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From Prescription to Patient:

Navigating Barriers to HCV Treatment Initiation

Autumn Bagwell, PharmD, BCPS
Vanderbilt Specialty Pharmacy



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

lllustrate 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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= 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
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$150,360 $147,000

$94;500

$84{550 $831319-¢76.653 $74,760

$54:600
$37¢550

Pegasys® Sovaldi® + Sovaldi® + Harvoni®  Viekira Technivie® Daklinza®+ Zepatier® Epclusa®
+ RBV* RBV Olysio® Pak® Sovaldi®

*Cost for 48 Cost of 12 week treatment
weeks




= $1.3 billion spent on Sovaldi during
CY2014 (prior to rebates) ———
= = <2.4% of Medicaid recipients o
nationwide thought to be infected with .
HCV T o ox pnes
= Sovaldi was among the top 5 e
pharmaceutical spending items for 33 Ko W, Ranking Momir
different states
= Number 1 for 14 states W

Printed for the use of the Committee on Finance




Cost of HCV Treatment: Medicare and BOP

= In 2014, $4.€
HCV drugs

Graph 2—Monthly Part D Sp
(Jan. 2014~

$5.9 million on HCV
83 HCV inmates)

* Hepatitis C Drug Spending by Federal
,’Pril;:ns (Aug. 2013-Sept. 2 15))'
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Seource: Federal Bureau of Prisons

Note: “Non-Gllead HCV Drugs” include Daklinza, Olysio, Incivek, Victrelis, Pegylaed-Ingerferon, and Ritavirin
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The same pill that costs $1,000 1n the U.S.
sells for $4 1n India




$145,000
$112,537

$59,995

$17,277 $22,752

Non-cirrhotic liver Compensated End stage liver Hepatocellular  Liver transplant
disease cirrhosis disease carcinoma

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 5:5186-96.
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Original Investigation

Cost-effectiveness of Early Treatment of Hepatitis C Virus
Genotype 1by Stage of Liver Fibrosis ina US
Treatment-Naive Population

Harinder S. Chahal, PharmD, MSc; Elliot A. Marseille, PhD; Jeffrey A. Tice, MD; Steve D. Pearson, MD, MSc;
Daniel A. Ollendorf, PhD; Rena K. Fox, MD; James G. Kahn, MD, MPH

= Compared treatment of all fibrosis stages vs. stages =2F3
and by specific fibrosis stage

= Cost-effective when treatment is initiated at any stage of
fibrosis ($50,000 per Quality-adjusted life-years (QALY's)
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.




The Cost-effectiveness, Health Benefits,
and Financial Costs of New Antiviral Treatments
for Hepatitis C Virus

David B. Rein,' John S. Wittenborn,' Bryce D. Smith,? Danielle K. Liffmann,’ and John W. Ward®
"Public Haalth Depertment, NORC at the University of Chicago, and “Division of Viral Hepesitis, Centers for Disaase Control and Prevention, Atlanta, Georgia

= Compared among treatment

$1,20,000

reg | mens $1,60,000 - \\ T
= Cost-effectiveness of Harvoni v 20000
and Viekira Pak: g

580,000

= $25,000 per QALY gained s
compared to PeglFN/RBV/SOF 540,00 .

$20,000 i

= $32,000 per QALY compared to )

FO F1 F2 F3 Fa

no treatment SN

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.
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= Young female

= HIV/HCV coinfection on Triumeq

= Genotype 6

= Treatment naive

= Stage FO to F1 fibrosis

= Household income: $21,000 for family of 3
= Tenncare insurance




= Older male

= HIV/HCV coinfection on Descovy, Prezista, Norvir, and
Tivicay

= Genotype 3

= Cirrhosis

= OptumRXx insurance




= Middle aged male

= HIV/HCV coinfection on Triumeq
= Genotype 1a

= FO fibrosis

= Express Scripts insurance




The Insured

Prior Authorization On-Treatment
« Identifying patients ) and Appeals (+ Finding assistance ) ’ Considerations
insurance o |mp|ementing
» Identifying preferred * PA completion assistance * Avoiding lapse in
pharmacies » Steps following a treatment
« Obtaining prior denial « Insurance changes
authorization form

Benefits \_ Y, Copay/Financial \_ )
Investigation Assistance
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Goals:
Determine insurance eligibility
Do they have active prescription insurance?
Who is the pharmacy benefits manager (PBM)?
|dentify preferred pharmacies
Do they have to fill with a certain pharmacy?
Is there a penalty to fill with patient’s preferred pharmacy?
Obtain prior authorization (PA) form

Phone PAs are usually not effective and lead to immediate denial
(in general, for now)




= Steps for providers:

= If you have a preferred pharmacy - send them the
prescription

= Pharmacies can run benefits claims

= Discuss patient with designated support staff




Steps for designated staff:

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

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 - transferred to PA department
Request PA form faxed to office




= Steps for designated stafft:
= 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




= What to include:

1. PA application provided
Genotype and viral load
Staging: FIB-4 score, ultrasound, CT, etc.
Clinical notes
Ancillary items requested by certain PBMs
= Resistance testing (Zepatier®)

= Urine drug screen
= Rehab documentation

= Follow-up if no response in 5 days

SAR A
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| TENNCARE Prior Authorization Form
Harvoni®

@ TenNCARE Prior Authorization Form
./ Harvoni®

Acoess this PA form st Mttogal(s

Ascacs This PA Saime a1 beman Neen g

T3 1 hete, Carmace, or Ingfie, the PA process n be Belaptd. L tos fovm op earmbar vare, 1. Whatisthe disgnesis for which this drug &5 being requested?
[acmber informors | [ Chroric Hepatitis C, genotype 1, Continue to Question A2
LAST RAME FIRST NANE: X other &
[ RN |_ NN 2. For fomales: Is the patient pregrant? [ ves o
1D NUMDER; I I l IDATIOGBIH'I-'":[ . " I . . ‘J 3. Isthe patient’s Creatining cearance grester than 30 mi/minute? K Yes O Ne
4. Does the patient have End-stage renal disease? O ves BXnNe
'MMWM I 5. Plesss chack If the patient has sny of the followling. If yes, documantation must be sttached.
- ARST HAME; [ Liver biogsy showing Metavir scare of E3/F4
I Cl Hrhl SIT[AI I[Nl I l l l i Cl 01 DI 7[ [ l I l l l I ] DFbmul(ﬁbmSure)xweosz_SB Usw’gbﬁ*ﬂg @F[ dlﬁ'o5(
NP NUmBER: DEA NUMEER: ] Uitrssound based transiant elastagraphy {Fbroscan) score 2 9.5 kPa cam f‘ W i
I. et rrrrr 1T [ Forosis-4 indax (RE-a} > 3,25
PHONE NUNBICR: PAX NUMBER: . 6. Flaase check i the patient has any of the following. ¥ yes, documentation must be attached.
Islllﬂ-[alzlzl-l—,.l . IIGIIISI-[SI4]3]-L -t D&mﬁalmuedcwmulinnmh-imuﬂorgmmmm
D Proteinuria
ass i s (] Nephrotic Syrarcene

Surenary of Criteris for Appraval .| Mambranoproliferstive glomerulonephritis

*  Requestor must be a phy=idan Spedalist with experiance In the treatmant of Hepatitis Cinfection [e.g., infectious disesse, 7. Has the patient had prior treatment for Chronic Hepatitls C with a protease inhibiter?

gastroenternlogist, or hapatologist) ' . |

e Must be prescibed and requested by a provider with 8T Mecicaid Provider 1,D. . Ofys,ammdocynwm-molwm positive HCV RNA [ves Q‘:

*  Documentaticn must be attachad showing disease severty of highast risk for divsssa progrssicn ¢ Ifno, go 1o Guestion 9

*  Daily dosa of one tablet par day 8 MHasth had . o et T Y No

o ChmnicHepstiter Gon s . © patient had peior t with and/or r? Oves d

*  Usage par FDA packege insert .

o Musthae @ contraindication o cinically sigvificent drup-drug interaction with the preferred agent S.  Is the patient actively participating in illicit substance or alcobol sbusa?|If Yes, Skip to Question#t14) [] Yes Btio

«  Patdent has been evaluated for potential dinically significaent drug interactions

10. Confirmation patient is not participating in (IECE substance or akohol abuse by one the fallowing

Summary of Critera for Denal methodalogles 15 sttached: o
*  Patient has severe renal failure or ESRD * Validsted soreening Instruments for current sub s phes inchade NIDW's drug
o Patient has sctivaly participated in ilfct sub or akcohol abuse within the past 6 months, screening tool} AND alcohol abuse (examples nclude: Alcohol Use Oisorders identification Test
«  Patientakohol abuse consuAnaton tRsts and/or uris toaicalogy 15t dates are > 14 days fram the date of the PA raguest [ALDAT C), CAGE alconol screen); OR
*  Patient has decompenssted drihosis - Acceptable akcohol consumption tasts: senuen gammaghutamy! tracspeptidase (GGT),
*  Patient will b recsiving concomitant therapy with 3 hepatitis protease inhibitor mean corpuscaiar volume (MCV), carbohydrate-deficent transferrin (COT), and urine kl Yes N
o Patient has previously received tr t with sefasbuvie and/or ledipanir ethylglucuronide (EtG) tasts {within 14 ays of this request); AND E /ypp
: g::;:u:ecfg ex tham any tablet par day - Urine taxdcology screen rasults including substances tested, results of testing and date “IW Cﬁé d
el usage tasted (within 14 diys of this reguest) D‘S af"“”’
ke - a it rtesko svaloblo at The prescriber showld submit clinical rationale for treatment continuation for posithe tests thot
[awamoom #4210 ot itdide decumertetion Mo! & nal requested o this form ** " | are fakse positises and not thought to be due to o refopse In olcohol or substonce abuse.
***Comglete Chart & amach documentation of lab values™™™ 11. Does the patient have & past history of illicit substance or alcohol abuse?
| Eaboratary Docusmantation *  If yes, attach confirmation that the pstient has completed or is partidpating In a [ Yes B
Basekine HOV RNA level 10551665 h;/a,/ls recovery program, or recefving substance or akohel abuse counsaling services, or
i secing an addiction specialist a5 part of Chronic Hepatitis C trestment
Mot 12. Has the patient bean free of substance abuse for the previous 6 months? mes JNe
Week 12 HOV RMA |eved
13, Hus the patient been free of alcohol abuse for the previous § months? 'QYH- O Ne

TNt R TN CONINN BRI i e Gl e e sk v e e pas i Maml e d Setow

ate o " wd and ey 700 Mrve (onived T Wimaniaden e tvme, plase bnamadinnnly rotiy LT B 6000ne d (i T Wigvel P o
mmwuum-m.mw-—' - e ol TenCare ¥ ey Pengreen, o' Maprbn HOVES SUVOME. 1 §lr ST, HIE0 Vingelien Mass, Viaryland Helg b, WO 360 e n
—ra., Tovrhey, 1 ullﬂ-ﬁ-!h\ww\mu ag TREm 00, I COwet 41 iy e wnn ol Bis wumamhainn by smy parvy b vhan the PRIS AT HOWEV § 3 KDY v had. >
o muu sem/rcss' L PP — HEALTH SERVICES

© 2004, Pruprten Hesdh Bamvina, b, 40 Wighty Roared,




Prior Authorization Form

Harvoni®

d dirrhosis, defined as 3 Child-Pugh score of greater than 6 CVes e

p d crrhosis? OvYes idne
16. lemmobmwmpmmmosmnyd&mmpmmm:
O Gastroenterclogist
[[] vepatologist
Infectious Disease Specislist
Other
17, Is the requasting physician » TennCare provider with a Medicaid ID? Bives Ona
18, Does the patient hive & reason they cannot take the preferrad sgent? Kl ves Oxa

19. i yes, what is the resson:

Viehia. k15" sof indicafyftor WOV gencigpede intecton .

————y——————

20. Iz the patient taking aevy of the following potentially interacting medications?
*  Acid Reduding Agents: antacids, PPIs, H2Blockers
o Antisrrhythenics: digoxin ad i
. HVA iral combinstions Inchading tenofovr T Ty aile - w:H be ‘I'mﬁs”lm'd P’ 7

*  HCV products: simeprevir HoNoﬂI gFf) reval
*  Anticonvuisants: carbamicepine, phamytoin, phenobarbital, oxcarbazeping Xl Yea (™
*  Antinwoobacterials: rifabutin, rifamgin, rifap

¢ HIV madicstions: tpranavir/ritonavir, cobicistat/elvitegravir/emtrictsbine/tenofovir
¢ Herbal Supplements: St John's wart
*  HMG-LoA Reductase Inhibitors; rosuvastatin

20. nmmmnu experienced, pleass list ALL previcus hepatitis C ragimens this patient his

__Taatmmf-nmv(

21, Which of the following best describes the patiant peiar to this courss of treatment for hepatitis
Lo 4

Y Ireatment natve

[] Treatment sxperiencad

o Nemnde oVt s [

o s Pravnd S el e avw, mmmu- od - "
Ty e wany Paagryen. ariba: Vg lew Yiea, Varyens baigin, U5 00 a e n
Lertamie, 4 ATy N T The WA v & Sy erviited

© 2014, Mupalinn 4 et Sardiad, bei. A Bghds Rasareed, HEALTH SERVIC

ok of '95(
V/'olﬁfmf'm

Please Note: l:ammd, compliance with therapy (s required, Authorizations will be terminated for patients who are noncompliant
with therapy.

[d-7-15

Proscider Signatue (Requyw)

107 SRatae, (0 FYySioie coiis 1e dtove ieltvreation b accurste md e by et recors )

Fax This Form to: 856.434.5523

Mail requests to: TennCare Pharmacy Program
/o Magnlian Health Services
1" floor South, 14100 Magelan Flaza
Marylarnd Heights, MO 63043
Phane: 366-424-5524
Magellan Health Services will provide o response within 24 hours upon recelpt.
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A E T AIDS Education &
Training Center Program

Southeast

&‘é OPTUMRX

Plaase note: Al information below s required o process this request

Mon-Fri: 5am to10pm Pacific / Sat: 6am to 3pm Pacific

For real time submission 24/7 visit waw CptumRx com and click Health Care Professionals
OptumRx « WS CA 106-0286 » 3515 Harber Bivd, + Costa Mesa, CA 92626

Epclusa® Prior Authorization Request Form

DO NOT COPY FOR FUTURE USE. FORMS ARE UPDATED FREQUENTLY AND MAY BE BARCODED

Member Information {required)

Provider Information (requireq)

Medication Name: ? ml USE

Member Name: Provider Name: C i L
O SiG,
Insurance IO#: ; T T NPE: © ) "\1 Cha 3 q Al&
Date of Birth: * B Om:ePhone:l T T '
Street Address: - Office Fax 1S5~ BN &, ~ Owioto
| Cny'§ E<on ERTY [Ze O'WSMM"'”’ 120 2157 A :Su“‘\ gu‘:e_lfﬁ

Stength Lo~ 100y

U Check if requesting brand

| Directions for Use: B

U Check if roquost is fOl’ continuation of therapy.

I da

CI|n|caI Information (requirsa

*** Medical record documentation (e.g., chart notes, laboratory values) must be faxed-in along with this request ***

tis the diagnosis for which the cation is being prescribed?
A Chronic Hepattis C (genotype: Q Other, pb list:

Is Epcluea being prescribed by or in consultafion one of the following?

Q Hepatologist Q Gastreenterclogist Infeclious Discase Specialist
3 HIV Spedialist certified through the American Academy of HIV Madicne
Document all of the foliowing that apply;

Is the patient currently on Epclusa? O Yes [ No

Does the patient have cirhosis? XYoe Q No
Does the patient have decompensated iver diseasa? Q Yee)(No

Wil the patient be {aking Epclusa with ANY of the following? (Select all that apply)
0 Sovald| (sofosbuvir) Q Otysio (simeprevir) 0 Rdavirn Q Omer:

Has the patient experiencad contraingication, Intolerance or treatment failure (defined as viral relapse, breakthrough while on therapy, or
non-responder to therapy) with ANY of the fellowing? (Select all that apply)

Q Peginterferon 0 Harvoni Q Zepaser O Incivek #No Previous Hepatitis C Treatment (Treatment-Naive)
Q Olysio 0O Ribavirin Q Victreds Q Sovaidi Q Daklinza Q Other:
Are there any other diag sympt: , medications tried or failed, and/or any other information the pr'yslclan feels is important to

this review?

Y@m?eks is H:c’ A#SLD/ZD?A fz(vmm.d/// nmwrw
received’

ﬁwr DLQ@%/R)? U Qlpeetss),

laasa nole: This request may be denied unless all ired ind fion is
For urgent or expediied requests please eﬂll 1-8(!)-711-4555
This form may be used for non-urgent requests and faxad 1o 1-800-853-3844.

Thwk you!
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PRIOR AUTHORIZATION REQUEST

Continued from Page 1

Harvoni
PATIENT [Name & DOB bt D: [Name - > - If “yes" to question 11 please answer questions 12-14 if the request s for a new start
Padress- T A:tlir:s 2 5 ‘ Twille 11 OR 14-16 if the request is for a continuation of therapy
= oz = | = A itediilid=)2) 3 If "no" proceed to question 17
e — - 12 9Yes ©No IsHarvoni prescribed by, or in consultation with, one of the following prescribers who is affiliated
IpE: with a transplant center: a gastroenterologist, hepatologist, infectious diseases physician, or a liver
transplant physician?
13. 8Yes ©No Isthe patient treatment-naive for recurrent HCV? Please Nofe: Treatment-naive includes patients
. ] . ) , who are in the micle of their first HCV treatment course and prior o their current course of therapy
Your patient’s prescription benefit requires that we review certain requasts for coverage with the prescriber. You have . ; ;
prescribed a medication for your palient thal requires Prior Authorization befora benefit coverage or coverage of additional they have not been treated for Hi CY’ Treatment-naive also includes pateals who have ot started
lqiluzmﬁtles can ﬁprovided. Please complete the foliowing guestions then fax this form 10 the toll free number listed below. HCV therapy and have never previously been treated for HCV.
on receipt of the completed form, prescription benefit coverage will be determined based on the plan's rules. 14 : sl
h b . BYes @No Doesthe patient have cirthosis?
Please answer the following questions -
**** Please note: For completion of all reviews documentation MUST be provided to confirm the patient’s 15. 9Yes ONo Howmanyweeks of Havonihas the patient received? Please st Weeks
genotype, ™** i ; ;
1. #Yes @No I[stheindication genotype 1 or genotype 4 hepatitis C virus? (If “Yes’, please specify befow) 6. 8Yes oNo Hasthe patit prew0usly been vreated for theirrecurrent HOV?
)ei g:::g:g : 17. Wes 6No Does the patient have chronic hepatitis C?
2. 8Yes Xﬂo Will the patlent be using Harvoni in combination with any other DAAs (direct acting antivirals such as If 'yes" to question 17P!9j339 answer questions 18‘{24 ”#’9 requestis for a new start
Viclrelis, Incivek, Olysio, Sovaldi, Viekira Pak) (not Including ribavirin)? OR 20-25 if the request is for a continuation of therapy
3. BYes No Isthe request for retreatment in patients who have previously received Harvoni ? Please Note: This ; I : ]
_ X inclides rotre in prior null adlers, pror pariiel responders, prior rolapeo pationts, and 18. ¥iYes ©No lsHarvoni prescribed by, or in consullguon with, one of th‘e_lollomng‘prescnbers. a \
palients who have not completed a course of therapy due to an adversa reaction or for other reasons. gastroenterologist, hepatologist, Infectious diseases physician, or  iver transplant physician®
4. 0Yes ;K No Isthe patient's life expeclancy less than 12 months due to non-liver related comorbidities? 19, 0Yes Wc Does the patient have advanced fibrosis?
5. 8 Yes *p(No Does the patient have chronic hepatitis C and HCC (hepatocellular carcinoma) and is awaiting . . . . .
liver transplant? 20 "XYes fi &o I8 the patient treatment naive? Please Nole: Treatment-naive includes patients who are in the
77 yes" [o question & please answer questions 6-8 7 the request if for a new Start middle of theirfirst HCY treatment course and prior to their current course of therapy they have not
OR 8-10 if the request is for a continuation of therapy been treated for HCV. Treatment-naive also includes patients who have not started HCV therapy
If *no* to question 5 proceed to question 11 and have never previously been treated for HCV.
6. 6Yes 6No IsHarvoniprescribed by, orin consultation with, one of the following prescribers who is affiliated with . i Trrhosi
a transplant center: a gastroenterolegist, hepatologist, infectious diseases physician, or a liver 21 0Yes .7@0 Does the patient have cinhosis? {
transplant physician? 22. §Yes “WNo Isthe patient’s baseling HCV RNA less than 6 milion IU/mL?
7. B8Yes @No Isthe palient traatment naiva? Please Note: Treatment-naive includes patients who are in the middle 7 i . thi
o "’;”g ffi,rf ;%va r;’m ! wwﬁ :,";; ,,d 1o their current course. of forepy they hare nof beor 23. 6Yes ‘ﬁNo IHnZE Lhee 'gm r:lti;;een previously treated with a Sovaldi-containing regimen (note: this does not
treal . Treatment-naj includes patients who have not started HCV therapy and have
] 39*'9'}:'9”0?5’1’ been treated for HCV. 24, 6Yes Wo Has the patient been previously been treated for HCV with PR (pegylated interferon [Pegasys,
. 8Yes @No Doesthe patient have cimhosis? ' Peg-Intron] and ribavirin) with or without & protease inhibitor for HCV (such as Incivek, Vicrells, or
9. 8Yes ©No How manyweeks of Harvoni has the patient recelved? Please list: Weeks Olysio)?
10. 8 Yes @ No Has the patient been previously treated for HCV? .
9 v
11. 6 Yes XNo Does the patient have recurrent HCV post-liver transplantation? 2. @Yes ONo  Howmany weeks of Harvoni has the patientrecelved? Flease et Wesi
Conlinusd onPageld
Continued on Page 2 Posafafn
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PRIOR AUTHORIZATION REQUEST

Uelruon’
PATIENT [Name&DOB- ., 2 IName - Cor Chashein
Address® Addressj! “ ’ug\‘ﬁw S)UH'\MLU .':&l’%
I‘ . i Phone/Fax#- ST )

Continued from Page 2

| Please document the dlagnoses, symptoms, and/or any other information lmpartant to this review: |
; lex

L
h!sh eisk foc Clhiosis T{)romzd%;m) Hat‘% s éomﬂg'_r\bzg_‘ﬂMMm/_

A
SECTION B Physician Signature H- V

FAX COMPLETED FORM TO: 1 877-329-3760

This fax is barcoded for this specific patient; do NOT re-use for other patients
If you have any questions regarding your patient’s plan drug limits you may call us at: 800-753-2851

Page 30f 3

A ETC AIDS Education &
Training Center Program

Southeast




Patient Case 3: JL
APPROVED!

A E T AIDS Education &
Training Center Program

Southeast

FB cxpress scripTs:
-~y Modicare (PDF)

4700 North Hanley Street Suite B

St Louis, MO 63134

Dr. CODY CHASTAIN
1211 21ST AVE S

STE 102 A
NASHVILLE, TN 37232

Patient: e aacasanra

Paticat DOB:

Plan Name: EXPRESS SCRIPTS MEDICARE
Plan ID (PBP Code): 114

Scptember 15, 2016

Dear Dr. CHASTAIN:

Case ID:

Date of Request: 9/14/2016 03:13PM
Date of Decision: 09/15/2016

We have reviewed a request to obtain Harvoni Tablet under your patient’s Medicare prescription
drug plan. As we informed your patient, this request has been approved from 08/15/2016 until

12/08/2016.

If you have any questions, please call us at 1.800.935.6103, 24 hours a day, 7 days a week
(including holidays). (TTY users should call 1.800.716.3231.)

Sincerely,

Coverage Review Department
Express Scripts




Pharmacy should run a test claim
Ensure approval
Determine copay

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

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




Drug

Harvoni®

Sovaldi®

Epclusa®

Patient
Cost

$5

$5

$5

Copay Card Information

https://www.harvoni.com/support-
and-savings/co-pay-coupon-
registration

https://www.sovaldi.com/coupons/

http://www.epclusainfo.com/support
-and-savings/co-pay-coupon-
registration

Contact: 1-855-769-7284

Card Details

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

-Valid for 6 months
from 1st redemption

Eligibility
-Resident of US, PR, or

US territories

-No state or federally
funded programs

-=218 years old




Drug

Viekira XR®

Viekira Pak®

Technivie®

Patient Copay Card Information Card Details

Cost

$5 https://www.viekira.com/patient- -Max of 25% of the
support/financial-resources catalog price

$5 https://www.viekira.com/content/pd -Valid for 12 uses

$5

f/viekira-treatment.pdf -Expires 12 months

https://www.viekira.com/content/pd from 1% redemption

f/viekira-treatment.pdf

Contact:
1-844-277-6233

Eligibility

-Resident of US

-No state or federally
funded programs

-Not valid in
Massachusetts




Drug

Daklinza®

Patient
Cost

$0

Copay Card Information

https://bmsdm.secure.forc
e.com/patientsupportconn

ect/patient

Contact:
1-844-442-6663

Card Details

-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)

Eligibility
-Resident of US or

Puerto Rico

-No state or federally
funded programs

-=218 years old




Drug

Zepatier®

Patient
Cost

$5

Copay Card Information

https://www.merckaccessp
rogram-
zepatier.com/hcp/copay-
assistance/

Contact:
1-866-251-6013

Card Details

-Max of 25% of the catalog
price per prescription

-Program expires 6/30/17

Eligibility
-Resident of US or

Puerto Rico

-No state or federally
funded programs

-=218 years old




Drug Patient Copay Card Information Card Details Eligibility

Cost
Olysio® $5 https://olysio.janssencarep -Max of $50,000 per calendar -Resident of US or
athsavings.com/Coupon/O year Puerto Rico
lysio

-Program expires 12/31/17 -No state or federally
Contact: funded programs
1-855-565-9746




= Complete grant funding application
= Yearly household income
= Household size
= Retired
= File taxes
= Submit application online




Grant Patient Cost Information Eligibility

Patient Access Network $0 https://pharmacyportal.panfoundati  -Max of $30,000/year
Foundation (PANF) on.org/Home.aspx -Reside in US
-Income below 400% or 500% FPL

Contact: :
-Any insurance

1-866-316-7263

Patient Advocate $0 https://www.copays.org/diseases/he -Max of $25,000/year
Foundation (PAF) patitis-c -Reside in US
-Income below 400% FPL

NS -Any insurance
1-866-512-386/1 y
Chronic Disease Fund Based on poverty http://www.mygooddays.org/for- -Max of $30,000/year
(CDF) percentage- up to patients/patient-assistance/ -Reside in US
= i (o)
$50 Contact: Cﬁg};)llnsurance, must pay at least 50% of
1-972-608-7141 -Income below 500% FPL
Healthwell Foundation $5/ill https://www.healthwellfoundation.or -Max of $30,000/year
g/fund/hepatitis-c/ -Reside in US

Contact: -Any insurance
: -Income below 500% FPL

l 1-800-675-8416




BACK TO CASES

AET /T\IDS Edugoliong
raining Center Program
Southeast



Patient Case 1: NM Notice of Prior Authorization Determination
D . d Magellan Health Services has reviewed a reques! for coverage of a prescription medication under the TennCare
enie Pharmmacy Program. The outcome of our review, requesting practitioner, recipient medication and pharmacy are
listed belowr. Blank fields indicate information we were unable to deltermine from our records or the request.

PATIENT INFORMATION: MEDICATION INFORMATION:
1D Number: Name: HARVONI
First Name: Strength: SOMG-4000MG
Last Name: Dosage Form: TABLET
Date of Birth:
MEDICAL PROVIDER: PHARMACY PROVIDER:

Name: CODY CHASTAIN Name:

Address 1: 1161 21STAVE S Address 1:

Address 2: Address 2:

City State Zip: NASHVILLE, TN 372320012 City State Zip: ,

QUTCOME OF CLINICAL REVIEW OF REQUEST

‘ Prior Aulhorizalion Status: Denied Prior Authorization Begin Date: _ 12/07/2015
Date of Review: 12/07/2015 Prior Authorization End Dale: 120112015

Approval in TennCare requires a specific Genotype of 1.

L]
Alsp required is medicallab documentation showing fibrosis corresponding to a Metavir fibrosis score of at least 3 or
documentation showing patient at the highest risk for severe complications,

The patient does not meet the criteria for approval of this medication, The request has been denied to allovs pursuil of
the appeal process. The patient will receive an official denial letter, complete with inslructions regarding the appeal

process, if applicable.

AET /T\IDS Edugoliong
raining Center Program
Southeast



Patient Case 2: TM
Denied

———>
——>

AETC /T\IDS Edugotion g
raining Center Program
Southeast

Department of Health and Human Services Form Approved
Centers of Medicare & Medicaid Services OMB No. 0938-0976

Important: This notice explains your right to appeal our decision. Read this notice carefully. If you need
help, vou can call one of the numbers listed on the last page under “Get help & more information.”

Notice of Denial of Medicare Prescription Drug Coverage

07/15/2016 chucst Reference #: TINRT

Member ID:

- .

Your request was denied
We have denied coverage or payment under your Medicare Part D benefit for the following prescription drug
or drugs that you or your prescniber requested: EPCLUSA

Why did we deny your request?
We denied this request under Medicare Part D because:

EPCLUSA is not on the drug list (formulary). Your plan does not cover this drug unless you have previously
tried and failed drugs covered on the formulary that are clinical alternatives for your condition OR if your
doctor submits documentation to indicate that these other drugs are not clinically appropriate to treat your
condition.

Epclusa 1s denied because it 1s not a covered drug. You need to first try Sovaldi plus Daklinza therapy.
OR there are specific medical reason(s) why the alternative medication is not appropriate to treat your -
medical condition.

Reviewed by: KMN, Pharm.D.




= Steps for designated stafft:

= Call the PBM and ask about rejection.
= Why was it rejected?
= |s there a preferred agent?

= What are the next steps (appeal, peer-to-peer review, external
review, etc.)




= 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.)




SAMPLE Letter of Appeal

Date
Payer Name
Payer Address
S
Reason for request A eprien N (optionsl)
Reason for denial e Datents Fist and Last Name
. Policy Number/Patient's ID
Rationale to address each reason for Patent Dte of Bt
denial, including relevant clinical Dear Phamacy Diecor
rationale where applicable et s G ). o8 1 e S
Relevant overall patient medical history | =,
a n d Cu rre nt CO n d Itl O n VIEKIRA PAK is indicated for the treatment of [insert indication description]. The full

prescribing information for VIEKIRA PAK can be accessed at vavw.rxabbvie.com.

S u m m a ry Of yo u r p rOfeSS i O n a I O p i n i O n [Patient's namef's medical history and course of treatment are as follows:

Of I i ke Iy O U tCO m e S W i t h th e tre atm e nt . Dozt;:blo thet patient’s history, diagnosis, previous and current treatment regimens
ReState m e nt Of re q U eSt fO r a p p rova I Based on [patient’s nameJ's condition, medical history, and supporting clinical literature, the use

of VIEKIRA PAK is medically appropriate and necessary.
| respectfully request that you review the additional documentation provided and consider

overtuming your coverage decision for VIEKIRA PAK. | look forward to your recansideration. If|
can provide any additional infarmation, please contact me at finsert phone number] to ensure

*Adapted from Abbvie Letter of the prompt approval of this course of treatment.
Gilead sample Regards,

' [Physician Name]
A E T lT\rlt?iiif\gugg::;? I%rogmm .
Southeast obbvie




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

A E TC AIDS Education &
Training Center Program

Southeast

Vanderbilt University Medical Center, Division of Infectious Diseases

1211 21* Ave. South
Medial Arts Building, Suite 102A
Nashville, TN 37232
Phone: 615-936-1174 Fax: 615-343-1103

December 9*, 2015

To Whom It May Concern:

| am contacting you on behalf of my patient Mrs. . 108 Viember ID# CaselD# —~~ =777

She has been prescribed a 12 week course of dual direct acting antiviral therapy containing ledipasvir/sofosbuvir (Harvoni™) for her
chronic hepatitis C (HCV) infection. She has a history of chronic HCV infection (genotype 6) with stage FO-F1 fibrosis as shown on
abdominal ultrasound dated February 117, 2015 and is naive to previous HCV treatment. She has evidence of active viral infection as
shown by viral load of 10,551,665 IU/mL December 2™, 2015. Her HCV is complicated by HIV, placing her at risk for more rapid
progression of fibrosis. Additionally, she is of child-bearing age. Therefore treatment of her HCV infection is imperative to
eliminate the risk of mother to child transmission.

The AASLD and IDSA Society released Hepatitis C Treatment Guidelines that were recently updated on October 22nd, 2015, and
recommend treatment for all individuals infected with HCV with very few caveats. Prior to this most recent update, the guidelines
panel classified patients with HIV coinfection as “high priority to treat owing to high risk for complications” (Class I, Level B). In this
update, the need to treat patients with HIV co-infection regardless of current fibrosis stage is still highlighted. This is due to multiple
studies showing accelerated fibrosis progression and death following decompensation in this population (Konerman, 2014); (Pineda,
2005); (Merchante, 2006); (Terrault, 2012). In the Swiss HIV cohort, waiting to treat HCV at Metavir fibrosis stages F3 and F4
resulted in 2- and 5-times higher liver-related mortality, respectively when compared with treating at Metavir stage F2 (Zahnd,
2015). Additionally, the updated guidelines recommend that patients with HIV/HCV co-infection should be treated for a minimum of
12 weeks regardless of baseline HCV viral load. These guidelines can be viewed in their entirety at http://hcvguidelines.org.




e Clinical trial and other
relevant data for
recommended treatment

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

 Listinclusions
» References

The regimen of ledipasvir/sofosbuvir (Harvoni™) was recently approved for genotype 6 and in patients co-infected with HIV on
November 12“‘, 2015. The updated approval of Harvoni for genotype 6 was based on the open-label ELECTRON-2 trial in which 96%
of patients [24/25) with genotype 6 infection who were treatment-naive or previously-treated with or without cirrhosis achieved
an SVR12 after treatment with Harvoni x12 weeks. Additionally, 96% of patients in the ION-4 trial evaluating Harvoni in patients
co-infected with HIV/HCV achieved an SVR12. Viekira Pak is not an option for this patient as it has not been approved for genotype
6 infection.

In summary, it is recommended tha. ~ " HCV be treated now for the aforementioned reasons in order to avoid additional
potential morbidity, mortality, and costs associated with worsening liver function. She has demonstrated great adherence to HIV
therapy with repeated undetectable viral loads, making her an ideal candidate for HCV therapy. The 12 week course of the
requested ledipasvir/sofosbuvir (Harvoni™} is efficacious and approved for treatment in this population. Eradication of the virus now
is optimal in order to prevent progression of her liver disease and associated complications, including hepatic decompensation,
hepatocellular cancer, liver transplantation, and/or death.

| appreciate your review of this request. Please contact me as needed.
Sincerely,
' Co@/ Kooy /b
Cody Chastain, MD
Infectious Diseases Specialty

Enc: Original PA paperwork, denial letter, HCV genotype, HCV virology lab report, abdeminal ultrasound, NIDA, AUDIT, CAGE
screenings, urine drug screenings

AET /T\IDS Edugotiong
raining Center Program
Southeast




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

AETC /T\IDS Edugotion g
raining Center Program
Southeast

Tuly 20%, 2016

RE: APPEAL for velpatasvit/sofosbuvir (Epclusa™)

To Whom It May Concern:
I am contacting you on behalf of my patient Mr. 1 (DOB Member ID# |
Request Reference #: , He has been prescribed a 12 week course of dual direct acting antiviral

therapy containing sofosbuvir and velpatasvir (Epclusa™) for his hepatitis C (HCV) infection. He has a history
of HCV infection (ICD10: B18.2), genotype 3, with compensated cirrhosis as shown on ultrasound June 17%,
2016. He is naive to previous HCV treatment. He has evidence of active viral infection as shown by his viral
load of 381,744 IU/mL on January 8%, 2016. was recently denied treatment stating that “Epclusa is
not on the drug list (formulary). Your plan does not cover this drug unless you have previously tried and failed
drugs covered on the formulary that are clinical alternatives for your condition OR if your doctor submits
documentation to indicate that these other drugs are not clinically appropriate to treat your condition.”
We have submitted such documentation and do believe that Epclusa™ should be provided for this patient as it
is currently AASLD/IDSA Guidelines recommended regimen for patients with genotype 3 HCV infection
and cirrhosis and has superior efficacy results, is more cost-effective, provides a shorter treatment
duration, and does not require the addition of ribavirin as opposed to the formulary-preferred agent.

The AASLD/IDSA Hepatitis C Treatment Guidelines, recently updated July 6™, 2016, recommend treatment
of genotype 3 HCV infection with cirrhosis with sofosbuvir/velpatasvir for 12 weeks (Rating: I/A) or
daclatasvir/sofosbuvir for 24 weeks with or without ribavirin (Class Ila, Level B). This updated
recommendation is based on the results of the ASTRAL-3 study evaluating sofosbuvir and velpatasvir for 12
weeks in patients with genotype 3 HCV compared to sofosbuvir/ribavirin for 24 weeks. Patients who were
naive to previous HCV treatment, with cirrhosis had an overall SVR12 rate of 93% on
sofosbuvir/velpatasvir, compared to 73% SVR12 rate of the sofosbuvir ribavirin regimen.
Sofosbuvir/velpatasvir is now preferred in patients with genotype 3 infection and cirrhosis over
daclatasvir/sofosbuvir. In the ALLY-3 study, daclatasvir/sofosbuvir for 12 weeks in patients with genotype 3
infection and cirrhosis, the SVR12 rate was only 58%. Therefore, if this regimen is used in this population,
there is a recommendation to extend treatment to 24 weeks with the option of adding ribavirin. However,
there is limited data regarding efficacy of this extended treatment, though smaller studies have shown
SVRI12 rates around 85-90% (Hezode 2015, Leroy 2016). Given these results, sofosbuvir/velpatasvir gained

FDA approval and is now the AASLD/IDSA preferred regimen in patients with genotype 3 and cirrhosis such
as Mr.




TM Appeal

e Clinical trial and other
relevant data for
recommended treatment

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

 Listinclusions
» References

AETC /T\IDS Edugotion g
raining Center Program
Southeast

The AASLD and IDSA Society Hepatitis C Treatment Guidelines were recently updated July 6®, 2016, and
continue to recommend treatment for all individuals infected with HCV with very few caveats. Prior to the
guidelines update in October 2015, the panel classified patients with HIV co-infection as “high priority to
treat owing to high risk for complications” (Class I, Level B). In this update, the need to treat patients with

HIV co-infection regardless of current fibrosis stage is still highlighted. This is due to multiple studies
showing accelerated fibrosis progression and death following decompensation in this population
(Konerman, 2014); (Pineda, 2005); (Merchante, 2006); (Terrault, 2012). In the Swiss HIV cohort, waiting to
treat HCV at Metavir fibrosis stages F3 and F4 resulted in 2- and 5-times higher liver-related mortality,
respectively when compared with treating at Metavir stage F2 (Zahnd, 2015). These guidelines can be viewed
in their entirety at http://hcvguidelines.org.

The currently regimen has superior efficacy results, is more cost-effective, provides a shorter treatment
duration, and does not require the addition of ribavirin as opposed to the formulary-preferred agent. Given Mr.

genotype, coinfection with HIV, and current cirrhotic status place him at a high priority to
treat at this time given his increased risk of hepatic decompensation, failure, and hepatocellular
carcinoma.

I appreciate your review of this request. Please contact me as needed.
Sincerely,
(ot (oo~
Cody Chastdin, MD
Infectious Diseases Specialty

Enc: denial letters clinic notes, genotype, virology lab report, abdominal ultrasound, AASLD/IDSA Hepatitis C Clinical Treatment
Guidelines, ASTRAL-3




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

= |nsurance
= Manufacturer




= 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




The Un-Insured and Under-Insured

P?“ent * Criteria for
Assistance approval
Programs * Process of

(PAP) Application

« Setting up the

Medication first il
:  Patient
Dellvery Support on

therapy




= PA denied - Appeal denied - sent to Legal Solutions
Hearing = denied

= Now what?




[ |
[ |
Patient Name: Date of Birth:
[ ]

SUPPORT PATH PROGRAM

INTAKE FORM PHONE: 1-855-769-7284 FAX: 1-855-298-8700

= http://www.mysupportpath.

C O I I I / Benefits Investigation Prior Authorization and Appeals Investigation Patient Assistance Program (PAP) Eligibility Screening

— E I i g i b i I i ty : gt(:::AD MEDICATION REQUESTED (ReQUIRED) -
r Ap p I | ed an d d en | ed fo r BEJ) PRESCRIBER INFORMATION eaunen)

Prescriber Name: Facility Name:

Medicaid and state
insurance marketplace =

Office Contact: Phone #: Fax #:

= Ineligible for VA benefits

- P rOVi d e h O u S e h O I d i n CO m e QICZSZG.NOSIS / MEDICAL INFORMATION (REQUIRED) MUST BE COMPLETED BY HEALTHCARE PROVIDER
and size e

ICD-10 code: F Score (Fibrosis Score): Other:

n REQUESTED SERVICE(S) (REQUIRED) CHECK ALL BOXES THAT APPLY

HCV Genotype 1 2 3 4 5 6 Other: HCV/HIV-1 Co-infection




PAP: Abbvie
Viekira Pak®

= https://www.viekirahcp.co
m/proceed

= Case-by-case basis:
= Financial hardship

= Lack of insurance
coverage

= Medical necessity

A E T AIDS Education &
Training Center Program

Southeast

Fax To: 1-855-886-2481 viekira pak’

Phone: 1-855-765-0504 ombitasvir, paritaprevir and
PO Box 4280, Gaithersburg, MD 20885 rtonavi tabets; dasabuvr tablts

I A
o REQUESTED SERVICE [JPatient Assistance Program (PAP) Review

9 PATIENT INFORMATION o PRESCRIBER INFORMATION

Patient Name: Prescriber Name:

Address (No PO Box): State License #: NPI #:

City / State / ZIP: Tax 1D #: Facility Name:

Primary Phone #: ALT Phone #: Specialty: [JHepatology [JGastro [JID  Other:
DOB: Gender: [JMale [Oremale Address:

E-mail Address: City / State / ZIP:

Language: [JEnglish ~ [JSpanish  Other: Contact Person:

Last 4 SSN: Pa‘ien‘P;’:rf;‘a’:yd: Contact Phone #: Contact Fax #:
Annual Household Income: $ Number in Household: __ Contact E-mail Address:

o INSURANCE INFORMATION 9 DIAGNOSIS AND CLINICAL INFORMATION

and insurance cards with this

[ No Insurance Coverage fom frontand back HCV Genotype [J1a [J1b [JOther

Insurance Plan: [ Medicare [ Medicaid [T] Privte/Commercial (7] Oher Treatment History: ~ [JNaive [ Previously Treated
Insurance Company Name: [ Post-liver Transplant [JRenal Insufficiency
Insurance Company Phone #: [0 proton Pump Inhibitor (PPI) [JHCVIHIV Coinfection
Policy #: Group #: [0 Compensated Cirrhosis (Child-Pugh A)

Policyholder Name: Muyhglgg Diagnosis (ICD-10 Code):

PBM Name: [0 818.2 Chronic Viral Hepatitis C Allergies (List):

PBM Phone #: PBM BIN #: [ 819.20 Unspecified Viral Hepatitis C

PBM Group #: without Hepatic Coma

0 PRESCRIPTION INFORMATION (PLEASE CHECK ONE BOX)

INDICATION MEDICATION(S) DOSE/STRENGTH DIRECTIONS QUANTITY | REFILLS

qmbita§visr012.5 Pg, S(r)istaprwi!r) 5mg, | Taketwo giqll;{xl&r)ed tgblets

ritonavir ixed-dose combination once dai and one

VIEKIRA PAK tablets; comckagd with dasabuvir beigg-colored tablet po twice daily | 2802y Supply
50 mg tablets (AM and PM) with a meal




PAP: Abbvie
Viekira XR®

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

= Eligibility:
= Provide income and
household size

= <$100,000 per year

A E T AIDS Education &
Training Center Program

Southeast

viekira XR~ .

dosobuvir, ombisosviy, poropessiy
and riomirexendedseleass tablts

Fax To: 1-855-886-2481

Phone: 1-855-687-7503
PO Box 4280, Gaithersburg, MD 20885

() PATIENT INFORMATION

Patient Name: DO8:
Address (No PO Box):

Primary Phone #: ALT Phone #:
Shipping Preference (if eligible): []ship to Patient [] Ship to Provider

Gender: [IMale [JFemale  Language: [Jenglish [Jspanish  Last 45SN:

City / State / ZIP:
E-mail Address:

Annual Household Income: §, Nurnber in Household (induding se¥): ___
Flease Include Income documentation for your househald, such s a copy of your curent federal tax retum.

€) PRESCRIBER INFORMATION

Prescriber Name:

State License #:

NP1 #: Tax ID #:

specialty: [JHepatology [JGastre [JiD  Other: Facility Name:

Address: City / State / ZIP:

Prescriber Contact Person: Prescriber Phone #:

Prescriber Fax #: Prescriber E-mail Address:

9 INSURANCE o DIAGNOSIS AND CLINICAL INFORMATION

INFORMATION

)

D No Insurance Coverage
Insurance Plan:

CImedicare Omedicaid [ private/Commescial
[ other
Insurance Company Name:

Insurance Company Phone #:

Policy #: Group #:

Policyholder Name: Policyholder DOB:
PBM Narme:

PBEM Phone #: PBM BIN #:

PEM Group #:

HCV Genotype:  [11a [J1b [Jother
Fibrosis (A Seore: [(Jo 01 Oz O3 [Os
Treatment History:

Onsive [ previously Treated

[[] Other Medications
Medical History:

[ post-liver Transplant

D Proton Pump Inhibitor (PPI) Use

[ compensated Cirrbosis (Child-Pugh A)
Diagnosis (ICD-10 Code): D B18.2 Chronic Viral Hepatitis C
D B19.20 Unspecified Viral Hepatitis C without Hepatic Coma
Allergies (List):
Vaccination for Hep A and B: D No D Yes Year

O renal Insufficiency
[ soumiv Coinfection

o PRESCRIPTION INFORMATION (PLEASE CHECK ONE BOX)

cATION ] MEDICATION) |~ DosesTReNGTH | DREcrioNs | quawTv | s
GT1b NON-cirhotic (OR) . ;
dasabuvir 200 mg, ombitasvir 833 mg, Take three tablets
a mmﬂhoﬂ( VIEKIRA XR paritaprevir 50 mg, ritonavir 33.33 mg once daily with a meal 28-day supply
dasabuvir 200 mg, ombitasvir 8.33 mg, Take theee tablets
0 Gcna NON—aMrhaﬂ";ggl‘() VIEKIRA XR paritaprevir 50 mg, ritonavir 33.33 mg once daily with a meal 28-day supply
ompensa
(Child-Pugh A) Take tabs/caps po AM and
Ribavirin mg tabsicaps po PM 28-day supply

New York Prescribers, please submit prescription per NY state legal restrictions. For all other states, if not faxed, must be on state-specific form, if applicable.




= 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

T

The Merck Access Program Z EPATI ER
(elbasvir and grazoprevir]

ENROLLMENT FORM iy gt

P: 866-251-6013 F: 800-803-3104
The Merck Access Program, PO Box 29067, Phoenix, AZ 85038

COMPLETE THE APPROPRIATE SECTIONS OF THE ENROLLMENT FORM AND FAX TO 800-803-3104.

1 REQUESTED SERVICE(S) Check all circles that apply

(O Benefits Investigation, Prior Authorization, or Appeal

() Referral to the Merck Patient Assistance Program foffered through the Merck Patient Assistance Program, Inc.)

2 PATIENT INFORMATION (REQUIRED)

Patient Name:

Street Address (no PO Box):

City/State/Zip:
Phone (Home): (Work/Other):
DOB (mmy/ddfyyyy): Gender: U M (& F

Resides in US/US Territories: () Yes (® No

For Merck Patient Assistance Program only

AETC /T\IDS Educcotion g
raining Center Program
Southeast



&5 Bristol-Myers Squibb ] PATIENT ASSISTANCE FOUNDATION

PO Box 220769 Charlotte, NC 28222-0769 Phone 800-736-0003 Fax 800-736-1611

Patient Name: Social Security Number:

*Providing Social Security Number is optional.
Date of Birth: Gender:

= http://www.bmspaf.org/Page O] female [ wale
s/Home.aspx Patient Address
) Elig i bi I ity :i::e Phone: z:It::hone' ::st Time to Call:
" US reSIdent Alternate Contact Name: Relationship: Phone:
= No insurance or 2 appeals Allrgies

denied by insurance or
Medicare Part D and 23%

Current Medications:

Do you have insurance through (check all that apply)?

household income spent on ] Medicaid ] Medicare A or ] Medicare Part D
prescrl ptlons COStS/year [] vA or Military [ ] private Insurance [] None
. [] state Assistance Program for Medication [] other:
. H O u Se h O I d I n CO m e be I OW Insurance Name Phone # ID/Policy # Group # Policy Holder

300% of FPL
- $35,64O fOr one Secondary:
= $48,060 for a couple

AET /T\IDS Edugoliong
raining Center Pro gram
Southeast



BACK TO PATIENT CASE 1: NM




= Gilead Exception
Committee

= Reviews appeals on
case-by-case basis

= |nclude:

= Original
PA/appeal/denial
information

= Additional letter of
medical necessity

= List of medications
and how they are
obtained

appeal letter is attached. In summary, this patient was denied treatment by Tenncare as
she does not have F3 or greater fibrosis. As multiple studies have shown, treating patients with early
fibrosis both can prevent complications and is cost-effective in addition to the public health benefits.

is of child-bearing age. Unfortunately, the CDC recently released an MMWR regarding the
drasticincrease in HCV among women of childbearing age and vertical transmission {attached). Treating
her HCV at this time would eliminate vertical and househald transmission risk.

Additionally, * is coinfected with HIV, increasing her risk of hepatic complications,
decompensation, and HCC (detailed in appeal).

vas denied by Tenncare three times, a process which took five months to complete. The
reason for her denial citing that her disease was not yet advanced enough to require treatment. This
type of restriction is not based on clinical evidence or guidelines and has been reprimanded by CMS (see
attached notice). However, Tenncare refuses to change their laws at this time.

Unfortunately, obtalning medication through Gllead is this patient’s last hope at treatment. We believe
that treatment at this time is most appropriate given the above concerns. We greatly appreciate your
review of this request and would gladly discuss her case further if needed. Thank you!

Best,

Autumn Bagwell, PharmD,

AET /T\IDS Edugoliong
raining Center Program
Southeast




APPROVED!

A E T AIDS Education &
Training Center Program

Southeast

(GiLEAD Suﬁport Path Program

PH: (855) 769-7284
FX: (855) 298-8700

Augusl 15, 2016

Dr. Cody Chastain

Vanderhill Infectious Disease Clinic
1211 21st Ave S, Sie 102A
Nashville, TN 37232

Re: Patient Assistance Program Lnrollment
Secrvice Request Number:

Dear Dr. Cody Chaslain:

This letter 18 regarding your paticnt, _ .« Bascd on the information provided to the Support Path
Patient Assistance Program (PAP), your paticat has been prequalificd for 1larvoni™ (ledipasvir
90mep/sofosbuvir 400mp). Your patient’s prequalificd period is for 30 days from the datc of this letter.

The decision 1o provide your palient wilh Iree drug is contingent upon receiving the completed prescription
form for Harvoni™. T we do nol receive the compleled prescription form helore the end of the 30-day period,
youyr paticnt’s cligibility will cod. If the paticnt still needs assistance from the program after the 30-day .
prequalified period has passed, a new application must be submitted for cvaluation.

Pleasc complcle the prescriplion request form on (he [ollowing page and fax it to US
Bioservices at 835-850-2954. Once a valid prescription form is received, a pharmacy
representative will contact the shipment contact noted on the prescription form to setup

shipmenl.

Plcasc do not hesitate to contact the Support Path Program at 855-769-7284, Monday through I'riday between
9:00AM and 8:00PM Eastern Time, with any questions.

Sincerely,

Support Path Program



= Prescription faxed to clinic for provider signature
= Select delivery to provider or patient

= Pharmacy calls patient for delivery information




= 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 Support through Manufacturers

FAX: 1-866-299-1687 | PHONE: 1-844-2proCeed

* Abbvie Nurse Connector | M=
= ASSiSt With naVigating | Physician Information |

BE SURE TO HAVE THE PATIENT SIGN BOTH PAGES AT THE Xs

f. I I " f " u Fax the signed pages to 1-866-299-1687 | Call 1-844-2proCeed (1-844-277-6233) if you have questions
I n a n CI a I n O rm atl O n 3 DOES THIS PATIENT HAVE A VIEKIRA PAK™ PRESCRIPTION?
& :  (ombitasvir, paritaprevir and ritonavir tablets; dasabuvir tablets) 1 Yes [ No
. 2 PHYSICIAN NAME:
= Assigned nurse throughout | ¢ foe

OFFICE ADDRESS Street (Apt/Suite #):

treatment

Patient Information

= Call for adherence

HOME ADDRESS Street (Apt/Suite #):

m O n ItO rl n g City: State: Zip Code:

EMAIL:
PHONE:

= Appointment reminder | CHRDLLILRE e b

PATIENT SUPPORT PROGRAM AUTHORIZATION

| hereby consent to participate in AbbVie's proCeed program, which | understand is an AbbVie sponsored coordination of

care program designed to provide personalized treatment support. | consent to AbbVie, its affiliates, and agents/contractors

("AbbVie Partners") to use and disclose information that they have been provided for the following purposes: (1) enroll

me in and use my personal information to provide me with the proCeed programs and related services, which lnclude
P " \ reimbursement services, financial assistance, disease management support, nurse support and care coordination (*

AET Training Center Program

zk:
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v
L
w
=
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Southeast



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




= 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




ePrescription Processing ePA Support Path Assistance

« Submit an ePrescription « Send an online PA » Benefits investigation

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

without an ePrescription

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

AIDS Education &
Training Center Program

AET

Southeast

Fax To: 1-855-886-2481

Phone: 1-855-765-0504 dosol
PO Box 4280, Gaithersburg, MD 20885

viekira XR” ’

buve, ombeasyir, portaprevit,
axtendod-rofoase satiots

o PATIENT INFORMATION AND CONSENT

Patient Name: DO8:

Gender:[JMale [Jfemale Language: [Jenglish [JSpanish Last 4 SSN:

Address (No PO Box):
City / State / ZIP:
Primary Phone #:
E-mail Address:
Patient Preferred Pharmacy:
Pharmacy Contact & Phone #:

ALT Phone #:

Enroliment Consent:
D 1 agree to enroll in the proCeed services, including nurse support, as described on page 2.

HIPAA Consent:

My signature below certifies that | have read, understood, and agreed to the Patient
Authorization to release my protected health information to AbbVie Inc. and companies
working on its behalf, as described on page 3.

X
PATIENT SIGNATURE / LEGAL REPRESENTATIVE (indicate relationship)

0 PRESCRIBER INFORMATION

REQUESTED SERVICES (Select all boxes that apply) [] Prescription/Benefit Verification [] Prior Authorization/Appeal Assistance

Prescriber Name:
NPI #:

Spedialty: E]Hepatology Oeasto o Other:
Address:

Prescriber Contact Person:

Prescriber Fax #:

State License #:
Tax 1D #:
Facility Name:
City / State / ZIP:
Prescriber Phone #:
Prescriber E-mail Address:

O INSURANCE INFORMATIO

QI DESSCORUION and 10S)

[ o Insurance Coverage Insurance Plan: [] Medicare

Insurance Company Name:

[OMedicaid [ private/Commercial [ Other

Insurance Company Phone #:

Policy #: Group #: Policyholder Name: Policyholder DOB:
PBM Name: PEM Phone #: PBM BIN #: PBM Group #:

() CLINICAL INFORMATION

Treatment History: [ Naive [ previously Treated with peglFN/ribavirin [[J other HCV Medications

Fibrosis (F) Score: (Jo [0 Diagnosis:

02 O3 Oa




Benefits investigation

PA/Appeal

Obtain the appropriate
form and send to office

Financial assistance after
approval

. -
ZEPATIER”

The Merck Access Program : i
ENROLLMENT FORM heci e prcoorest

P: 866-251-6013 F: 800-803-3104
The Merck Access Pragram, PO Box 29067, Phoenix, AZ 85038

COMPLETE THE APPROPRIATE SECTIONS OF THE ENROLLMENT FORM AND FAX TO 800-803-3104.

1 REQUESTED SUPPORT Check all circles that apply

(O Benefits Investigation, and/or information about the Prior Authorization or Appeals Process.

() Ewaluation of eligibility for the Merck Patient Assistance Program (offered through the Merck Patient
Assistance Program, Inc.}

2 PATIENT INFORMATION (REQUIRED)

Patient Name:

Street Address (no PO Box):

City/StatefZip:
Phone (Home): {(Work/Other):
DOB {mnyddtyyyy): Gender: O M (O F

Resides in US/US Territories: 0 Yes O No

For Merck Patient Assistance Program only

Current annual gross household incoma: $
(Please include: before-tax wages, pension, interest/dividends, Social Security benefits, and any other sources of income)

Number of household members {including patient):

AET ;T\IDS Edugcniong
raining Center Program
Southeast



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

AET /T\IDS Edugoliong
raining Center Program
Southeast

Reimbursement Support

€ Bristol-Myers Squibb
) Phone: 844-442-6663 Fax: 856-676-4063
P.0.Box 222116

patient support POt

+ Patient Support Connect is designed to help patients with reimbursement needs for certain Bristol-Myers Squibb (BMS) medications.
+ The program assists patients and their healthcare providers with the following services:
* Insurance benefit investigaions
« Prior authorization and/or insurance appeals support
+ Referrals to a healthcare provider-prefered specialty pharmacy
+ Referrals to independent charities that provide financial assistance, including non-profit copay foundations that hedp patients who have coverage for their
medications but need help paying for their out-of-pocket costs for treatment
+ Comprehensive coverage research

What Medications Does Patient Support Connect Help With?

« DAKLINZA™ (daclatasvir)

Program Registration Steps

Once the enrollment form is received, your Patient Support Connect representative will conduct the services requested and nofify the healthcare provider of the results and provide
additional assistance options that may be available.

Healthcare Providers Patients

Complete the following provider sections: Complete the patient section:

» Section 1: Sedect services requested at the top of the enrollment form + Section 3: Provide complete patient information, including financial and
insurance information

+ Section 2: Provide complete treatment information, including diagnosis,
duration of therapy, and dosing information

+ Section 4: Provide state license number and NPI numbe for the treating
healthcare provider

+ Section 5: Sign and date the Provider Certificaion

+ Have the patient read and sign the Patient Authorization & Agreement (PAA)

» Fax completed enrollment form to Patient Support Connect at 866-676-4063

+ Read, sign and date the Paient Authorization & Agreement on pages 3-4

© 2015 Bristol-Myers Squibb Company




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




