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' How to ask questions

s

Feel free to ask a question at any time, however all questions will be held
until the end the of the presentation.

To ask a question, open the Q&A window, type your question into the
Q&A box. Click Send

Note: Check Send Anonymously if you do not want your name attached
to your question in the Q&A

We will make every effort to respond to all questions live (out loud)
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Disclaimer

* Information presented reflects the personal knowledge and
opinion of the presenters and does not necessarily represent
the position of their current or past employers
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Explain skills needed to produce effective
communications for payers

ldentify common managed care pharmacy
communication tools (Hint: PIE is not just something
you eat at Thanksgiving)

Describe publication strategies to make your
manuscript resonate with payers

Publication
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% Top pharmacy
benefit managers

PBM Market Share, by Total Equivalent Prescription Claims Managed, 2018

CVS Health (Caremark)/ Aetna’ 30%
Express Scripts?

OptumRx (UnitedHealth)?
Humana Pharmacy Solutions
MedImpact Healthcare Systems

Prime Therapeutics

All Other PBMs + Cash Pay*

1. Includes pro forma combination of claims processed by Aetna. Excludes double counting of network claims for mail choice claims filled at CVS retail pharmacies. I h e to p 6 I B M S

2. Includes Anthem. During 2019, Anthem claims will be transitioning to IngenioRx.

3. Includes Cigna. By the end of 2020, Cigna claims will transition to Express Scripts. r C 9 50/ f
all prescription

This chart appears as Exhibit 76 in The 2019 Economic Report on U.S. Pharmacies and Pharmacy Benefit Managers, Drug Channels Institute. Available at

http://drugch.nl/pharmac

4. Figure includes some cash pay prescriptions that use a discount card processed by one of the 6 PBMs shown on the chart.
L]
DRUG CHANNELS C|aImS.

PBM’s mail and specialty pharmacies. Includes discount card claims. Note that figures may not be comparable with those of previous reports due to changes in publicly

Source: Drug Channels Institute research and estimates. Total equivalent prescription claims includes claims at a PBM’s network pharmacies plus prescriptions filled by a
reported figures of equivalent prescription claims. Total may not sum due to rounding.
@ INSTITUTE
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Other

Clinical
trials

RWE

Systematic
reviews

Consensus
statements

Product "
Ia bel | ng & :‘isi:::ll:l;ﬂnnal

)
)/ Aor Medical

. . . (| publication
Hurwitz JT, Brown M, Graff JS, Peters L, Malone DC. Is real-world evidence used in P&T ﬂ | Professionals”

monographs and therapeutic class reviews? J Manag Care Spec Pharm. 2017;23(6):613-620.
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RWE is the clinical evidence regarding the usage and
potential benefits or risks of a medical product derived from
analysis of data collected in the routine delivery of healthcare.

m The Number of Model Inputs and Proportion Informed by RWE

NSCLC (118)
[pZY U.S. FOOD & DRUG Atopic dermatitis (47)
ADMINISTRATION Multiple myeloma (77)
Psoriasis (93)

HTA(123) I

Diabetes (108)
Ovarian cancer (85)
Asthma (67)

W Percentage of inputs fully infarmed by RWE
M Percentage of inputs partially informed by AWE

FRAMEWORK FOR FDA'S

REAL-WORLD

Prostrate cancer (60)
cHE(53)
B-cell cancers (116)

Angioedema (58)
Cystic fibrosis (69)
Genatype 1 CHC (103)
IRD (60)

PBC (76)

Obesity (10)

High cholesterol (77)
NASH (66)

SPMS (157)

Opioid abuse (26)
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& E  Rheumatoid arthritis (56)
EVIDENCE i Tardive dyskinesia (30)
L) CHF (28)
PROG RAM |BRANCE® §  Eosinophilic asthma (44)
(palbociclib) 2 RRMS and PPMS (418)
H Depression (50)
tablets i Endometriosis (42)
§ Hemaphilia A (51)
H
125 mg H SMA (77)
jﬁ 21 tablets & Osteoporosis (39)
=§!§ = Migraine (57)
%H z oup (51)
£
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T
75 100
The Proportion (%) of Model Inputs Informed by RWE

Lee W, Dayer V, Jiao B, Carlson JJ, Devine B, Veenstra DL. Use of real-world evidence in economic
assessments of pharmaceuticals in the United States. J Manag Care Spec Pharm. 2021;27(1):5-4.



12

Growth in RWE publications
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Prolonged Duration of Therapy Is Associated
‘With Improved Survival in Patients Treated for
Relapsed/Refractory Multiple Mycloma in
Routine Clinical Care in the United Srates
TParameswaran Hari,' Dorothy Romanus,” Antonio Palumbo,” Katarina Luptakova,®

Robert M. Rifkin,® Linh Mai Tran,* Aditya Raju,” Eileen Fareelly,”
Stephen J. Noga,” Marlo Blazer,” Ajai Chari®

Abstract
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EXTENDED REPORT

The comparative effectiveness of abatacept versus
anti-tumour necrosis factor switching for rheumatoid
arthritis patients previously treated with

an anti-tumour necrosis factor

Leslie R Harrold, George W Reed," Joel M Kremer,” Jeffrey R Curtis,®
Daniel H Solomon,* Mare C Hochberg,® Jeffrey D Greenberg®

ABSTRACT
Objective We compared the effectveness of abatacept
{ABA) versus a subsequent ant-tumour necrsis factor
nhititor {ant-TNF) in theumatoid arthit (RA) patients.
with prior anti-TNF use.
Methods We idertified RA patients from a large

ol U5 cohor (31 2000-872011) who b
discontinued at least ane ant-THE and initated ether
ABA,or & subsequent anti-TNF. Using propensity score
{PS) matching (n-1 match], efectiveness was measused
16 and 12 manths after iitation based an mean
change in Clinical Disease Activity Index (COAY),
modfed American College of Rheumatolagy (MACR) 20,
50 and 70 responses, madified Health Assess
Questionnsie (mHAG) and CDAI remission in adjusted
reqessian meckls.
Results. The PS-matched groups induded 431 ABA and
746 anti THF wsers at € months and 211 ABA and 482
anti-THF wsers at 12 morths. I adjusted anahyses
<amgaring response ruuwmg et wm AEA and

ant-THE, the difference in

CDA (range 6-8) ammmmsm T o Y
173 and 12 mml}swﬁs«m\li( 169, 95% C1
=347 o 0.19). The MACR20 responses were similar at
6 (28-32%, p=073) o mnths (35-37%,
=0.48) s were the MACRS0 and mACR7D {12 months
20-22%, p=0.25 and 10-12%, p=0.49, respactively).
Weaningiul change in mHAQ was simiar at § and
12 manths (30-33%, p=0.41 and 29-30%, p=0.39,
respectively) as was CDAI remission rates (9~ 10%,
=042 and 12-13%, =091, respectiely)
Conclusions RA patients with prior anti THF exposures
had simiar autcomes H they switched to a new anti-TNF
s compared with iniiaton of ABA.

INTRODUCTION
Rheumatoid arthritis (RA) affects an estimated 1.3
million Americans and is associared with substantial
morbidity and mortality” To prevent the develop-
ment of permanent joine damage and deformity 35
well as functional impairment, the current teat-
ment paradigm i to teat patients with active
disease with disease modfying antishewnsatic drugs
(DMARD)® The typical approach is to introduce
a conventional non-biologic DMARD fiest, fol-
lomed by conbinmion ammichgie TAIARD:
o biolagics in non-responders.’  The initial
Biologic used in the vast majority of patients is the

101 s pausind jsay

ant-umour necrosis factor (sn6-TNF). These
agents were the fiest class of biologics approved by
the Foud and Drug Administration (FDA) for the
treatmant of RA
However, lietle is known regarding what 1o do
when pasients have an inadequare response t the
Gt andTNF agent. Changing mechanism of
action has been shown to be benelicial in compari-
sons of rituximab versus a subsequent anti TNF*7
¢ demonstrated by improvements in diseace activ-
ity as well as persistence of therapy. Bu it &
unclear whesher any change in mechanism of
action wil result & improvement ot if the eesults
seen were related specifically to B eell depletion.
Further exploration i needed to asess whether
switching to sbatacept (ABA), a5 a differcnt
example of changing mechanism of action, also
vides o benehit among those with inadequate
response to an anGTNE To date, there have been
0 randonsised controlled trials (RCTS) comparing
the effectiveness of switc
with 1 subsequent
‘meta-analysis usiny indirect meshods suggested that
wse of an ant-TNF was associated with 2 higher

Jubufden dq papsiosd *Epuctd o Assaun
PoREciUMOY €107 RAUIEB(] Z LD

although not all indiect comparisons have shown &
difference between ABA and antiTNF agents* '
In biologic-naive patients, a few studies have com-
pared responses to ABA versus an anti-TNE - A
s.mim efficaey was found when comparing
ABA snd infliximab, although there
o bocm cocerns that the sesos v b gon
eralisable 10 the US population of RA paients due
1o the lower doses of infliximab wed (3 mgk
every Bweels) and lack of the usual infliimab
loading dose. Additionally, ABA fin combination
with methotrexae (MTX)) has been compared
7k sdshms i BT snioog bologicoaive
RA patients with similar ACR response ran
e the ssence of head-tohisd RCT: sddes-
sing best treatment approaches in patients with inad-
e sesponse to n ant-TNF age, comparaive
effctivencas stadics usag, observas
registries can be employed.** Therefore, s ot
the present study was to compare the clinical effect-
iveness of ABA versus a subsequent ans-TNF agenc
among RA patients with previous anti TNF expos-
ure in a birge US cobort of RA paients wsing the

® 1202 81

o)

Hareid R, et 8 A Ao 06 201574 50436, 8 10 11 36nnenncis 2013- 203536 BM)

Glucagonlike Peptide 1-Based Therapies

and Risk of Hospitalization
in Type 2 Diabetes Mellitus

A Population-Based Matched Case-Control

Semal Singh, MD, MPH; Hsien-Yen Chang, PhD; Thomas M. Ri
Janathan P. Weiner, DrPH; Jeanne M. Clark, MD, MPH; Jod B.

and mortality. Previous studies have raised the

bility that glucagonlike peptide 1 (GLP-1)-based thera-

B cluding a GLP-1 mimetic (exenatide} and a
dipeptidyl peptidase 4 inhibitor (sitagliptin phosphate),

may inerease the risk of acute pancreaitis.

for Acute Pancreatitis

Study

ichards, MS;
Segal, MD, MP

The mean age of included individuals was 52
years, and 37.43% were male. Cases were significantly
‘mare likely than controls 1o have hypentrighyceridemia
(12:92% v3 8.35%), alcohol use (3.23% vs 0.24%), gall-
stanes (9.06%vs 1.34), tobaceo abuse (16.39% vs 5.52%),
obesity (19.62% vs 9.77%), biliary and pancreatic can-
cer (2B4% vs %), cystic fibrosis (0. 79% vs 0%), and any

L P-1-based
a5 exenatide and sitagliptin are assaciated with an in-
creased risk of acute panereatitis. We used conditional
logstic regression io analyze the data.

Design: Fopulation-based case-control siudy.

Setting: A large administrative database in the United
States from February 1, 2005, through December 31, 2008

cases with

usinga M d al 1269
canrol subjects matched for age caregory, sex, enroll-
ment pattern, and diabetes complications.

n Outcame Measure: Hospitalization for acute
pancreatitis.

(20.949% v5 18.05%). Afier. avail-

d y cur-
rent use of GLP-1-based therapies within 30 days (ad-
Justed adds ratio, 2.24 [95% CL, 1.36-3.68]) and recent
use past 30 days and less than 2 years (2,01 [1.37-3.18])

G y
pancreatits relative 10 the odds in nonusers.

and In this
database study of US adulis with type 2 diabetes melli-
tus, treatment with the GLP-1-based therapies sita-
liptin and exenatide was associated with increased odds
of hospitalization for acute pancreatitis.

JAMA Intern Med 2013,173(7):534-539.
‘Published online February 25, 2013.
doi:10.1001 fjamainternmed 2013.2720

Lke pEPTIDE lication and induction of acinar to ductal
sedibenpies  meuaplasia* Mouse models huve sso

include a GLP-1 mimetic, wown 1l therapy may in-

duce focal in the exocrine

peptidase 4 inhibitor, sus-  pancreas and aceelerate formation of dys-

Author Alilistions: glrpunphnsphxll: These therapiesareused  plastic lesions and pancreaitis* Reports
Depariment of Medicine. of pancreatitis in hu-
Tht o Hopins Uty ey bload ghlmse levels. Exenatde sa - mans have been published™; hawever, the

Schaol of Medicine (Drs Singh,
Lark, and

i) and Center LP-lagonissthar  strength of this associa
and

n and cansality
cannot be inferred from these reports

Righs (D Singh) and
Do ol ki Toly.

ke g e
he Johns Hopkins Bloombery
Schaol of Publi Heall, shown

izug]lp«m and exenatide

gliptin is an oral dipeptidyl pep-
e hasprevents e prde-
P-1

Baltmore, Maryland dentmodels via ampliication of ductal ep-

See Invited Commentary
at end of article

have been

Previous observational studies of this

ociation have yielded inconsistent re-

G

APRE, 01
i

©2013 American Medical Assaciatian. ATl rights reserved.
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Most Used Sources of Information and Corresponding Value for Medical
Policy/Formulary Decision-Making

97%
Peer-reviewed publications (eg, clinical trials, real-world studies) _% ’

- : - 94%
Clinical practice guidelines
94%
%
ormulary kit or components 64%
m Used Most 69%
. 54%
m Highly Valued
63%
. . . . . 63%
Slide decks with clinical study information o
68%
: : : 49%
Slide decks with HEOR studies w
Survey of Xcenda’'s Managed Care Network, Sept 2020 (N=35 US pharmacy/medical directors) A Titemationat
Q2a. Which of the following sources of information does your organization use to support medical policy and/or formulary decision-making? E i 8
Q2b. How useful are each of the following sources of information for medical policy and/or formulary decision-making within your organization? (Showing % 7 Tolcation

Extremely/Very Useful)




What type of journals do payers read?

Assessment of “Helpfulness” of Journal/Media Types

Medical journals (eg, NEJM) 80% 15% 5%

Professional society journals (eg, JMICP) 63% 34% 2%

Therapeutic-specific clinical journals (eg, J Clin

Gastroenterol) 50% 43% 7%

Health policy and regulatory journals (eg, Health Affairs) 35% 45% 20%

Medscape 34% 41% 24%

m Extremely helpful m Somewhat helpful m Not very helpful / Not at all helpful

Survey of Xcenda’s Managed Care Network, June 2019 (N=41 US pharmacy/medical directors)
Q408. How helpful to your role are each of the following sources?

15
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*Timing of information relative to
product approval

Preference for Receipt of Information Pre vs. Post FDA Product Approval
(Showing Timing for Most Used Information Only)

16

0,
Peer-reviewed publications (eg, clinical trials, real-world studies) 24% 76%

Clinical practice guidelines I e 85%
. 16%
Formulary kit or components _ 84%

Approved product dossiers (Not rated)

B Pre-FDA Approval

m Post-FDA Approval

ICER reports (Not rated)

, e , , 41%
Side decks with clinica study information [y 50
, , , 27%
Side decks with HEOR stucics S oy 73

Survey of Xcenda’s Managed Care Network, Sept 2020 (N=35 US pharmacy/medical directors)

Q2a. Which of the following sources of information does your organization use to support medical policy and/or formulary decision-making?

Q3. How useful are each of the following sources of information for medical policy and/or formulary decision-making within your organization? Before vs. After Product
Approval (Choose One)
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FDA Guidance on
HCEI and PIE
June 2018

“Drug and Device
Manufacturer
Communications With
Payers, Formulary
Committees, and Similar
Entities — Questions
and Answers
Guidance for Industry
and Review Staff”

Key: FDA - Food and Drug Administration; FDAMA - Food and Drug Administration Modernization Act; HCEI - healthcare economic information; PIE - pre-approval information exchange.
Source: Food and Drug Administration. Drug and device manufacturer communications with payors, formulary committees, and similar entities - questions and answers. Guidance for

Provides a pathway to start communicating with payers earlier in the

product’s lifecycle, as well as post-approval HCEI

Clarifies how biopharmaceutical manufacturers can
communicate truthful and non-misleading information to
payers across a product’s lifecycle

Allows manufacturers to share certain HCEI on approved
products or devices with payers

Allows manufacturers to share information with payers on
unapproved products or unapproved uses of cleared
products, as long as certain conditions are met (“PIE”)

Note that recommendations from the FDA guidance are
non-binding

Drug and Device Manufacturer
Communications With Payors,
Formulary Committees,
and Similar Entities —
Questions and Answers

Guidance for Industry
and Review Staff

industry and review staff. https://www.fda.gov/media/102683/download. June 2018. Accessed December 12, 2019.

International
Society
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Strategies to make your
communication tools
resonate with payers
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Data-driven

Value clinical + economic data
Make population-level decisions
Detail-oriented

Not swayed by traditional marketing
Not absent of emotion

Busy
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adalimumab

OCREVUS adherence and persistence data

Adherence and persistence are important considerations when it comes to your patient's dosing
regimen

There are many reasons patients and providers choose to start or discontinue treatment, from adverse events to patient preference.
In the OCREVUS RMS clinical trials, the percentage of patients who completed the clinical trials at year 2 were':
OPERAI OPERAII

89”83 86" 77"

OCREVUS Rebif OCREVUS Rebif
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Speak their language

Burden of Alcohol Abuse or Dependence Among
Long-Term Opioid Users with Chronic Noncancer Pain

. MPH, DrPH: Nathaniel Katz, MD, MS: Kavita Gajria, MS:

B.
Anna D. Cm.ltlnho. BPharm, PhD: Paul P. Yeung, MD, MPH: and Richard White, PhD, MPH, MBE

ABSTRACT

BACKGROUND: Substance abuse disorders among chronic noncancer pain
(CNCP) patients add to the clinical challenges and economic burden of car-
ing for such patients. Despite potential risks, some CNCP patients with a
history of alcohol abuse or dependence (AAD) and pain that is refractory to
nonopioid treatment options may still need opioids for pain management.
However, there is a lack of data on adverse outcomes in long-term opioid
users with CNCP and a history of substance abuse or AAD disorders.

0BJECTIVE: To compare adverse outcomes and all-cause health care costs
among CNCP patients on long-term opioid treatment with and without a
previous diagnosis of AAD.

METHODS: Using MarketScan claims databases (2006-2012), CNCP
patients with =90 days of opioid supply after CNCP diagnosis and continu-
ous enroliment 12 months before CNCP diagnosis (baseline period) and

12 months after opioid start (post-index period) were identified. AAD was.
defined by diagnosis codes at any time before opioid initiation. Outcomes
ineluded opioid overdose, accident, and injury episodes identified by
|CD-9-CM diagnoses codes. T-tests and Mann-Whitney tests compared
continuous measures, and chi-square and Fisher’s exact tests compared
categorical measures between those with and without AAD. Multivariable
analyses for outcomes were conducted, adjusting for baseline differences
between cohorts.

RESULTS: 0f 21,203 CNCP patients with long-term opioid treatment, 750
(3.5%) had an AAD diagnosis before opioid initiation. AAD patients were
significantly younger (48.4 [SD+11.4] years vs. 52.8 [SD+14.8] years),
less likely to be enrolled in Medicare (17% commercial vs. 4% Medicare),
and more likely to be male (67% vs. 48%; all P<0.001). There were m

in tune ar ausmhar Af CHCP dissnsses se Chadans

What is already known about this subject

- A history of alcohol abuse or dependence (AAD) is considered
a strong predictor of potential opioid abuse or misuse and may
be consi a relative contraindication to the use of opioids in
chronic noncancer pain (CNCP) patients

- Opioids may be a necessary pain reliel treatment option among
patients with a history of AAD and who have CNCP that is refrac-
tory to nonopicid treatments.

* There are limited published data available to describe the adverse
outcomes of long-term opioid use in patients with CNCP and a
history of AAD.

What this study ad

+ In this cohort of patients with CNCP and long-term opioid use, the
risks of overdose, accident, or injury were higher among patients
with a history of AAD compared with those without AAD.

« During the 1 year lollowing the initiation of long-term opioid
therapy, CNCP patients with a history of AAD had higher health
care costs than those without a history of AAD.

* The risks and benefits of treating patients with a history of AAD
with long-term opioid therapy must be carefully considered.

ubstance abuse disorders are common among chronic
noncancer pain (CNCP) patients, adding to the clini-

Adv Ther (2020) 37:4599-4613

4601

interrupted by nocturia [13, 14]. OAB affects
more than 37 million adults in the USA [7, 15]
and poses a substantial burden to the healthcare
system, with a projected cost of $82.6 billion in
2020 [15]. The syndrome is an often overlooked
comorbid condition among patients with
depression, and patients with both depression

3 million individuals annually. The MarketScan
Health and Productivity database includes data
on workplace absence, short-term disability,
and worker’s compensation for a subset of
enrollees in the Commercial database. Mar-
ketScan databases are Health Insurance Porta-
lnllty and Accountability Act (HIPAA)
This study was conducted using

and OAB may experience a ding of the
high cost of care assoclaled with each separate
condition [11].

An association between urinary inconti-
nence and depression, especially among
women, has been denoted in several studies,
and outcomes related to OAB and depression
have been explored independently within the
literature [16]. Little is known, however, about
the specific impact of co-occurring OAB among
patients with depression. Given the prevalence
of both conditions and the potential for poor
outcomes for patients resulting from their
comorbidity, a better understanding of how
these conditions interact is needed. How costs
and workplace productivity are affected by the
conditions co-occurring can address part of that
knowledge gap. This study characterizes the
healthcare costs, healthcare resource utiliza-
tion (HCRU), and workplace productivity
among two cohorts of patients with depression,
those with and those without O.

METHODS

Data Source

This study was conducted using data from the
IBM MarketScan Commercial Claims and
Encounters Database, the IBM MarketScan
Medicare and Supplemental and Coordination
of Benefits Database, and the MarketScan
Health and Productivity Management Database.
The Commercial database mntajns ]ﬂnglllldlnal

annnymlzed patient data from MarketScan and
as such review board approval and patient
consent were not necessary.

Study Design/Search Strategy

This was a retrospective cohort analysis of
HCRU, costs, and workplace productivity com-
paring a cohort of individuals with depression
and OAB (the case cohort) to a propensity score
matched cohort with depression but no OAB
(the control cohort). Cohorts were constructed
from a prevalent population of patients with
depression (identified on the basis of medical
and prescription claims for depression,
1 in the i
material, ESM). The first diagnosis of OAB (or
date of first prescription for an OAB medication)
served as index for the case cohort (“OAB index
date”). For patients with depression and with-
out OAB, a proxy index date was constructed
using the Harvey et al. [17] method selected
randomly from within an Aprill, 2012 to
December 31, 2015 identification period. The
6-month period prior to the index date was the
pre-index (baseline) period and the 12-month
period following the index date was the post-
index period. The full study period was Octo-
ber 1, 2011 to December 31, 2016.
Individuals in both cohorts were required to
be at least 18years of age with continuous
(in the pre-index through
the posl-mdp_x periods) and have a diagnosis of
i an October1, 2011 to

medical and drug i

pai
amounts. for several million individuals (in-

during
Decemher31 2015 identification period.
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Comparing Factor Use and Bleed Rates in
U.S. Hemophilia A Patients Receiving Prophylaxis with
3 Different Long-Acting Recombinant Factor VIl Products

Mindy L. Simpson, MD; Vidhi Desai

ABSTRACT

i, MD; Géraldine S. Ma

BACKGROUND: Recombinznt factor VA (rFVIE) prodcts hava basn evel-

ro, PhD; and Songkai Yan, MS

In adotion, in patisnts ieChain
duced

uets, whils

oped
4o extend dosing intervals, thersby reducing their dosing irequency while
bleeding events.

J Manag Care Spac Pharm. 2020:26(4):504-12

conducted
products.
OBJECTIVES: To (a) assess real-world use of proghylaxis re
Pt i1 ifrnt g cing rct S
PPV, or PEG-1FVIS; and (b) compars bissding rates, d

ol comsamptin n cbortsofpet. T MI\-& oh

patients, prior pr
patients usst

METHODS: De-identified patient chart data were colected from 11 hemo-

the United States.
Mh o sl i V- Singe Ot £V, or PG oo

\r:rlulnrplm ents who switched from their prior FVll product o proghy-
Iaxis with rVil-SingleChain.

RESULTS: Data wers cbtained for 120 male petents. The majorty of

wesk or ess

patients
65.0%, rFVINFc 70.0%, and PEG-rFVINl 72.5%). Annualized blseding ralss

median
(2.5) with rVIl-SingieChain and rFVIIFE, mswsnmvm-rfwlmn

k) v 1.4 (014 o Y St
and 57,6 {111.0) with PEG-1F VR et
sumpion of 322,140 10, 361,816 1

. 1085 (165.8)wih e

sk (2% ),

oot tiatog e (261025, = osasa;

CONCLUSIONS: Results for Vll-SingleChain confirm the findings from its
pivotad trial

. the other
assessed. In patients agei =12 years, (Vil-SingleChain prophylasis
resultin an 1.0% and 13.7% lower mean factor consumptian than rFVINFC
and PEG-FVIN, respeciivey

ity of 34% in both

2020 most-read paper
Pharma-funded
Rare disease
High-cost therapeutic area
RWE — EMR data
Small sample size, N=120

504 Journs! of Mansged Care & Spacialty Phacmacy parcr Acei 2020 v

In addition to efficacy, another important consideration is
the factor consumption when evaluating the overall benefit
associated with any given product. While it is not a direct out-
come of treatment, consumption of units in conjunction with
bleed rates may provide a more comprehensive evaluation of
treatment effectiveness, showing that patients can achie'-.'r: simi-
lar bleed rates with a reduction in FVIII consumption.*' Indeed,
an indirect comparison of clinical trials showed patients using
a long-acting rFVIII product were able to reduce their FVIII
consumption compared with using SHL FVIIl therapy.”
Therefore, if reduced consumption is realized in clinical prac-
tice, then long-acting products have the potential to improve the
management ol hemophilia by reducing treatment burden and
improving patient quality of life. Also important, if the price is
the same or lower, reducing consumption will lead to the reduc-
tion of the associated costs of treatment. Here, we investigated
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§ Market Share and Costs of Biologic Therapies for Inflammatory
=1 Bowel Disease in the United States
Helen Yu, BA!, Donna Maclsaac, MS! 3, Jessie J. Wong, PhD?, Zachary M. Sellers, MD,
PhD!, Anava A. Wren, PhD', Rachel Bensen, MD, MPHY, Cindy Kin, MD, MS?, and KT Park,
D, ms'
“Stanford Children's Center, Divisi
z Department of Pediatrics, Sumﬂmwermy:;ummmmne S\amnru cA, usA
g =Center for Health Folicy, Department of Medicine, Palo Alto \eterans Affairs, Stanford University
= School of Medicine, Stanford, CA, USA
3
g *Division of Colorectal Surgery. Depariment of Surgery, Stanford University School of Medicine,
] Stanford, CA, USA
g
SUMMARY
bowel disease (IBD) are unknown.
Tod costs i
> the United States during a mine-year period.
B Wit —Th T ket Db e sy fopatets wih o' disese
] ltis during 2007-2015. National dra
§ Healthears Cormmon Procadiure Coding System J-code: were used to caphure biologic outpatient
2 inficions
8 aulyzed for ASAs,
b=
= RESULTS—In 415,405 pafients (158,842 Crokn’s diseaze: 195,183 uleerative coliis: 31,380
54.67% fermale),
bilogic: pati
Sccresoed o 21 8% o 3 8% for Cro' s a3 1% o 1629 o s b T
srasts 2 mall 5.ASA use for Croho’
> tasses includ dceztercids-only IBD medication fom
S 2007 to 2015. The average biclogic-taking patient accourted for $25,275 per-merber per-year in
3
5 750 Bk B, S 15,
H E‘i"{“x’%ﬁ‘x’?&'ﬁﬁﬁ"‘nﬁ &’zﬂ}"ﬁﬁ;“””"' e Ittt i
g Auibarip: Gussane o o il KB
i . S, iy I, 7305, 44T, 35, O sy
it
Contlic of Lneres & Jiscsan Tk, AWV T sasled e
Coof P B A F il

INTRODUCTION

Crohn’s disease (CD) and ulcerative colitis (UC) are inflammatory bowel diseases (IBD)

with typical chronic relapsing and r
proportion of the population in the U
improperly treated,* recent developn
health outcomes in IBD. Expensive,
therapy options for disease maintena

As a result of increasing biologics us
care services to outpatient pharmacy
costs account for nearly one-half of ¢

Per-Member Per-Year IBD Medication Costs|

Figure 3 shows the FMPY costs allocated o
biologics, immumemadulators, 5-ASAs or
medication. Among patients on biologic th
IBD medications increased from 2007 to 2(
2015. For ouipatient IBD medications, the :
§25,275 PMPY in 2007 and $346,051 PMPY
patient accounted for $23,616 PMPY in 200
cost mends for biologics greatly exceed cos
corticosteroids. Although 5-A5A-tsking pa
than §5,000 PMPY in 2015 sharply confras
biologic-taking patients. Compared to biol
immmunomodulztor-taking or cortcosteroid-

T A Toee ol il

DISCUSSION

We present the most comprehensive analysis to date of real-werld outpadent pharmaceutical
utilization and costs in IBD in the US. Onr research specifically aimed to address an
undescribed health services impact of prescription IBD medication use with a focns on.
biologics. In our smudy, we determined the PMPY costs of outpadent IBD medicadons,
quantifying the cost impact of increasing biologics use in the U5, We found that ourpatient
IED medication use is driven by increasing biologics use as mainstay therapy for disease
control. A key finding in our stdy highlishts that the PMPY costs of an sverage patient in
2015 raceiving biologic therapy (536,05 1/year) is paarly aight times costlier (<535, 000/year)
and approximarely thirty-six times costlier (~$1.000) than an sverage patient receiving 3-
ASAs and immunomedulators, respectively.

The aggregste data we outline bere also indicate that increasing market share rends for both
biologics and 5-ASAs will likely contione if the current wilizaton majectory eccurs. From &
clinician perspectve, corticosteroid-sparing therapy plans are evidence-based and necessary

o optimize long-term health outcomes, maximize quality of life, and minimize opporumity
logs 12131415 Comsiderme bislogics® eﬁecmmssm memngmnr_osalhmhn,g,mn 819

and dmg indusoy’'s acdve ines and research i in newer
therapies, extrapolation of market share and cost mends for biologics is reasonable and
P y i for the £ ble fanure.

Another interesting finding in our analysis is that biologics” market share in pediamic
patients outpaces the market share in all patients. Pediamic padents also had less
cormicestersid-only maintenance therapy. This may reflect the known phenotypic difference
between adult- versus pedmm:—omseI]IBD n C'Iu.lﬁrm'mﬂl ]BD oﬂenpresentw‘lﬂlnwse

of the totzl costs anributed to outpatient [ED medications. An dll-medication comparisoa
shows that the share of PMPY costs for biologics increased from 72.9% to 85 7% in 2015.
In pediatric patients, PMPY coses arributed to biologics increased from 81.7% to 94 9% in

2015.
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Designed for working professionals « 5 concentrations

Applied Pharmacoeconomics

/ | IC/@ Determine the most cost-effective treatments
Managed Care Pharmacy Systems ISM PP members

./1 g@ Manage the delivery of health care to balance
receive 50% off

cost, access, and quality

How will you
improve C'J’ o S . .
. Medication Safety & Quality Systems
pharmaceu?cal @ Prevent medication errors at the system level the fl rSt and
outcomes for

last courses

ions?
populations: EGJ Pharmaceutical Regulation

.\* % Ensure pharmaceutical regulatory compliance

within the broad health care system

\ O[l__ﬂ| Pharmaceutical Value Assessment & Communications

QQ Assess and communicate pharmaceutical value to healthcare stakeholders
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Q&A

To ask a question, open the Q&A window, type your
question into the Q&A box. Click Send
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| Thank you for attending!

We hope you enjoyed today's presentation.

After closing out of Zoom, please click the CONTINUE button
on your screen to take our short survey. Thank you!

Thank you for attending the Webinar.
Please click Continue to participate in a short survey.

you will be leaving zoom.us to access the external URL below

https:/ www.surveymonkey.com/r/ISMPPU

Are you sure you want to continue?
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