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Abstract: Kesselheim proposes doubling the
NIH’s budget to promote clinically meaningful
pharmaceutical innovation. Since the effects of a
previous doubling (from 1998-2003) were mixed,
I argue that policymakers should couple future
budget growth with investments in experimenta-
tion and evaluation.

for using several policy instruments to pro-

mote meaningful medical innovation. One of
the instruments he focuses on is public funding. Spe-
cifically, he argues for a doubling of the budget of the
National Institutes of Health (NIH). The NIH is cur-
rently the largest single funder of biomedical research
globally. It is composed of 27 Institutes and Centers,
with a collective budget of over $45 billion today.
Abudget doubling would make it a nearly $100 billion
agency.

There is some evidence supporting the argument
that a doubling would yield more meaningful medical
innovation. About a quarter of important drugs have
“late-stage” contributions from NIH funding, and for
nearly all drugs the data suggest large indirect links to
public sector research, including having patents that

T he paper from Kesselheim makes a strong case
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cite public sector patents and articles related to the
drugs. As I have argued elsewhere in this journal, it
would be useful to know more about the cruciality of
the public sector articles, and the role of complemen-
tary private sector contributions, before making con-
fident projections about what increasing NIH funding
would do for meaningful drug innovation. Nonethe-
less, however one looks one can find some links back
to NTH research for the majority of important drugs
(and presumably other technologies as well, though I
don’t think this has been directly studied).

In projecting the likely effects of doubling the
NIH’s budget, it also bears recalling this experiment
has already been run. Between 1998 and 2003, the
agency’s budget increased from about $14 billion to
$27 billion ($22 billion to $38 billion in real 2020
dollars).? The doubling was initiated during the Clin-
ton administration and completed under George W.
Bush. Powerful legislators across the aisle supported
it, as did major scientific and disease advocacy groups
and universities. Proponents emphasized a slightly
different economic argument than Kesselheim. Not
so much that more NIH funding would yield trans-
formative drugs without necessarily incurring the
high prices that can result through other major policy
instruments (patents, exclusivity, etc), but instead that
biomedical research results in drugs and devices that
can reduce costly economic losses from disease, and
help fuel the growth of life science industry, salient
messages given contemporary concerns with health
care costs and competitiveness. Advocates circulated
poll-tested messages through op-eds across the coun-
try, and leading scientific researchers were recruited
to help make the case.
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Looking back, the effects of the doubling were
mixed, at best.? It led to a dramatic expansion of the life
science enterprise, growth of academic medical cen-
ters, and the hiring of many young researchers often
on “soft money” salaries. But these effects were not all
positive. With annual budgets, there was pressure to
get money out the door during the doubling period.
When the party ended in 2003 there was an “extreme
hangover™ with a now larger pool of applicants com-
peting for limited grants and jobs, low success rates
on NIH applications, and concurrent concerns about
hypercompetitiveness in science® and the rigor and

mainly focused on business as usual at NIH. There
are now growing calls for experimentation around
different approaches to the peer review system? and
indeed the Center for Medicare and Medicaid Inno-
vation (CMMI) approach to institutionalizing learn-
ing and improvement cited in Kesselheim’s testi-
mony may provide a useful model for NIH to try new

approaches.©
Of course, Kesselheim’s doubling is also accompa-
nied by a call for new ways of doing things. This is a
sharp contrast to the previous doubling. In a 1993 Sci-
ence editorial making the case for doubling, prominent
scientists (including Harold Varmus, who

A straightforward solution to this “boom-

bust” problem with doubling — which

I imagine would be a friendly amendment to
Kesselheim’s proposal — would be to move
away from “doubling” as a target (at least if
what is meant is the rapid doubling in the
late 1990s) towards more gradual long-run,

sustained increases.

would go on to become Clinton’s NTH
Director and oversee the eventual dou-
bling) argued that NIH-funded research
not be concerned with “practical applica-
tions” given “the demonstrated ability of
the biotechnology and pharmaceutical
industries to develop the fruits of basic
science.”" Kesselheim’s perspective and
argument for a new doubling is differ-
ent — arguing that at least some of the
additional funds go to public funding of
late-stage trials, comparative effective-
ness studies, and other “practical” stud-

integrity of academic medical research itself.6

To be sure, part of the problem with the past dou-
bling was that budgets plateaued (or in inflation-
adjusted terms, decreased) afterward.” A straight-
forward solution to this “boom-bust” problem with
doubling — which I imagine would be a friendly
amendment to Kesselheim’s proposal — would be
to move away from “doubling” as a target (at least if
what is meant is the rapid doubling in the late 1990s)
towards more gradual long-run, sustained increases.®

There is a broader issue. The doubling did rela-
tively little to address, and may even have exacer-
bated, deep-seated structural flaws in the funding sys-
tem. These include concerns about the conservatism
of peer review and its hostility to high-quality ideas,
biases against new investigators, administrative bur-
dens facing applicants, and long-standing questions
about whether the 75-year-old NIH peer review pro-
cess is effective at identifying high-quality science or is
aligned with the nation’s health priorities.

While counterfactuals are difficult, my instinet is
that none of this was good for innovative research or
for the development of meaningful therapies. Look-
ing forward, increased funding for medical research
may not generate the types of “meaningful” medical
innovation Professor Kesselheim and we all seek if
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ies that help ensure that NTH funded sci-
ence not only helps generate new drugs, but clinically
meaningful drugs that are also affordable. This would
represent a significant change in approach and fund-
ing strategy. (There are precedents for public sector
biomedical research funding in applied biomedical
research activities, including in COVIDd-19 vaccine
development and during World War II, but these rep-
resent the exception not the rule; neither of these spe-
cific efforts was primarily via the NTH.)™2

I and others have also argued for experimentation
with more NTH funding for late-stage and applied
research.’> Economists and science policymakers
historically have made the case for public funding of
basic research using a “market failure” rationale: the
gap between private and social value of the research.
Calls for more late-stage public funding recognize that
there are likely to be market failures — studies that are
socially valuable but not of interest to drug companies
— that need addressing in applied research activities
as well.

As I have written elsewhere', the NTH budget has
increased 1000-fold in real terms since the end of
World War II, but knowledge of how to most effec-
tively spend the funds to generate meaningful medi-
cal treatments (or for that matter, the best science)
has increased very little. So increase the budget, sure,
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