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of the US in Japan,

with vaccine preventable diseases (VPDs). In this paper, we compared and highlighted the difference of
the situation of the immunization program in Japan and the United States in terms of structure of policy
setting system. Since the disease epidemiology clearly indicates that the US has better control of VPDs
over Japan, we considered the advantage of development of a comparable vaccine policy setting system

© 2009 Elsevier Ltd. All rights reserved.

1. Introduction

Immunization is one of the most effective public health inter-
ventions available [1,2]. Consequently, vaccines are widely used
all over the world to prevent vaccine preventable diseases (VPDs).
Although programs in different countries share many important
characteristics, each country has its own immunization program
based on its current disease epidemiology, environmental situa-
tion, budget, culture and other conditions or factors. In this paper,
we will focus on: (1) the immunization program in the United
States, (2) the important roles of the Centers for Disease Control
and Prevention (CDC) and the Advisory Committee on Immuniza-
tion Practices (ACIP) in vaccine policy setting in the US, and (3)
consider the advantage of development of a comparable vaccine
policy setting system in Japan.

2. History of the US immunization program

The US federal government has provided support to state and
local health departments for maternal and child health programs
since the 1920s and part of this funding was used to support
immunization [3]. After the inactivated polio vaccine was licensed
in 1955, the federal government started to support immuniza-
tion programs financially and it became permanently established
in 1962 through the Vaccination Assistance Act (Section 317 of

* Corresponding author. Tel.: +81 3 5285 1111; fax: +81 3 5285 1233.
E-mail addresses: hakamiya@nih.go.jp (H. Kamiya), okabenob@nih.go.jp
(N. Okabe).

0264-410X/$ — see front matter © 2000 Elsevier Ltd. Alf rights reserved.
doi:10.1016/j.vaccine.2009.01.030

the Public Health Service Act) [4]. Since then, the US govern-
ment ‘has continuously supported state immunization programs
through annual appropriations. Major increases in funding of these
programs occurred after announcement of the Childhood Immu-
nization Initiative (CI1) in 1993 [5] and enactment of the Vaccines
For Children (VFC) program in 1994 [3], which resulted in major
improvements of the US immunization program. At present, gov-
ernment funds (federal, state, or local) purchase more than one-half
of all childhood vaccines; the remainder are purchased with private
funds, typically from private health insurance.

3. Current status of immunization and vaccine preventable
diseases in US

The number of vaccines given in the routine childhood immu-
nization program in the US is almost twice as many as in Japan
(Table 1). The difference is more obvious in adolescent immuniza-
tion. The only recommended vaccine for adolescent and adult ages
in Japan are Diphtheria Tetanus (DT) vaccine and influenza vaccine
for ages >65 whereas in the US, there are three routinely recom-
mended vaccines (meningococcal conjugate vaccine (MCV), tetanus
toxoid, reduced diphtheria toxoid and acellular pertussis vaccine
(TdaP), Human Papillomavirus Vaccine (HPV)), and five “catch up”
vaccines arerecommended (HepA, HepB, Varicella, MMR, Polio) for
those not previously vaccinated. Two vaccines are recommended
(influenza, Pneumococcal Polysaccharide Vaccine (PPV)) for those
>50 and herpes zoster vaccine is recommended for those >60.

Significant declines in reported incidence of selected vaccine
preventable diseases have been seen in both the US and Japan
(Table 2) [6]. Despite the much larger population in the US
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Table 1
Comparison of recommended vaccine in Japan and United States (2008).

2 In the United States, five catch up vaccines are recommended (HepA, HepB, Vari-
cella, MMR, Polio) and two vaccines are recommended (influenza, PPV) for high risk
groups.

(300 million versus 120 million in Japan) except for pertussis, the
vaccine preventable disease rates in United States are lower. In addi-
tion, the trend of increase in pertussis has been recognized and,
based on the health burden of pertussis in adolescents and data
scientifically reviewed by ACIP, a booster dose of adolescent (TdaP)
has been recommended and added to the immunization schedule
in 2005.

4. What causes this success?

The United Sates has successfully implemented and enlarged
their immunization program. What are the factors that are respon-
sible? One is, as mentioned above, the funding support from the US
government, Secondly, in the US, school immunization laws in each
state that require vaccination before school entry have had a huge
impact on reducing vaccine preventable diseases [ 7-9]. Last but not
least, education of the importance of immunization gained parents
and physicians’ acceptance forimmunization [3]. These factors exist
not by chance but based on the close collaboration between policy-
setting bodies in US, such as the Department of Health and Human
Services (DHHS), CDC, ACIP, American Academy of Pediatrics (AAP)
and American Academy of Family Physicians (AAFP) and other pro-
fessional societies. Here, we will focus on ACIP because a similar
committee does not exist in Japan.

4.1, Advisory Committee on Immunization Practices
4.1.1. Structure

The ACIP was first appointed by the Surgeon General in 1964, as
an external body of experts that would advise the Federal Govern-

Table 2

ment on the selection of vaccines and related biological products for
prevention of vaccine-preventable diseases in the civilian pediatric
and adult population of the United States. In 1972 the Federal Advi-
sory Committee Act (FACA) was launched and ACIP was officially
designated as a Federal Advisory Committee. Under the mandate
to reduce “the incidence of vaccine preventable diseases and to
increase the safe usage of vaccines and related biological products
{10]", ACIP meets three times annually to discuss vaccine policy,
vaccine safety issues and many other topics related to immuniza-
tion and provide advice and guidance to the Secretary of the DHHS
and to the director of the CDC {11,12].

ACIP consists of 15 committee members, 8 ex officio members
representing federal agencies, 25 liaison representatives (including
members from the Committee of Infectious Disease of the American
Academic of Pediatrics)and more than 200 observers, including sci-
entists, vaccine manufacturers, State Health Department officials,
media, parents and others who are interested in immunization. One
important point is that the meetings are open to the public and any
person who attends these meetings has a chance to make remarks.

The ACIP members are selected on the basis of expertisein a vari-
ety of areas such as physicians, researchers, public health specialist,
economic analysis of vaccines, and representatives of consumers.
The Committee must include at least one consumer representa-
tive. Members serve 4-year terms, and terms are overlapping so
that there is both change and continuity in membership from year
to year. The ACIP Steering Committee (see below) proposes two
candidates for each vacant position, based on careful review of all
applicants and selection of candidates who would bring the best
possible balance of expertise to the Committee. Suggested nomi-
nees’ names are forwarded to the Secretary, DHHS, who makes the
final selection and appointment of new members.

4.1.2. Function

When a new vaccine is close to licensure, when there are
new data regarding use of existing vaccines, or when previously
unrecognized adverse events occur, the ACIP Steering Commit-
tee establishes a Working Group (see below) to develop proposed
recommendations. The new and/or revised recommendations are
presented to the ACIP by working group members, including a
summary of the data that led the working group members to pro-
pose these recommendations. ACIP members debate and discuss
whether or not these recommendations are worthwhile for the
public. These discussions are carried out in open public meetings
and liaisons, ex officios and observers are given opportunities to
make comments and raise any concerns.

The final stage of recommendation is a vote by ACIP members.
Before the vote, the ACIP members have to declare that they have

Reported incidence of selected Vaccine Preventable Diseases, pre-vaccine era and 2006, USA and Japan.

Roush and Murphy [6].
3 2005 National Census.

b Estimated utilizing methods from Hashimoto S, et al. Annual incidence rate of infectious diseases estimated from sentine! surveillance data in Japan. } Epidemiology
2003;13:136-141.
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no conflicts of interest, i.e. the member does not receive any sup-
port and profit from pharmaceutical companies such as funding for
research or possession of their stock. If the new or revised vaccine
policy is approved by the ACIP and subsequently accepted by the
Secretary, DHHS, the recornmendation will be published in the Mor-
bidity and Mortality Weekly Report (MMWR)and form the basis for
new immunization practices as well as inclusion of new vaccines
in private insurance policies. ACIP recommendations are scholarly
summaries of scientific and practical aspects of vaccines and are
widely referred to around the world.

5. Tip of the iceberg

An ACIP meeting is certainly a big and important meeting. How-
ever, the vote and recommendation represents only the tip of an
iceberg of preparatory activities by literally dozens of players. The
ACIP itself does not make things happen. There are many groups of
people who are making an effort in the background, beginning with
a full-time Executive Secretary, who is a CDC employee (Fig. 1).

5.1. ACIP Steering Committee

There is a Steering Committee comprising 14 members from
throughout CDC. The Steering Committee works closely with the
Chair of the ACIP and prepares meeting agendas, recommends nom-
inees for membership, and reviews and makes recommendations
for ACIP processes. In addition, it establishes Working Groups.

Table 3

Centers for Disease Control and Prevention (CDC). Ref. [14].
* Born during January 2000-July 2002.
b Born during January 2001-July 2003,
¢ Born during January 2002-July 2004,

*Executive Secretary \
*Steering Committee
*Working Groups
*Qther federal agencies
*Ligisan organizations
*States and counties
*Scientists

*Privale sector
*Pharmaceutical indusiry

Fig. 1. ACIP is the tip of the icebergl.

5.2. Working groups (WG)

Once immunization issues arise, such as approval of new vac-
cines, increased incidence of VPDs and/for adverse events, an ACIP
working group is formed by the Steering Committee to work on
this issue in detail. The working group consists of CDC staff, ACIP
members, ACIP liaison representatives and experts. The working
group is chaired by an ACIP member, and will review, discuss and
evaluate the vast amount of data appropriate to the issue. The con-
clusions from the working group, based on the scientific evidence,
are presented to the full ACIP, and the ACIP discusses whether the
vaccine should be recommended to the population or not. This pro-
cessincludes review and assessment of data and scientificliterature

Estimated vaccination coverage among children aged 19-35 months, by selected vaccines and dosages—National Immunization Survey, United States, 2003--2007.

4 Born during January 2003-July 2005, (2006 estimates based on National Immunization Survey dataset, which was released on February 25, 2008, after correcting for

Hispanic overcount in nine states.)
¢ Born during January 2004-July 2006.
f Confidence interval.

8 Diphtheria, tetanus toxoids and pertussis vaccines, diphtheria and tetanus toxoids, and diphtheria, tetanus toxoids, and any acellular pertussis vaccine.

h Measles, mumps, and rubella vaccine.
I Haemophilus influenzae type b (Hib) vaccing.
} 7-Valent pneumococcal conjugate vaccine (PCV7).

k >4 doses of a DTaP, >3 doses of poliovirus vaccine, and > 1 dose of any measles-containing vaccine.

' 4:3:1 plus >3 doses of Hib vaccine.
™ 4:3:1:3 plus =3 doses of hepatitis B vaccine.
n 4:3:1:3:3 plus =1 dose of varicella vaccine,
© 4:3:1:3:3:1: plus =4 doses of PCV7.
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of health burden of the disease, vaccine efficacy, vaccine safety,
cost-effectiveness and feasibility of implernenting the vaccine.

5.3. Monitoring effectiveness after recommendation

After a new vaccine is recommended and being used in prac-
tice, the effectiveness, safety, supply and financing of the newly
introduced vaccine are closely followed based on data from dis-
ease monitoring [13]. Each state mandates surveillance for VPD
and, as agreed by the Council of State and Territorial Epidemiolo-
gists (CSTE), these are notified to CDC. Monitoring of adverse events
after receipt of vaccination is the joint responsibility of the FDA
and CDC (mainly CDC's Immunization Safety Office). Physicians are
required to report certain events that occur after vaccination to the
Vaccine Adverse Event Reporting System (VAERS) [14]. This infor-
mation is evaluated scientifically and taken into consideration for
future recommendations. CDC presents updates from these activi-
ties, as appropriate, to the ACIP. This may, in turn, highlight the need
for revised vaccine policy.

The level of implementation of the vaccine is also monitored.
The National Immunization Survey (NIS), which is conducted by
CDC, monitors immunization rates in the recommended childhood
immunization schedule through ongoing national estimates of vac-
cination coverage among 19-35-month-old children (median, 27
months) for the 50 states and for 28 selected urban areas (Table 3)
[15]. This information is also evaluated scientifically and taken
into consideration for future recommendations. To collect the data
above, public health personnel from State level to the county level,
laboratory technician, and many others are involved. Recently, ado-
lescents have been added to the NIS.

6. Discussion (possibility of establishment of ACIP in Japan)

In the United States, many different government organizations
as well as groups of specialists are involved in making immuniza-
tion recommendations. However, the ACIP has the responsibility,
power, and ability to bundle the data and information derived from
different places and develop new recommendations. This immu-
nization policy making structure, with ACIP as the summit of the
process, has several merits. First of all, the processes and meet-
ings are very transparent. The decision is made based on evidence
from studies, with which everybody at the meeting has the oppor-
tunity to agree or disagree. Also, the members have to declare any
conflicts of interest; this reduces any possible bias of the decision
as well any ambiguity of audience, physicians and parents who are
affected by recommendations. Additionally, due to the participation
of the liaison representatives, once the recornmendation is settled,
it is quickly notified to the organization which representatives are
from. This supports quick and smooth implementation of newly
established recommendations to the public.

The ACIP was initially charged with developing recommenda-
tions directed at official public health agencies (local and state
health departments)rather than private practitioners. The Commit-
tee on Infectious Diseases of the American Academy of Pediatrics
developed recommendations directed at private practitioners.
Over the years, these two committees have worked increasingly
closely and now publish “harmonized” recommendations that are
endorsed by CDC, AAP, and several other professional organiza-
tions. These recommendations in essence establish the “standard
of practice” of vaccine use in the US. Since 1994, the ACIP has had
the additional responsibility of determining which vaccines will be
included in the Vaccines For Children program, which provides free
vaccines to approximately 40% of US children.

ACIP recommendations are almost always accepted by the
Secretary, DHHS and adopted as policy. In addition, ACIP

Table 4
New or revised recommendations made between 2004 and 2006 in the USand Japan.

recommendations are endorsed by many other professional orga-
nizations. Thus, ACIP recommendations have a huge effect on both
government and private sector decision making processes. The
recommendations are evidence based, and experts’ opinions are
widely reflected. In addition, the meeting is open to the public,
so the meeting itself is transparent and anybody has a chance to
make comments or show their concerns. There is no doubt that
these efforts have contributed to gain trust and acceptance from
physicians and parents with respect to immunization.

Last but not least, recommendations are continuously reviewed,
discussed and revised on an ongoing basis based on new evidence.
As the prevalence of the disease changes or new effective vaccines
are introduced, the immunization program should be revised to be
most effective for the population. For instance, the US has intro-
duced or modified several new recomnmendations in the 2-year
period 2004-2006 to utilize the new vaccines that are available
and effective (Table 4). In contrast, in Japan, the last major revision
to the Vaccination Law was 14 years ago and only one new vac-
cine has been added to the immunization program during the same
period of time. With increasing international travel, the chance
of importation and exportation of vaccine preventable disease to
and from Japan has increased and more and more people in Japan
may be exposed to the danger of having diseases which could be
prevented.

Like the US, Japan has many researchers as well as a govern-
ment organization that relates to making immunization program
and policy, including the Ministry of Health, Labor and Welfare
Health Service Bureau, Pharmaceutical and Food Safety Bureau, and
National Institute of Infectious Diseases. However, there is no orga-
nization or committee that can gather the data from different areas,
assess and evaluate the collected information, and present arecom-
mendation to the government [16](Fig. 2). Additionally, the division
chief of the Tuberculosis and Infectious Disease Control division
in the Ministry of Health, Labor and Welfare, who works most
closely with Immunization Law, typically changes every 2 years,
with the possibility of a change in focus of the immunization pro-
gram. Moreover, in Japan, no vaccine is required for school entry
nor do any other mandatory vaccination requirements exist affect-
ing children or the adult population. Under these circumstances,
it may be difficult to discuss immunization issues with long and
continuous vision. A body such as the ACIP(supported by an organi-
zation like CDC and working groups), that can lead multiple groups
and organizations, utilize the collected data and make impact on
immunization policy, is strongly needed [17,18].

In the US, the ACIP recommends policy regarding vaccines.
Implementation is in the hands of private practitioners and local
and state health departments. CDC, through its National Center
for Immunization and Respiratory Diseases, has a sizable organi-
zation supporting the entire effort with surveillance, investigation,
education, and financing.

—279—



1728 H. Kamniya, N. Okabe / Vaccine 27 (2009) 1724-1728

l Immunization Policy {recommendation} I

[

I Government (DHHS) P...,

coc} [aci k

S -

Working Group

i
\ e -
Experts Federal Manufacture
Agency

] Irmunization Policy {Law) §

b
| Ministry of Health ]

{ i 1
Health Service Buresu Fharmaceutical and National Institute ol
Fong Safety Bureau infectious Diseases
..................................... {Quality assurance and £pi}

18 and Infectious
Diseases Control
Divisian {Legislator}

Blood and 8lood
Product Division:
{(Vaccine supply)

fvaluation and
Licensing Division

Pharmaceitical and
Medical Devices Agency

| Vetcine Committee

i
Varcine Committee
{Experts menting)

{f.xperts meeting}

Fig. 2. The structure of immunization policy making in the US (upper) and Japan.
Scheme indicates that in the US, working groups and ACIP provide the opportunity
for representative from different organization to meet and discuss issues on same
table, whereas in Japan, each Bureau and organization has its own advising commit-
tee, but system does not allow for interaction among them before establishment of
new recommendations for immunization.

7. Conclusion

We compared and highlighted the differences of the situation
of the immunization program in Japan and United States. The exis-
tence of an advisory committee that has the responsibility, power
and ability to advise government organizations such as CDC and
DHHS has huge impact on immunization program in the US. How-
ever, existence of the ACIP is not, in itself, enough to run the
immunization program effectively. CDC, State and Local Health
Departments, and other organizations and experts supportand pro-
vide enough information to ACIP to enable it to discuss and debate
the problern with evidence.

It could be useful for Japan to establish a committee similar to
ACIP to improve its immunization program. Fortunately, there is a
strong desire for ACIP among many Japanese physiciansand interest
in establishing a Japanese version of ACIP is growing. It is a welcom-

ing atmosphere, although we must keep in mind that support for
ACIP such as funding, manpower, and surveillance system is equally
as important as simple formation of ACIP.
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