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ith increasing access and utilization of
healthcare, resources become more restricted,

and prioritization in healthcare becomes

Background: Health economics and outcomes research (HEOR) is a growing field that pro-
vides important information for making healthcare coverage and access decisions. However,
there is no standard process for incorporating HEOR into the decision-making process, and
the current use of HEOR by healthcare payers remains unknown.

Objectives: To examine how HEOR data are being used by healthcare payers, including
managed care organizations today, and how the use of such data is expected to change in
the future in relation to access and reimbursement decision-making.

Methods: The Managed Care Survey (MCS) and the Pharmacy & Therapeutics (P&T) Commit-
tee Survey (PTS) were distributed to decision makers in the United States. A total of 72 managed
care decision makers responded to the MCS and 30 P&T Committee members responded to
the PTS from US healthcare organizations that cover from tens of thousands to millions of lives.
The goal of these surveys was to understand the current use of HEOR data, perceived barriers
and limitations in the use of HEOR, and the expectations for future use, and how these and
other factors affect formulary decisions. An international perspective was gained by modifying
the MCS based on feedback received at a European conference, and a pilot version was given
to individuals in emerging markets across Asia, Latin America, and the Middle East and Africa.
Results: The majority of US respondents to the MCS (74%; N = 53) and to the PTS (77%;
N = 23) indicate that HEOR is currently being used in their decision-making process; but
the majority of respondents to the MCS (66%; N = 48) also state that quality assessment is
limited (quality assessment was not addressed in the PTS). In addition, the majority of
respondents to the MCS (82%; N = 59) expect the use of HEOR to increase in the future.
Safety and efficacy were reported in the PTS to be the most important factors in the P&T
Committee decision-making process, followed by head-to-head comparisons, and cost.
The current use of HEOR in Asia, Latin America, and the Middle East and Africa varied
widely across respondents.

Conclusion: This study provides an important benchmark of HEOR use in the United
States before the implementation of healthcare reform. Between the years 2010 and 2011,
HEOR data were used to varying extents across global regions, but their use in the future
is likely to increase in relation to access and reimbursement decisions.

safety, quality) to guide decision makers regarding
patient access to specific drugs and services. HEOR has
advanced considerably in methodology and in quantity

unavoidable. Health economics and outcomes research
(HEOR) is a discipline that is used to complement tra-
ditional clinical development information (ie, efficacy,

over the past several decades. HEOR can provide data
to help healthcare payers determine if treatments work
in the populations they serve, and how much of the
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Use of HEOR in Healthcare Decision-Making

drug or treatment cost should be reimbursed by the
healthcare system.

As a key part of the request for comparative effective-
ness evidence, the increased use of HEOR data can be
expected in future decision-making processes."” In addi-
tion, a greater emphasis has recently been placed on
positioning the patient at the center of healthcare deci-
sions. Outcomes research plays an increasingly impor-
tant role in this, because it can provide data on specific
populations and treatment combinations that are used.
Understanding how these data are used in decision-mak-
ing in the United States and globally can direct future
efforts in this area.

Currently, several global reimbursement agencies
formally ask for HEOR information for their standard
assessment process, including the National Institute for
Health and Clinical Excellence in the United Kingdom,
some of the Spanish health technology assessment
(HTA) agencies, the Korean Health Insurance Review
Agency, and the Health Intervention and Technology
Assessment Program in Thailand.”” However, health-
care payers in the United States do not currently have
a standardized process for requesting or for using HEOR
data. In the United States, HEOR data may come pri-
marily from pharmaceutical companies via the
Academy of Managed Care Pharmacy (AMCP) dossier
format. Consequently, the pharmaceutical industry
invests heavily in HEOR studies alongside clinical tri-
als and continues to collect clinical, humanistic, and
economic real-world data throughout the life cycle of a
therapy.” Discussions between healthcare payers and
academic health economists suggest a need for this
information by decision makers, but there is a lack of
standardization regarding how such information is inte-
grated into the current processes for drug (and other
technology) evaluations.*”

Therefore, it remains unclear how healthcare payers
in the United States currently use HEOR, and whether
the use of such evidence will change in the future. The
objective of this article is to describe the current and
expected future use of HEOR data by healthcare payers,
and to examine how pharmaceutical drug and manufac-
turer attributes are used in the decision-making process.
This article summarizes the results of 2 surveys adminis-
tered to individuals in formulary and reimbursement
decision-making positions in the United States, as well
as an adaptation of one of these surveys and workshops
performed in other parts of the world.

Methods

In 2010, US payers and formulary decision makers
were asked to complete the Managed Care Survey (MCS)
to understand the degree of the current use of HEOR data,

Vol 5, No 7 | November/December 2012

KEY POINTS

> Health economics and outcomes research (HEOR)
is used to complement traditional clinical
development information in guiding healthcare
coverage and access decisions for specific therapies.

> This study is based on 2 surveys designed to evaluate
the use of HEOR data by managed care
organizations and formulary decision makers who
provide health insurance to between tens of
thousands and millions of members.

> Among the 72 organizations responding to the
Managed Care Survey, 73% use HEOR data

regularly in their decision-making processes.

> Of the 30 decision makers responding to the
Pharmacy & Therapeutics Committee Survey,
77% use HEOR as a standard element in their drug
therapy review process.

> Based on these surveys, the majority of decision
makers in the United States use HEOR evidence
when making formulary and coverage decisions,
and this use is expected to increase in the future.

> However, actual formulary drug placements show
that the lowest-priced branded drugs are often not
in a preferred tier, indicating that the role that cost
plays in the formulary decision-making process is
complicated and difficult to isolate from other
factors (eg, rebates).

the barriers and limitations perceived, and the expecta-
tions toward the future use of these data. The MCS was an
internet-based survey developed by the investigators and
distributed personally or via the AMCP membership to
pharmacy decision makers in pharmacy benefit manage-
ment (PBM) organizations, health plans, managed care
organizations, and Medicaid/Medicare in the United
States in April 2010 through the AMCP membership.

Around the same time, a second survey, the
Pharmacy & Therapeutics (P&T) Committee Survey
(PTS), was developed by the investigators sent to P&T
Committees in the United States with the objective of
exploring managed care pharmacists’ perceptions of
factors affecting formulary decisions. The PTS was also
an internet-based survey developed by the investigators
and was distributed to 176 managed care pharmacists in
January 2010.

Partial results of the MCS were presented in a work-
shop at the 12th Biennial European Meeting of the
Society for Medical Decision Making (SMDM), with
the objective of discussing an extension of such a survey
in the European environment.® Findings from this work-
shop were subsequently used to adapt the MCS to
emerging markets. The revised global MCS was then
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Table 1

Hypothetical Formulary Drug Placement Scenarios: The Pharmacy & Therapeutics Committee Survey

Drug and manufacturer
attributes

National market share
Net ingredient cost

Contract

Safety (relative to others in class)
Efficacy (relative to others in class)

Dosing (relative to others in class)

Drug and manufacturer
attributes

National market share
Net ingredient cost

Contract

Drug A: lipid-lowering drug
manufactured by small
pharmaceutical company

2%
$50 monthly

Flat rate: up to 20% rebates

Equal or better
Equal or better

Equal or better

Drug A: PPI drug
manufactured by small
pharmaceutical company

5%
$75 monthly

Flat rate: up to 20% rebates

Drug B: lipid-lowering drug
manufactured by a Fortune 100
pharmaceutical company

40%
$80 monthly

Market share—driven contract: up to
10% rebates

Equal or better
Equal or better

Equal or better

Drug B: PPI drug manufactured
by a Fortune 100 pharmaceutical
company

30%
$125 monthly

Market share—driven contract: up to

Safety (relative to others in class) Equal or better

Efficacy (relative to others in class) Equal or better

Dosing (relative to others in class)  Equal or better

20% rebates
Equal or better
Equal or better

Equal or better

PPI indicates proton-pump inhibitor.

used at healthcare decision maker workshops in Latin
Anmerica, Asia, and the Middle East and Africa.

Survey Descriptions

The objective of the MCS was to understand how
HEOR data are used in decision-making today, and how
their use may change in the future. There were 9 demo-
graphic questions and 24 additional questions around
the use of HEOR and decision priorities. Individuals
were asked if they currently use HEOR in their organiza-
tions “always,” “often,” “sometimes,” “rarely,” or “never,”
and if they expected to increase the use of HEOR in the
future (ie, “definitely,” “probably,” “to a limited degree,”
or did not). They were asked a single yes or no question
as to whether measures were in place to ensure quality of
the HEOR data. If an organization used quality meas-
ures, it was asked what standards were used.

To determine the barriers to the use of HEOR data,
the organizations were asked what would be required to
increase the use of HEOR data in decision-making.
Participants were also asked about their current and
expected future use of outcomes-based contracting. To
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determine what drives the use of outcomes-based con-
tracting, they were asked what the highest perceived
value of such contracting was. Finally, the participants
were asked to rank the current priorities for decision-
making and the expected future priorities.

The objectives of the PTS were to evaluate P&T
pharmacists’ perceptions of the importance and the per-
formance of 13 drug and manufacturer attributes used in
the formulary decision-making process and to compare
these perceptions to actual formulary decisions. P&T
pharmacists were asked a single yes or no question to
determine if they currently use HEOR data in formulary
decision-making. Pharmacists were also asked a single
yes or no question to determine if formulary decisions
were based on the lowest net ingredient cost if data indi-
cated equivalent safety and efficacy.

To determine the importance of the product and
manufacturer attributes, participants were asked to rate
the importance of specific attributes in their decision-
making and in formulary placements.

To determine the organization’s performance in using
these attributes, the individuals were asked to rate how
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i:L -8 Characteristics of the 72 Respondents in the Managed Care Survey

Minimum covered Maximum covered Median, in
Organization Respondents, N members, N members, in millions, N millions, N
HMO 22 8000 34 0.5
[HCS 12 6200 18.7 0.27
PBM 26 0 100 1.0
PPO 50,000 20 3.68
VA 4 0 0.5 0.2
Total 72 0 100 0.5
IHCS indicates integrated healthcare system; PBM, pharmacy benefit management; PPO, preferred provider
organization; VA, Veterans Affairs.

Respondent Characteristics in the Pharmacy & Therapeutics Committee Survey
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[HCS indicates integrated healthcare system; MCO, managed care organization; PBM, pharmacy benefit manage-
ment; PPO, preferred provider organization; P&T, Pharmacy & Therapeutics Committee.

well the organization has performed in using the attri-
butes when making formulary decisions.

The drug attributes that were assessed included cur-
rent drug market share, efficacy, head-to-head compara-
tive data, net ingredient cost, outcomes data, drug dif-
ferentiation, drug superiority, and safety. The
manufacturer attributes that were assessed included the
ability of the manufacturer to drive market share, cus-
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tomer programs, manufacturer relationship, rebates, and
the size of the manufacturer.

Finally, to examine drug placement when data appear
to demonstrate equal safety and efficacy, pharmacists
were asked to choose between hypothetical lipid-lower-
ing and proton-pump inhibitor (PPI) drugs to place on a
formulary (Table 1). The drug placement choices were
then compared with actual formulary decisions for simi-
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Use of HEOR and Importance of Drug Cost in Formulary Decision-Making as Assessed by Managed

Care Formulary Decision Makers in 2 Independent Surveys in 2010

Pharmacy & Therapeutics Committee Survey

100

86.7%

80

60

40+

Formulary decision-making, %

0 .
Final decision is based Review of HEOR
on price if products data is part of
seem equally safe the P&T process

and effective

Managed Care Survey

M Yes

81.9% [ | No

HEOR is used in
formulary decisions
today

HEOR will be used
more in decision
in the future

HEOR indicates health economics and outcomes research; P&T, Pharmacy & Therapeutics Committee.

lar drugs in organizations with published formularies.
The survey responses are reported using frequencies
and percentages.

Results
Description of Survey Respondents

Table 2 outlines MCS respondent characteristics in
the United States, and Figure 1 shows PTS respondent
characteristics in the United States.

The 72 respondents to the MCS represent organiza-
tions with national (54%), regional (32%), and local
coverage (14%). Managed care organization (MCOQO)
membership varied from tens of thousands of lives to
millions of lives, with a median of 500,000 lives. A
total of 4 completed surveys were excluded, because the
respondents came from the pharmaceutical industry. Of
the 72 respondents, 22 were from HMOs, 12 from inte-
grated healthcare systems (IHCSs), 26 from PBMs, 8
from preferred provider organizations, and 4 from
Veterans Affairs organizations.

Of the 30 respondents to the PTS, 20 came from
MCOs, 8 from PBMs, 1 from an IHCS, and 1 from an
organization type not listed on the survey. In addition, 23
respondents indicated that they were P&T Committee
members, 18 identified themselves in P&T support func-
tions (it is possible to be a member of a P&T Committee
and a supporter simultaneously), and 6 respondents had
no direct role in a P&T Committee.

The SMDM workshop discussion included 28
European experts involved in various aspects of health-
care decision-making with either an academic or
health authority background. Participants were from

432
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Austria, France, Germany, Poland, Spain, Switzerland,
and the United Kingdom. Respondents in the Asian,
Middle Eastern and African, and Latin American sur-
veys were all participants in workshops on future trends
in healthcare, including pharmacists and experts with
medical, public health, or health economic education
who were working in healthcare or healthcare deci-
sion-making.

Core Surveys in the United States
Current and Expected Future Use of HEOR

Although 73.6% of the respondents in the MCS state
that HEOR data are used regularly, only 5% indicate that
the use of HEOR is included in the bylaws of their orga-
nizations. The majority (approximately 82%) of the
respondents expect an increased use of HEOR in the
future (Figure 2).

In the PTS, approximately 77% indicate that HEOR
is considered a standard part of the P&T review process,
and, at the same time, approximately 87% state that
drugs with a lower cost are given priority when efficacy
and safety are equal. However, quality assessment for
HEOR data is limited.

In addition, 68% of the MCS respondents indicate
that there is no quality standard for HEOR being used by
their organization (Table 3). Among those using quality
assessments, this is done by using in-house checklists or
by relying on the expertise of internal outcomes teams,
external review teams, or the P&T Committee.

When asked what changes would be needed in their
organizations to make better use of HEOR data, 54% of
the MCS respondents see a need for a more clear defini-

November/December 2012 | Vol 5, No 7



Use of HEOR in Healthcare Decision-Making

HEOR Quality Assessment in the Managed
Table 3 Care Survey

Question: Do you have a system in place for quality
assessment for HEOR evidence?

Respondent,  Yes, No,
Organization N N (%) N (%)
HMO 20 5(25) 15 (75)
[HCS 10 2 (20) 7 (80)
PBM 20 12 (60) 6 (40)
PPO 8 1(13) 7 (87)
VA 4 0 (0) 4 (100)
Total 622 20 (32) 39 (68)

*Only 62 survey respondents replied to this question.

HEOR indicates health economics and outcomes
research; IHCS, integrated healthcare system; PBM,
pharmacy benefit manager; PPO, preferred provider
organization; VA, Veterans Affairs.

Drug Choices in Hypothetical Drug Placement
1LYl Scenarios in the Pharmacy & Therapeutics
Committee Survey?

Lipid-lowering  PPI drugs,
drugs, N (%) N (%)
Hypothetical drug
Drug A (lowest net 23 (77) 25 (83)
ingredient cost)
Drug B 7(23) 5(17)
Least expensive net ingredient drug
available on preferred tiers
Not available 14 (93) 11 (73)
Available 1(7) 4 (27)
*Only 15 of 23 formularies for fibrates and 15 of 25
formularies for PPIs could be examined for those who
chose lowest net ingredient cost in the hypothetical
scenario.
PPI indicates proton-pump inhibitor.

tion of HEOR data requirements, 47% see a need for
increased HEOR competency in the decision-making
committee, 42% suggest a need for improved in-house
data analysis, and 36% see a need for increased prospec-
tive data collection. In addition, 39% indicate that there
should be more frequent reevaluation of decisions based

on HEOR evidence.
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Fiaure 3 Respondents’ Rating of Importance and Own
gu Performance Related to 13 Decision Factors?
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Importance of Product and Manufacturer
Attributes for Decision-Making

In the PTS, the safety and the efficacy of the drug are
reported to be very or extremely important by all of the
respondents to this survey (Figure 3). In addition, net
ingredient cost and head-to-head comparisons are con-
sidered very or extremely important by 90% of partici-
pants, drug superiority by 87%, and outcomes data by
83%. Similarly, 100% of respondents also indicate they
have good or very good performance in formulary deci-
sions with regard to safety and efficacy.

Performance using net ingredient cost is rated as good
or very good by 90%, rebates by 67%, drug superiority by
67%, and outcomes data by 63%. Of note, although
rebates have high performance (67%), they have low
importance (43%), whereas head-to-head trial data have
low performance (47%) and high importance (90%).

Cost Priorities

In the PTS, with hypothetical medication placement
scenarios—when safety, efficacy, and dosing were pro-
posed to be similar—the medication with the lowest net

www.AHDBonline.com | American Health & Drug Benefits |

433




BUSINESS

ingredient cost was chosen most often: 77% for lipid-low-
ering and 83% for PPI drugs (Table 4). However, when
actual published formularies were examined, only 7% had
the lipid-lowering drug and 27% had the PPI with the
lowest net ingredient cost available on a preferred tier.
In the MCS, the highest priorities in the current deci-
sion-making process include direct medical costs, target-

ed treatment algorithms, and risk of off-label drug use.
However, the anticipated future priorities demonstrate
a shift toward patient-centered outcomes, in which
patient quality of life, patient group opinions, and indi-
rect medical costs are given higher priority.

Outcomes-Based Contracting

In an outcomes-based contract, the supplier is paid for
the realization of a defined set of health outcomes, busi-
ness results, or key performance indicators (eg, treatment
response within 2 months after initiation of treatment,
as measured by defined end points or symptom reduction
by a defined percentage). Only 38% of organizations sur-
veyed in the MCS currently use outcomes-based con-
tracting, whereas 72% anticipate (ie, probable or cer-
tain) use in the future (Figure 4).

The highest perceived value of outcomes-based con-
tracting is reported to be higher flexibility for access to
innovative technologies, reduced financial risk, re-
duced clinical risk, the opportunity for a trial period,
and giving more responsibility to the manufacturer for
the outcomes.

The barriers to implementing outcomes-based con-
tracting include duration of time to outcomes, the defi-
nition of unquestionable end points, and the challenge
of individual contracts within drug classes (Figure 5).

Current and Expected Future Use of HEOR in
Contracting, as Assessed in the Managed Care Survey

Current use of HEOR in contracting

Expected future use

To a limited

On_Iy
exceptloonally No

29% e Probably

32%

Certainly
40%

Yes, increasingly
38%

HEOR indicates health economics and outcomes research.

ELIGEN Future Outcome-Based Contracting: The Managed Care Survey
Question: Which major hurdles for the integration of outcomes-based contracting into your process do you perceive?
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IHCS indicates integrated healthcare system; PBM, pharmacy benefit management; PPO, preferred provider
organization; VA, Veterans Affairs.
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How Much HTA Is Used in Formulary Decision-Making in Latin America, Asia, and the Middle East and Africa?

100% —

80% —

60% —

40% —

20% —

0% —

Often

Always

Sometimes

M Latin America
M Asia
[ Middle East and Africa

71%

Rarely Never

HTA indicates health technology assessment.

NOTE: The respondents were from Latin America (N = 61), Asia (N = 9), and the Middle East and Africa (N = 9).

Global Survey Extensions at Select Workshops
Europe

Questions from the MCS were presented at a work-
shop at the European SMDM in 2011. The interest
among the European participants in the results from the
United States was very high and raised discussion as to
what each question means in relation to decision-mak-
ing in European countries, such as France, Germany,
Poland, Austria, and the United Kingdom.

In European countries, there is often a gap between
national technology assessment and regional or local
decision-making regarding drug formularies. The range of
how countries in Europe are using HEOR data is broad,
with the potential for considerable variations even with-
in countries. Although some countries use clearly defined
and explicit decision processes, including health eco-
nomic analysis (eg, the United Kingdom, Netherlands,
Poland), others may have less emphasis on health eco-
nomic analysis and more emphasis on low price contract-
ing after the primary decision has been made regarding
the clinical benefit of a new therapy (eg, Germany).

Because of the high diversity of the healthcare sys-
tems and the reimbursement decision process—and
because of the level of payer decisions (ie, national,
regional, local)—the MCS would have to be adapted to
the healthcare environment in each of the European
countries that are included in an extended study.

Pilot Surveys in Asia, Latin America, and

the Middle East and Africa
The use of HEOR varied across all regions. Only 9%

Vol 5, No 7 | November/December 2012

of respondents in Latin America and 11% of respon-
dents in Asia said that HEOR data are a mandatory part
of the formulary or reimbursement decision-making. In
addition, 24% of respondents in Latin America and 44%
in Asia said that HEOR data are used, but are not
mandatory. Furthermore, 15% of respondents in Latin
America said that HEOR evidence was never used.

In the Middle East and Africa, there is some aware-
ness of HEOR but only marginal use of it in making for-
mulary decisions: approximately 33% of respondents saw
no use of HEOR in their environment. In addition, 40%
of respondents noted that it is used, but it is definitely
not mandatory to use such information.

Assessment of health technology is a process used to
examine the health and economic outcomes of imple-
menting healthcare practices or treatments, including
medications.”’® HTA is used in Asia more than in Latin
America or the Middle East and Africa (Figure 6). In
Asia, 38% of respondents claimed that decisions are
always or often based on HTA, but only 19% said the
same in Latin America. Compared with only 13% in Asia
who use HTA rarely, in Latin America 30% use it rarely
and 23% said they do not use HTA methods at all. In the
Middle East and Africa, 71% of respondents indicated
that HTA is used rarely and 14% said it was never used.

Outcomes-based contracting is not used by 53% of
respondents in Asia and by 44% in Latin America; and
12% and 11%, respectively, said that outcomes research
is used for contracting. In the Middle East and Africa,
outcomes-based contracting is done rarely today, but its
use is expected to increase.
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Discussion
Core Surveys in the United States

Based on the results of the MCS and PTS, the
majority of US healthcare decision makers use HEOR
evidence when making formulary and coverage deci-
sions, and the use of HEOR for these decisions is
expected to increase in the future. However, the sur-
veys also indicate that the majority of these decision
makers do not have a quality assurance process in place
for reviewing HEOR data.

In addition, nearly half of the respondents indicated
that clearer definitions of HEOR data requirements and
increased competency of decision makers in interpreting
HEOR data were needed to make better use of them.
This may indicate a need for P&T Committees to
include members with expertise in the evaluation and
application of HEOR or to provide additional training
programs for their current members.

Based on the results of the MCS and PTS, the
majority of US healthcare decision makers
use HEOR evidence when making formulary
and coverage decisions. However, the
majority of these decision makers do not
have a quality assurance process in place for
reviewing HEOR data.

The hypothetical product placement scenarios from
the PTS suggest that decision makers make decisions
based on cost when other clinical factors are considered
equal; however, actual product placements showed the
lowest-priced branded products were not in a preferred
position in the majority of formularies. This may indi-
cate that the role of cost in the decision-making process
is complicated and difficult to isolate from other factors,
such as rebates. Decision makers view outcomes-based
contracting as a way to provide better access to new
technologies and to reduce clinical and financial risks;
however, the current use of outcomes-based contracting
appears to be limited.

These survey results provide an important bench-
mark for the use of HEOR before the healthcare reform
legislation of the Patient Protection and Affordable
Care Act (ACA). In 2009, the American Recovery
and Reinvestment Act (ARRA) allocated $1.1 billion
for comparative effectiveness research and the ACA
created the Patient-Centered Outcomes Research
Institute (PCORI) to provide a steady stream of fund-
ing for outcomes research. The ARRA and the cre-
ation of PCORI indicate a shift toward greater support

of HEOR research by the US government.

This will certainly lead to an increase in the availabil-
ity of HEOR data to healthcare payers and will help to
provide them with data that better represent the popula-
tions they serve. Because the pharmaceutical industry
currently provides most of the funding for HEOR, this
shift in funding may also provide HEOR data for differ-
ent populations and for disease states that were previous-
ly not examined.

Global Survey Extensions at Selected Workshops
Europe

Observations at the SMDM meeting in Austria and
at the subsequent Health Technology Assessment Inter-
national conference in Dublin suggest that this project
comes at a time when HTA organizations in many coun-
tries are beginning to address the question of how the
work and research on HTA is used by decision makers.
Because HEOR often is a major part of HTA, the analy-
sis of the use of HEOR in decision-making seems to be
timely and relevant. In terms of healthcare priorities, the
discussions with a broad range of European participants
(eg, Germany, France, Switzerland, Poland, Austria)
indicated that cost containment is a key priority. It was
considered to have a higher impact on formulary or
reimbursement decisions than patient centricity.

Asia, Latin America, and the Middle East and Africa

Healthcare policy priorities reported by the respon-
dents ranged from universal coverage and improving
access to healthcare services (Latin America, Asia,
Middle East and Africa) to improving quality (Middle
East and Africa), better health outcomes (specifically
Oman in the Middle East and Africa region), and cost
containment (Asia and Egypt). Such priorities vary from
country to country; for example, in the Middle East and
Africa region, the healthcare priorities perceived in
Oman differed completely from those seen in Egypt.

Some Asian countries have developed systematic pro-
cedures for pricing and reimbursement. Many Latin
Anmerican, Asian, or Middle Eastern and African formu-
lary or reimbursement decision makers cannot yet make
appropriate use of HEOR data, or they do not have
access to local HTAs. However, this is expected to
change. For example, at the 2012 Second Saudi Interna-
tional Pharmacoeconomics Conference, the Minister of
Health of Saudi Arabia, Dr Abdullah Al-Rabea, recently
announced plans to establish a national pharmacoeco-
nomic and outcomes research center in an attempt to
curb public healthcare expenditures."

Despite greater incorporation of HEOR and HTA in
Asia, both Asian and Latin American respondents
intend to use HEOR data to a comparable extent for
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contracting. From the payer perspective, outcomes-
based contracts lower the clinical and economic risks
but require commitment to system changes and a part-
nership approach, as well as alignment of objectives.
For the supplier, there is a higher risk than with an
activity- or drug-based payment scheme, but there is
also a potentially greater reward and a similar require-
ment for the alignment of objectives.

Implementation of outcomes-based contracts usually
requires more complex management, performance mea-
surement, and remuneration rules. Despite the attrac-
tiveness of only paying for the expected results, it is usu-
ally much easier for all parties involved to pay on an
input-based (ie, time and materials contracts) or output-
based (ie, fixed price per service or product) contract.

Limitations

Neither of the 2 surveys (MCS or PTS) was applied to
a systematically selected audience, and many types of
healthcare decision makers may not have been included
in these surveys. Therefore, the respondents may only
represent selected viewpoints, which may differ from the
average decision maker in the United States.

Furthermore, the global expansion of the survey was
limited to a small number of decision makers participat-
ing at the workshops.

The reporting of the results by region (ie, Asia, Latin
America, and the Middle East) does not reveal the
specifics of each country, and there may be considerable
differences between the participating countries.

Conclusion

The healthcare policy priorities reported by the
respondents across all regions ranged from cost contain-
ment, via more patient-centric policies, to universal
access. The difference in using HEOR for decision-mak-
ing across various healthcare systems may be related to
the priorities and can be expected to change over time.
Once a country has achieved near-universal coverage,
for example, the focus may then switch to another prior-
ity, such as improvement of health outcomes, cost con-
tainment, or toward maximizing overall value.

The current data were quantitative in nature and
should provide direction toward future qualitative sur-
veys to obtain more detail and reason behind the varia-

tions among countries in the use of HEOR in decision-
making. This study provides an important benchmark of

This study provides an important
benchmark of how HEOR is used in the
United States before healthcare reform,
and future research should investigate how
the use of HEOR changes afterward.

how HEOR is used in the United States before health-
care reform, and future research should investigate how
the use of HEOR changes afterward. l
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STAKEHOLDER PERSPECTIVE

Health Economics and Outcomes Research Data Key in Coverage

Decisions of New Medications
By Douglas S. Burgoyne, PharmD

President, VRx Pharmacy Services, LLC, Salt Lake City, Utah

PAYERS: Healthcare decision makers have used eco-
nomic data to evaluate the cost-effectiveness of drugs for
the past decade, at the very least. However, a formal
process involving health economics, and not just drug
cost, is emerging in the United States and around the
world. This original research by Holtorf and colleagues
shows that health economics and outcomes research
(HEOR) will become a key factor in evaluating new
chemical and biologic entities in the future.

Pharmacy and Therapeutics (P&T) Committees have
always placed the highest value on medication safety and
effectiveness. Clearly, the job of all healthcare practition-
ers, whether on the frontlines seeing patients or in man-
aged care organizations making coverage decisions, is to
protect the health and welfare of their patients/members
and provide medications that do what they claim to do. As
Holtorf and colleagues demonstrate in this study, net cost
is the next most important factor when considering a new
medication for formulary coverage. It is interesting—
although not surprising to long-time managed care phar-
macists—that rebates are lower on the importance scale
for most decision makers, as this study shows. The results
of this study reinforce the fact that P&T Committees
would prefer lower wholesale acquisition cost pricing and
better upfront drug pricing than higher rebates.

With the advent of the Affordable Care Act and its
spawn, the Patient-Centered Outcomes Research Insti-
tute, more HEOR will be conducted and published by

pharmaceutical manufacturers and by other researchers.
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This oncoming wave of new research will undoubtedly
provide compelling outcomes data that manufacturers
will use in an attempt to get every new drug added to the
formulary. P&T Committees must therefore become
more sophisticated in considering the quality of the
HEOR data being presented, and use it appropriately in
their evaluations of new drugs.

Not all HEOR data are quality research. And more
HEOR does not equal better HEOR. Healthcare stake-
holders reported in this survey-based research that they
do not have a formal process to assess the quality of
HEOR evidence. This is a warning sign. Healthcare deci-
sion makers must increase the rigor of their evaluation of
the HEOR evidence being used by their organizations to
continue making the best decisions possible for their
organizations and the population they serve.

PATIENTS: Patients must also become more sophis-
ticated in their review of medications. Over the past 10
years, patients have become key decision makers in their
own healthcare. High-deductible health plans, health
savings accounts, and the explosion of drug information
available on the internet have made patients their own
healthcare decision makers. All of the new HEOR data
that will be available to patients with a few clicks of the
mouse may lead to confusion and misinterpretation.
Patients, too, must learn to critically evaluate to the best
of their ability the data being presented to them, and
then go to their trusted healthcare providers to help them
interpret the evidence.
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