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Introduction

This is the first installment in a series we’ll be disseminating over the coming months on how
industry HEOR departments are adapting to a new health care environment marked by
significant health policy change.

Methods

We conducted a brief (10-minute) survey of HEOR leaders at US-based pharmaceutical
companies to understand their views about various U.S. government and commercial health
policies and trends in HEOR. In this post, we report on respondents’ attitudes about government
policies. Separately, we’ll post about their views on prospects for HEOR inside pharmaceutical
companies.

We pilot-tested the survey with seven experts and established a larger, convenience sample of
US-based HEOR experts at leading pharmaceutical companies. We prioritized individuals at
large pharmaceutical companies based on 2024 revenue data and their membership in PhARMA or
the National Pharmaceutical Council and included individuals in selected smaller companies
who subscribe to Tufts-CEVR databases. To ensure strategic insights, we sought to identify
heads of HEOR departments. We invited 100 professionals from 72 companies to participate
(one per company, two to three for larger organizations). Fifty-seven recipients from 44
companies completed the survey.

Results

Of the 57 respondents, 61% were male, 81% were 45 years old or older, and 59% had been
working in the HEOR field for over 20 years (Table 1). Forty-two percent worked at medium-
sized companies (1,000-30,000 employees), 40% at large companies (>30,000 employees), and
18% at small companies (<1,000 employees) (Table 2). Respondents’ HEOR teams were situated



most commonly within companies’ Medical Affairs (39%), Market Access (30%), or R&D
(12%) departments.

On the impact of the IRA and PDABs. A majority (68%) of respondents stated that they
somewhat or strongly agreed that the Inflation Reduction Act (IRA) has driven a greater need for
HEOR evidence generation (Figure 1). Eleven percent reported that their companies are
prioritizing biologics over small molecules in response to the IRA, while 30% reported that their
companies are delaying or changing research plans for additional indications (Figure 2). Over
half of respondents expect Prescription Drug Affordability Boards (PDABs) to further increase
the demand for HEOR (57%) and real-world evidence (RWE) (61%).

On the impact of MFN policies. In terms of anticipated behavior regarding “Most-Favored-
Nation” (MFN) pricing policies, 29% reported that their companies would delay product
launches or increase prices in other developed nations, 27% noted that their companies were
lobbying the federal government to abandon MFN proposals, and 39% stated that their
companies had taken no action (Figure 3).

On the importance of ICER. Twenty-three percent of respondents strongly or somewhat agreed
that the Institute for Clinical and Economic Review (ICER) is gaining importance, while 43%
disagreed and 34% were neutral on the matter.

On promotion of health care economic information. Seventy-seven percent of respondents stated
that their companies have regularly or occasionally shared health care economic information
(HCETI) with payers or formulary decision-makers under 215 Century Cures Act, Section 3037
(formerly FDAMA 114) provisions (Figure 4.1). Most respondents (58%) viewed Section 3037
somewhat or very positively (Figure 4.2), though 42% found guidance somewhat or very clear,
while 36% considered it somewhat or very unclear (Figure 4.3).

Differences in responses by company size. Respondents from large companies were somewhat more
inclined to believe PDABs will increase the need for HEOR/RWE. In terms of views about ICER,
respondents from large companies were slightly more inclined to think it important to demonstrate value
to ICER but less inclined to think ICER becoming more important. They were also less apt to say they
regularly use 3037 to promote HCEI

Differences by organizational reporting structure. Respondents whose HEOR teams report to Medical
Affairs or R&D (compared to those reporting to Market Access or Marketing) were less inclined to
believe ICER is becoming more important, more inclined to use 3037 and more inclined to say 3037 has
had a positive impact.

Discussion

Our survey results indicate that most HEOR leaders believe that recent health policy and
commercial changes related to the IRA and PDABs will significantly increase demand for both
RWE and HEOR evidence generation. However, this expectation appears to be translating only
gradually into widespread strategic and tactical change, as many companies remain cautious



despite a growing emphasis on evidence-based decision-making and value demonstration among
payers and policy makers. Although some respondents reported early or anticipated responses to
MFN- and IRA-related pricing pressure, the most common response was that their companies
were not yet taking action. Taken together, these findings suggest that while firms are actively
monitoring health policy changes, many companies seem to be adopting a “watchful waiting”
approach rather than undertaking immediate strategic and tactical change.

Respondents reported mixed opinions regarding the importance of ICER. Although 45% reported
that engaging with ICER is an important HEOR function, a sizeable proportion (43%) disagreed
that ICER is becoming more influential in the US market.

Our survey also provides insight into how HEOR professionals are applying Cures Section 3037
in payer communications. Respondents reported increasing use of Section 3037 to support HCEI
and mostly positive views about the statute, presumably reflecting greater clarity about
communicating RWE and economic modeling. However, some uncertainty remains regarding the
proper interpretation and implementation of the provision and additional guidance might
improve consistency in application.

Respondents from large companies were more likely to anticipate increasing demand for
HEOR/RWE and value evidence, perhaps reflecting their more extensive experience or
responsibilities, and interestingly, they were less likely to see ICER’s influence growing or to use
FDA 3037 routinely. HEOR teams reporting to Market Access or Marketing were more likely to
view ICER as increasingly important, but less likely to use Section 3037 and to view it
positively.

Advice for the field

The IRA and PDABs create opportunities for HEOR. The IRA and PDABs might be viewed as
health policy shifts which create important openings for HEOR as federal and state officials are
increasingly scrutinizing the evidence base underlying drugs with high spending. Ideally, HEOR
can add value by informing drug development and commercial. HEOR can also provide
intelligence from real world evidence and support scenario planning. Achieving these aims will
require strong leadership in HEOR departments.

Embed HEOR earlier in clinical development. There are opportunities for HEOR to move
“upstream” as value evidence is increasingly needed before launch and across the product
lifecycle—not simply for post-approval access and reimbursement. For example, HEOR can help
develop companies’ clinical programs and selection of drug comparators, end points, and patient
population, as well as inform negotiations and indication investment decisions.

ICER assessments are informative but incomplete guides to value. Pharma companies should not
“over anchor” on ICER evaluations but rather consider that the US offers a decentralized and
pluralistic landscape for drug value assessments. ICER remains influential, but CMS, PDABs,
and private payers do not converge on a single framework, a reality that may be reinforced with
the advent of MFN policies.



Section 3037 offers opportunities to promote health care economic information but there is a
need for HEOR leadership to highlight its value and drive its use. Companies are taking
advantage of channels to communicate HEOR information proactively to payer audiences, but
there is a need and opportunity for HEOR leaders to increase its use. HEOR teams within
companies should partner closely with legal and medical affairs to foster more clarity and
confidence in using the provision.
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Table 1. Characteristics of respondents (n=57)

Survey Question Category % of Respondents
What region or location does your health economics outcomes Both the US and outside of the US 71.9
research (HEOR) work focus on? The United States 281
Outside of the United States 0.0
What is your job role? Head of HEOR or equivalent 64.9
Other senior-level HEOR role or equivalent 35.1
Independent contributor or a position not 0.0
equivalent to Head of HEOR
What is your sex? Male 61.4
Female 36.8
Prefer not to say 1.8
What is your age? 18-34 0.0
35-44 19.3
45-54 42.1
55-64 333
65+ 53
How many years have you worked in the HEOR field? >2() years 59.4
11-20 years 31.6
5-10 years 8.8
<5 years 0.0

Notes: Some questions had missing data, resulting in slightly different denominators across entries.



Table 2. Organizational Characteristics of Respondents’ Companies (n=57)

Survey Question Category % of Respondents
What is your company's <1,000 employees 17.5
size? 1,000-5,000 employees 12.3
5,001-10,000 employees 14.0
10,001-30,000 employees 15.8
>30,000 employees 40.4
What is the size of your 1-5 HEOR full time equivalents (FTEs) 17.5
company's US HEOR, or  6-15 HEOR FTEs 26.3
equivalent, department? 16-30 HEOR FTEs 12.3
>30 HEOR FTEs 43.9
To what office does your Market Access 29.8
HEOR team report? Marketing 53
Medical Affairs 38.6
Research and Development 12.3
Other 14.0

Notes: Some questions had missing data, resulting in slightly different denominators across entries.



Figure 1.

Respondent views on various policy topics (n=56)
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Notes: One respondent was excluded because of the incompletenss of their survey.

Source: Tufts-CEVR HEOR survey

Abbreviations: IRA = Inflation Reduction Act; HEOR = Health Economics and Outcomes Research; PDAB = Prescription Drug Affordability Board; ICER = Institute for Clinical and Economic
Review; RWE = real-world evidence



Figure 2

Which of these strategies is your company considering in response to the IRA's drug price negotiation policies?
(n=57)

No major changes planned | 53%
Increasing real-world evidence generation |G 329%
Delaying or changing the sequence of additional indications [ NNRNRERERMEEE 0%
Adjusting launch pricing strategies [ INRNGNNRNGEGGEGEEE 050
Prioritizing biologics over small molecules |GG 11%

Shifting R&D focus to non-Medicare populations [l 2%

0% 10% 20% 30% 40% 50% 60%
Percentage of respondents

Notes: Respondents can select all that apply.
Source: Tufts-CEVR HEOR survey



Figure 3.

Is your company considering any of the following in response to federal statements and policies regarding MFN pricing?
(n=55)

Our company not taking any action regarding MFN pricing proposals | R 40%
Delaying product launches in other developed nations _ 29%
Increasing prices in other developed nations _ 29%
Lobbying the federal government to abandon MFN pricing proposals _ 27%
Keeping netprice data inother developed nations confidential [ N N R 029
Selling pharmaceutical directly to consumers at the MFN price _ 22%
Reducing some US prices to the lowest price offered to other developed nations (i.e., the MFN price) _ 15%

0% 10% 20% 30% 40%
Percentage of respondents

Notes: Respondents can select all that apply. Two respondents were excluded because of the incompletness of their surveys.
Source: Tufts-CEVR HEOR survey.
Abbreviation: MFN = most favored nation
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Figure 4.1

Have you or your team shared HCEI about prescription drugs to payers or
formulary decision-makersunder the provisions of the Cures 3037? (n=56)

4%
20%
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= Yes, occasionally

® No, but I am aware of this
provision

= No, I am not aware of this
provision

39%

Notes: One respondent was excluded because of the incompleteness of their survey.

Source: Tufts-CEVR HEOR survey

Abbreviations: HCEI = health care economic information; Cures 3037 = Section 3037 of the 21st Century Cures Act (Cures 3037, formerly
FDAMAL114)



Figure 4.2

What impact do you think Cures 3037 has on how your company works
with payers? (n=56)

o 2%
12% 0%~

= Very negative
41% = Somewhat negative
= Neutral / no impact
= Somewhat positive

= Very positive
45%

Notes: One respondent was excluded because of the incompleteness of their survey. Percentages may add up to greater than 100% due to
rounding.

Source: Tufts-CEVR HEOR survey

Abbreviation: HCEI = health care economic information; Cures 3037 = Section 3037 of the 21st Century Cures Act (Cures 3037, formerly
FDAMALI14)



Figure 4.3

In your opinion, how clearly does the Cures 3037 legislation explain
which promotions can be submitted? (n=56)
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32% = Very unclear
38%
= Somewhat unclear

= Neutral / no opinion

= Somewhat clear

= Very clear

23%

Notes: One respondent was excluded because of the incompleteness of their survey. Percentages may add up to greater than 100% due to
rounding.

Source: Tufts-CEVR HEOR survey

Abbreviation: HCEI, health care economic information; Cures 3037, Section 3037 of the 21st Century Cures Act (Cures 3037, formerly
FDAMA114).



