ Steps for designated staff:

1. Obtain prescription processing information 
§ Check patient’s chart or ask patient about their local pharmacy
§ Call patient for prescription processing information

2. Obtain eligibility and requirements for HCV therapy
§ Call pharmacy line from prescription insurance plan

§ Preferred pharmacy and any penalties or fill limits for using patient-
preferred pharmacy

§ Deductible
§ Out of pocket expense
§ PA requirements à transferred to PA department
§ Request PA form faxed to office



Prior Authorization
§ Steps for designated staff:

§ Fax Option:
§ Call prescription insurance prior authorization department 

(obtained from eligibility check)
§ Complete PA paperwork 
§ Fax back to insurance

§ Electronic Option:
§ Covermymeds.com

§ All paperwork completed online



Prior Authorization
§ What to include:

1. PA application provided
2. Genotype and viral load
3. Staging: FIB-4 score, ultrasound, CT, etc.
4. Clinical notes
5. Ancillary items requested by certain PBMs

§ Resistance testing (Zepatier®)
§ Urine drug screen
§ Rehab documentation

§ Follow-up if no response in 5 days



PATIENT CASE 1: NM







PATIENT CASE 2: TM





PATIENT CASE 3: JL







Patient Case 3: JL 
APPROVED!



APPROVED!- Now what?
§ Pharmacy should run a test claim

§ Ensure approval
§ Determine copay

§ Determine if patient qualifies copay assistance
§ Medicaid: does not qualify for assistance à copay $3
§ Medicare: obtain foundation assistance à contact patient 

§ Pharmacy should do this
§ Commercial: obtain copay card if patient copay is >$10

§ Pharmacy should do this



Copay Cards: Gilead SupportPath

Drug Patient 
Cost

Copay Card Information Card Details Eligibility

Harvoni® $5 https://www.harvoni.com/support-
and-savings/co-pay-coupon-
registration

-Max of 25% of the 
catalog price of a 12-
week regimen

-Valid for 6 months 
from 1st redemption

-Resident of US, PR, or 
US territories

-No state or federally 
funded programs

-≥18 years old

Sovaldi® $5 https://www.sovaldi.com/coupons/

Epclusa® $5 http://www.epclusainfo.com/support
-and-savings/co-pay-coupon-
registration

Contact: 1-855-769-7284



Copay Cards: Abbvie ProCeed

Drug Patient 
Cost

Copay Card Information Card Details Eligibility

Viekira XR® $5 https://www.viekira.com/patient-
support/financial-resources

-Max of 25% of the 
catalog price 

-Valid for 12 uses

-Expires 12 months 
from 1st redemption

-Resident of US

-No state or federally 
funded programs

-Not valid in 
Massachusetts

Viekira Pak® $5 https://www.viekira.com/content/pd
f/viekira-treatment.pdf

Technivie® $5 https://www.viekira.com/content/pd
f/viekira-treatment.pdf

Contact: 
1-844-277-6233



Copay Cards: Bristol-Myers Squibb 
Patient Support CONNECT
Drug Patient 

Cost
Copay Card Information Card Details Eligibility

Daklinza® $0 https://bmsdm.secure.forc
e.com/patientsupportconn
ect/patient

Contact: 
1-844-442-6663

-Max of $5,000 per 28-day 
supply of 30mg or 60mg 
tablets OR up to max of 
$10,000 per 28-day supply of 
90mg

-Must activate before 
12/31/16

-Program expires 12/31/17 
(except in Mass. 6/30/17)

-Resident of US or 
Puerto Rico

-No state or federally 
funded programs

-≥18 years old



Copay Cards: Merck
Drug Patient 

Cost
Copay Card Information Card Details Eligibility

Zepatier® $5 https://www.merckaccessp
rogram-
zepatier.com/hcp/copay-
assistance/

Contact: 
1-866-251-6013

-Max of 25% of the catalog 
price per prescription

-Program expires 6/30/17

-Resident of US or 
Puerto Rico

-No state or federally 
funded programs

-≥18 years old



Copay Cards: Janssen CarePath
Drug Patient 

Cost
Copay Card Information Card Details Eligibility

Olysio® $5 https://olysio.janssencarep
athsavings.com/Coupon/O
lysio

Contact: 
1-855-565-9746

-Max of $50,000 per calendar 
year

-Program expires 12/31/17

-Resident of US or 
Puerto Rico

-No state or federally 
funded programs



Grant Funding 
§ Complete grant funding application

§ Yearly household income
§ Household size
§ Retired
§ File taxes
§ Submit application online



Grant Funding 
Grant Patient Cost Information Eligibility

Patient Access Network 
Foundation (PANF)

$0 https://pharmacyportal.panfoundati
on.org/Home.aspx

Contact: 
1-866-316-7263

-Max of $30,000/year
-Reside in US
-Income below 400% or 500% FPL
-Any insurance

Patient Advocate 
Foundation (PAF)

$0 https://www.copays.org/diseases/he
patitis-c

Contact: 
1-866-512-3861

-Max of $25,000/year
-Reside in US
-Income below 400% FPL
-Any insurance

Chronic Disease Fund 
(CDF)

Based on poverty 
percentage- up to 
$50

http://www.mygooddays.org/for-
patients/patient-assistance/

Contact:
1-972-608-7141

-Max of $30,000/year
-Reside in US
-Any insurance, must pay at least 50% of 
copay
-Income below 500% FPL

Healthwell Foundation $5/fill https://www.healthwellfoundation.or
g/fund/hepatitis-c/

Contact: 
1-800-675-8416

-Max of $30,000/year
-Reside in US
-Any insurance
-Income below 500% FPL



BACK TO CASES



Patient Case 1: NM 
Denied



Patient Case 2: TM 
Denied



Denied- Now What?
§ Steps for designated staff:

§ Call the PBM and ask about rejection.
§ Why was it rejected?
§ Is there a preferred agent?
§ What are the next steps (appeal, peer-to-peer review, external 

review, etc.)



Denied- Now What?
§ Steps for provider:

§ Write appeal letter
§ Fax back appeal, original PA paperwork, and any supporting 

documentation (AASLD/IDSA Guidelines, clinical trial data, 
drug interaction analysis, etc.)



Appeal Elements
§ Reason for request
§ Reason for denial
§ Rationale to address each reason for 

denial, including relevant clinical 
rationale where applicable

§ Relevant overall patient medical history 
and current condition

§ Summary of your professional opinion 
of likely outcomes with the treatment

§ Restatement of request for approval

*Adapted from Abbvie Letter of Medical Necessity Template
Gilead sample Letter of Medical Necessity 



Appeal Supporting Documents
§ Any required appeal form from the insurer (if applicable)
§ Copy of the denial letter from the insurance company
§ Copy of the prescription
§ Patient’s signature on consent form for treatment
§ Patient’s complete medication profile including patient’s current, previous and 

discontinued medications
§ Patient’s medical profile
§ Relevant lab results, diagnostics, pathology reports, including illicit drug screening 

results
§ Relevant treatment guidelines
§ Relevant peer-reviewed journal articles
§ Relevant clinical trial information
§ Relevant cost information (if known)
*From Abbvie Letter of Medical Necessity Template



PATIENT CASE 1: NM APPEAL



• Relevant medical history
• Reason for denial
• Summary as to why she 

should be approved

• Guideline 
recommendations and 
support

NM Appeal 



• Clinical trial and other 
relevant data for 
recommended treatment

• Summary statement: 
why treat now, why this 
regimen, potential 
benefit(s) for patient

• List inclusions 
• References 

NM Appeal 



PATIENT CASE 2: TM APPEAL



TM Appeal 
• Relevant medical history
• Reason for denial
• Summary as to why he 

should be approved

• Guideline 
recommendations and 
clinical trial data to support 
use of this regimen



TM Appeal 
• Clinical trial and other 

relevant data for 
recommended treatment

• Summary statement: 
why treat now, why this 
regimen, potential 
benefit(s) for patient

• List inclusions 
• References 



TM APPEAL APPROVED!



On-Treatment Considerations
§ PA continuation requirements

§ 4 week viral load
§ PA extension

§ Starting later than expected
§ On treatment viral load detectable

§ Insurance changes
§ Refills

§ Encourage the patient to call 7-10 days before running out
§ Emergency shipments

§ Insurance
§ Manufacturer
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The Un-Insured and Under-Insured
Patient 

Assistance 
Programs 

(PAP)

• Criteria for 
approval

• Process of 
Application

Medication 
Delivery

• Setting up the 
first fill

• Patient 
Support on 
therapy



NM
§ PA denied à Appeal denied à sent to Legal Solutions 

Hearing à denied
§ Now what?



PAP: Gilead
§ http://www.mysupportpath.

com/
§ Eligibility:

§ Applied and denied for 
Medicaid and state 
insurance marketplace

§ Ineligible for VA benefits
§ Provide household income 

and size



PAP: Abbvie 
Viekira Pak®

§ https://www.viekirahcp.co
m/proceed

§ Case-by-case basis:
§ Financial hardship
§ Lack of insurance 

coverage
§ Medical necessity



PAP: Abbvie 
Viekira XR®

§ https://www.viekira.co
m/hcp/access-and-
support-resources

§ Eligibility:
§ Provide income and 

household size
§ <$100,000 per year



PAP: Merck
§ http://www.merckhelps.co

m/ZEPATIER
§ Eligibility:

§ US resident
§ No insurance or an 

exception based on case
§ Household income

§ $59,400 for one 
§ $80,100 for a couple
§ $121,500 for family of 4



PAP: BMS
§ http://www.bmspaf.org/Page

s/Home.aspx
§ Eligibility:

§ US resident
§ No insurance or 2 appeals 

denied by insurance or 
Medicare Part D and ≥3% 
household income spent on 
prescriptions costs/year

§ Household income below 
300% of FPL
§ $35,640 for one 
§ $48,060 for a couple



BACK TO PATIENT CASE 1: NM



NM
§ Gilead Exception 

Committee
§ Reviews appeals on 

case-by-case basis
§ Include:

§ Original 
PA/appeal/denial 
information 

§ Additional letter of 
medical necessity

§ List of medications 
and how they are 
obtained



NM
APPROVED!



PAP Medication Delivery
§ Prescription faxed to clinic for provider signature

§ Select delivery to provider or patient
§ Pharmacy calls patient for delivery information
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Patient Support through Manufacturers
§ Abbvie Nurse Connector

§ Assist with navigating 
financial information

§ Assigned nurse throughout 
treatment

§ Call for adherence 
monitoring

§ Appointment reminder



Patient Support through Manufacturers
§ Gilead

§ Educational resources, support for adherence, and progress 
tracking

§ 24/7 help line with nurses on call
§ Ongoing support for access and reimbursement
§ Intake form: 

http://www.mysupportpath.com/~/media/Files/mysupportpath
_com/Support_Path_Intake_Form.pdf
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Provider Support: Gilead SupportPath
§ Gilead SupportPath iAssist

ePrescription Processing

• Submit an ePrescription
• Confirm patient’s 

insurance
• Complete and submit a 

PA
• Send all infromation

directly to a pharmacy
• Register for the patient 

education program
• Enroll a patient for 

copay coupon

ePA

• Send an online PA 
without an ePrescription

Support Path Assistance

• Benefits investigation 
and summary of 
benefits

• Comprehensive PA 
support

• Support for claims 
appeals and denials

• Access to Support Path 
representatives who 
work on patient’s behalf



Provider Support: 
Abbvie ProCeed
§ Benefits Verification
§ PA/Appeal

§ Obtain the appropriate 
form

§ Track the PA
§ Triage prescription to the 

pharmacy 



Provider Support: 
Merck Access Program
§ Benefits investigation
§ PA/Appeal

§ Obtain the appropriate 
form and send to office

§ Financial assistance after 
approval



Provider Support: BMS 
Patient Support CONNECT
§ Benefits investigation

§ 24 hour turnaround
§ PA/Appeal

§ Obtain the appropriate form 
and send to office

§ Tracks PA and appeal
§ Clinical trials data support

§ Financial assistance after 
approval



Other Access Resources
§ Hepatitis C New Drug Research

§ http://hepatitiscnewdrugresearch.com/hcv-drugs-financial-
support.html

§ American Liver Foundation
§ http://hepc.liverfoundation.org/resources/what-if-i-need-

financial-assistance-to-pay-for-treatment/
§ Life Beyond Hepatitis C

§ http://www.lifebeyondhepatitisc.com/medical-
information/financial-assistance/



Thank you! 

Questions?

Autumn.D.Bagwell@Vanderbilt.edu
615-936-6353


