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in this country, the 1993 Omnibus Budget 
Reconciliation Act (OBRA), which repre- 
sents a major step in furthering childhood 
immunization ( 8 ) .  has also established mice 
caps on vaccines purchased by the govern- 
ment and has allowed states the option of 
purchasing all their vaccines at a lower 
fixed price, which could account for as 
much as 80% of all vaccines in the United 

Viewed globally, vaccines are the most 
cost-effective medical intervention to pre- 
vent death and disease (1). Not solely a 
good in itself, childhood immunization rep- 

cines will be universally used, which will be 
purchased in the public sector, and what 
the appropriate schedules will be for vac- 
cine use (6). The CDC also oversees the 

States. The  vaccine companies are con- 
cerned that this will reduce their resources 
for R&D, and the biotechnology industry 
argues that OBRA will savage their ability ~, 

public distribution of vaccines and allocates 
to the states the federal resources for immu- 

resents the gateway to provision of compre- 
hensive health care to which all children 

to raise venture capital for new vaccines, 
perhaps driving many out of the vaccine 

ought to be entitled. Although many poor 
developing countries, such as India, Indo- 
nesia, the Philippines, Vietnam, and Tan- 
zania, vaccinate over 80% of their children 

nization. Under the National Vaccine In- 
jury Compensation Act (NVICP), the 
ACCV makes recommendations on com- 
pensation for adverse effects of vaccines. 
The NIH is principally responsible for the 
research and scientific development of new 
and improved vaccines. The DOD is con- 
cerned with military vaccine needs and 
global emergencies. The USAID works to 

business. 
The climate in industry has changed 

dramatically, with consolidation and the 
remarkable formation of private sector alli- 
ances between former competitors (9). Rec- against six childhood diseases by the age of 

1 ( 2 ) ,  in the United States we truly do not 
know how many children have their re- 
quired immunizations. A 1992 report by the 
Centers for Disease Control (CDC) re- 
vealed the shocking statistic that, in most 
cities surveved. fewer than 50% of the chil- 

ognizing that monopolies inevitably place 
the nublic interest at risk. I believe that 
interest is best served by multiple manufac- 
turers and competition, not by monopsonis- 

promote infrastructure development and 
self-sufficiencv in immunization in develoD- 

tic or universal government purchase, 
which will limit develo~ment of new and 

dren were full; immunized by the age of 2 
(3). With the recent passage by Congress of 
the president's Childhood Immunization 
Initiative, a maior commitment has been 

ing countries. Ultimately, industry is the 
critical partner in determining which vac- 
cines and combinations will-and will 
not-be developed and manufactured, and 
in setting their prices. This enormously 
c o m ~ l e x  distribution of res~onsibilities has 

improved vaccines. All parties-the com- 
panies, the federal and state governments, 
and the public-need a new, more stable, 
and predictable environment, if the scien- 
tific potential of new vaccines is to be 
realized. This is particularly important be- 
cause however complex the safety, efficacy, 

made to begin to address the egregious ne- 
glect of childhood immunization in the - 
United States, and to vaccinate at least 
90% of our children bv 1996 ( 4 ) .  With 

produced an enterprise in which the major 
government agencies tend to compete with 
each other for resources and power, the 
vaccine industry seeks to maximize profit- 
ability, and rhe public is ill-informed and 
often confused. 

and regulatory issues surrounding today's 
very simple vaccines (10) may seem, they 
are child's play in comparison to the issues 
we will encounter with the vaccines on the 
horizon ( 1 1 ) . 

Another orioritv in current vaccine ef- 

these new resources and expectations, ques- 
tions of leadership, coordination, and ac- 
countability should compel our attention. 
Here, I argue that immunization is a com- 
plex and fragile enterprise and that it is 
both necessary and possible, within existing 
legislation and funding mechanisms, to es- 
tablish a national vaccine authority with 
the capacity to facilitate coherent planning, 

Some Key Vaccine Issues forts is the establishment of a national im- 
munization registry to improve access to 

One crucial issue is government-industry 
cooneration. In the earlv 1980s there were 

immunization and to minimize missed op- 
~ortuni t ies  when children contact the 

14 vaccine companies in the United States; 
in 1989, largely because of problems with 
liability and profitability, only four major 
~roducers  remained. Paradoxicallv, recent 

health care system but are not checked for 
immunization status (12). This registry, 
conceived as part of the National Vaccine 
Plan (see below), would track the effective- 
ness of childhood immunization programs, 
send immunization reminders, and establish 
a systematic basis for evaluating the adverse 

coordination, public information, govern- 
ment-industry cooperation, and resolution 
of immunization issues. 

Current Vaccine Players scientific developments offer unp;ecedent- 
ed opportunities for new vaccines and sim- 
plified delivery of existing ones. It is new 
technology that has been the driving force 
behind the recent resurgence of interest in 
vaccines, not only for infectious diseases but 
also for autoimmune diseases and some 

The  development, testing, production, dis- 
tribution, and use of vaccines in the United 
States depend on  the proper functioning of 
over 20 federal agencies (5), as well as state 
departments of health, vaccine companies, 
biotechnology companies, professional medi- 
cal societies, voluntary organizations, and 
large numbers of public and private health 
care personnel. Within the government, 
the FDA and its advisory committees have 
regulatory authority over safety and licens- 
ing. The  CDC, through the Advisory Com- 
mittee for Immunization Practices (ACIP), 

effects of vaccines. In the frenzy to ensure 
public sector purchase and distributTon of 
vaccines under OBRA, of the $464 million 
of government funds provided to CDC for 
childhood immunization only $9.2 million 
(of the $50 million required to set up the 
registry) was allocated. If one believes that 
improving access and finding children left 
out of the system are major problems in this 
countrv. and if one believes that immuni- 

forms of cancer. Vaccines represent a fed- 
eral enterprise valued at $1.2 billion in the 
United States and $3 billion globally (7). 
T o  plan intelligently, vaccine companies 
must estimate market size, ability to pay, 
manufacturine costs. securitv of market " 
share and competition, liability, dividends, 
and R&D on  future ~roducts .  Thev are 

zation programs are a crucial first step in 
~roviding comprehensive health care to all 
the nation's children, this is a major initia- 
tive that must not be allowed to falter. 

A third issue for discussion, and one 
with global as well as domestic implications, 

. , 
has responsibility for deciding which vac- concerned that the government ha; not 

been a reliable partner. For example, at the 
same time Vice President Gore is leading an  
effort to  strengthen science and technology 
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is the Children's Vaccine Initiative (13). 
This program was established in 1990 with 
the goal of immunizing all the world's chil- 
dren with existing vaccines and developing 
new and improved vaccines by the year 
2000. UNICEF purchases vaccines at dis- 
counted prices from about 12 manufacturers 
in Europe, Canada, and Japan and supplies 
-40% of all the vaccines in developing 
countries. No  U.S. companies bid on 
UNICEF tenders, in part because when 
they indicated their willingness to do so at 
discounted ~ r i c e s ,  thev were excoriated in , , 
congressional hearings for charging higher 
prices in the United States and lower prices 
to the Third World (14). This position is 
both shortsighted and destructive. A 
UNICEF study (12) has concluded that a 
multi-tiered pricing system is good for ev- 
erybody: it enables developing countries to 
obtain at humanitarian prices the most 
cost-effective intervention to protect the 
health of their children; and it enables the 
com~anies to benefit from economies of 
scale and to produce vaccines at lower unit 
cost. which should result in gains in indus- 
trial'ized countries both in jobvs and in lower 
prices than would be possible in the absence 
of the UNICEF market. 

A National Vaccine Authority 

One of the best kept secrets in America, 
though an  extraordinarily enlightened 
piece of legislation, is Title XXI of the 
Public Health Service Act (P.L. 99-660), 
passed in 1986. This statute quietly codifies 
some visionary innovations in preventive 
health care and vaccines, including "no- 
fault" health insurance for vaccine-related 
iniuries. Some health care ~rofessionals be- 
lieve that this provision could serve as a 
basis for more general "no-fault" comnen- - 
sation in  health care reform considerations. 
Because thire are inevitablv a verv small 
number of children who suffer advkrse ef- 
fects from required childhood vaccines, the 
law established the NVICP to enable fam- 
ilies of such children to receive compensa- 
tion for pain and suffering, lifetime medical 
expenses, and lost earnings (15). Compen- 
sation can be obtained by filing a valid 
claim with special Masters of the Court, 
without the need for expensive and pro- 
tracted litigation. The program is financed 
by a trust fund created by an  excise tax on 
every dose of vaccine (1 6). 

Another provision of the law calls for 
the secretary of HHS "to establish a Na- 
tional Vaccine Program to achieve optimal 
prevention of human infectious diseases 
through immunization and to achieve opti- 
mal prevention against adverse reactions to 
vaccines." S~ecificallv, the director of the , . 
program is assigned responsibility for coor- 
dinating and providing direction for re- 

search, development, safety, and efficacy 
testing of vaccines, and for developing a 
National Vaccine Plan (17). Finally, the 
legislation establishes a National Vaccine 
Advisory Committee (NVAC) to recom- 
mend ways to increase the availability of 
vaccines in the United States, to recom- 
mend research priorities, and to identify 
important areas where government and 
nongovernment cooperative actton is re- 
quired. The committee reports to the assis- 
tant secretary of health and is required to 
submit an  annual report on its activities to 
the Congress. The  NVAC is currently the 
only forum in which all of the players in- 
volved in childhood immunization are rep- 
resented at the same table. 

I wish to argue that, without creating 
new legislation or a new bureaucracy, the 
NVAC currently within the National Vac- 
cine ' Program, preferably redesignated the 
National Vaccine Commission (NVC), has 
the potential, if given a redefined mandate 
and limited budgetary authority, to  provide 
the leadership and coordination envisioned 
bv the law and essential to  an effective 
national immunization program. In the first 
few vears of its existence, the NVAC did 
not dxert the leadership expected because it 
lacked the authority or budget to get things 
done. More recently, it has made significant 
contributions to identifying problems and 
solutions (1 8). Broadly defined, the respon- 
sibilities of the new NVC would be to pro- 
vide the highest level of scientific expertise 
and guidance to the various government 
agencies in the National Vaccine Program 
and accurate information to the public 
about immunization policies and practices. 
To  assure that level of expertise, its mem- 
bership should be appointed, as specified in 
the statute, in consultation with the Na- 
tional Academy qf Sciences. 

The  mission of the NVC should be to 
assume the leadership role in policy over- 
sight and coordination for which the 
NVAC was originally authorized. Specifi- 
cally, it should (i) serve as a forum in which 
major vaccine players can be brought to the 
same table to discuss vaccine-related policy 
issues; (ii) formulate recommendations on 
policy and priorities with respect to  the 
development, supply, and provision of vac- 
cines; (lii) interact with the global Chil- 
dren's Vaccine Initiative; (iv) provide, in 
the face of fluctuating health budgets, sup- 
port and continuity for the efforts already 
under way in the various government agen- 
cies and industry; (v) promote cooperation 
between the government and private sector 
in vaccine efforts; and (vi) assure that gov- 
ernment gets good value for the public 
funds it invests. Such an authority is also 
needed to provide a mechanism for over- 
coming government or industry inertia that 
could seriously impede implementation of 

new vaccine technologies; for surmounting 
barriers to the delivery of current vaccines 
to all children and adults who are at risk 
(1 9); and for responding rapidly to vaccine 
emergencies and new infectious threats, for 
which current mechanisms are inadequate. 

To  carry out such a mandate, the NVC 
must represent the key participants, which 
include the major government agencies in- 
volved in research, regulation, and distribu- 
tion of vaccines, the vaccine and biotechnol- 
ogy companies (20), clinical and biomedical 
experts in childhood and adult immunization, 
health economists, community practitioners 
and health care providers, and parents, whose 
concerns, understanding, and support are es- 
sential. 

The question will inevitably be raised: 
how can an independent group have a sig- 
nificant impact if it cannot control govem- 
ment agency budgets? The answer is that, in 
fact. it is the congressional subcommittees 
and' committees iivolved in authorization 
and appropriation that have real authority 
over the government agency budgets. It is 
hardly realistic to expect the congressional 
staff to have sufficient knowledge and ex- 
perience to understand and effectively man- 
age the complexities of immunization. U1- 
timately, the authority of an  NVC would 
derive not from control of government 
agency budgets, but from the power of an  
independent group with wide vaccine ex- 
pertise and experience charged with repre- 
senting the public (domestic and global) 
interest. 

To  have clout. the NVC must have a 
budget, though not the major funds for 
immunization programs, which clearly be- 
long in the agencies. A budget is required to 
maintain a small, comDetent staff to re- 
search major policy, innovation, and imple- 
mentation issues. The NVC must be able to 
act to protect the public interest if govern- 
ment or private sector action is not being 
taken. To  support that continuing function, 
the secretary of HHS should exercise her 
existing statutory evaluation authority (21) 
to spend 1% of P H s  expenditures relating 
to vaccines on evaluation of vaccine pro- 
grams by the NVC. Beyond the commis- 
sion's continuing research and administra- " 

tive functions, the NVC must have access 
to funds that can be rapidly mobilized when 
there are national needs or emergencies. 
Such "no-year" funding is the most difficult 
to obtain from Congress, but it is precisely 
the basis for the NVICP trust fund derived 
from excise taxes on each dose of vaccine 
purchased (16). From actuarial data, the 
NVICP is able to specify an amount each 
year that will guarantee that all valid claims 
are covered. This same trust fund should be 
used to finance actions recommended by 
the NVC. Specifically, I propose that funds 
be accumulated in the trust beyond the 
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level needed to assure coverage of all valid 
injury claims, with the expressed intent that 
the additional trust funds be used by the 
NVC in the national interest to address 
critical or urgent problems. When emergent 
microbial threats or opportunities to  facili- 
tate immunization are identified. the NVC. 
representing the best judgment' of all the 
major parties, should have the authority to 
direct incremental funds to the appropriate 
government agencies, private or community 
organizations-not only to  "address" the 
problem, but to solve it. 

A recent Institute of Medicine report 
(22) urged that a national vaccine "author- 
ity" be established, and recommended that 
one of its functions be to provide a govern. 
mental (public sector) capacity to produce, 
a t  least to a pilot stage, vaccines that are 
urgently needed for use in developing coun- 
tries. T h e  time has come when it should be 
possible to achieve this goal by developing a 
mechanism for cooperation between gov- 
ernment and industrv, enabling use, when 
needed, of existing o; underutiiized private 
sector production capacity, available in  vac- 
cine-manufacturing facilities domestically 
or internationally. The  NVC, if there is no 
obvious commercial interest, should have 
the authority and resources suggested here 
to initiate the ~roduc t ion  of vaccines ur- 
gently required for developing countries 
and for emergent microbial threats to  the 
United States (23). Clearly, our ability to 
respond to emergent infectious diseases 
must be assured whether the vaccines re- 
quired are perceived by industry to be prof- 
itable or not. 

T o  such a complex challenge, an N V C  
would represent a n  appropriately complex 
res~onse-an authoritv that could coordi- 
naie public and resources, ensure 
coo~erat ion where it is both uossible and 
indispensable, and provide resources when a 
national response is essential (24). 
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