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This supplement of Vaccine contains detailed descriptions of the experiences and processes of 15 well-
ecision making
vidence-based
dvisory group

established National Immunization Technical Advisory Committees from all regions of the world. All of
these committees provide information to national governments that is used to make evidence-based
decisions regarding vaccine and immunization policy. Nevertheless, many differences between commit-
tees exist including their legal basis, size and scope of committee membership, scope of work, role of the
Ministry of Health on the committee, existence of conflict of interest policies, and ultimate role in the
decision-making process. Individual country authors identified numerous areas for improvement and

re.
these are summarized he

. Introduction and background

Compared to the wealth of information on immunizations and
accines, there is a paucity of published information on National
mmunization Technical Advisory Groups (NITAGs) [1]. The cur-
ent Vaccine supplement was developed to provide examples and
nsight on the functioning of well-established committees. The pur-
ose of the supplement is to inform other countries wishing to
stablish or revise their own NITAG on the composition and func-
ioning of 15 NITAGs from all regions of the world.

The process was conceived and implemented by the Support-
ng Independent Immunization and Vaccine Advisory Committees

SIVAC) Initiative (which is described in a separate article) [2]. The
rocess for selecting countries for inclusion was based on an infor-
al solicitation of opinion from World Health Organization (WHO)

taff – with a view toward identifying well-established commit-

Abbreviations: MOH, Ministry of Health; NITAG, National Immunization Tech-
ical Advisory Group; SIVAC, Supporting Independent Immunization and Vaccine
dvisory Committees; UNICEF, United Nations Children’s Fund; WHO, World Health
rganization.

� One of the authors is affiliated with the World Health Organization. The authors
lone are responsible for the views expressed in this publication and they do not
ecessarily represent the decisions, policy or views of the World Health Organiza-
ion.
∗ Corresponding author at: Agence de Médecine Préventive, Institut Pasteur, 25-
8 rue du Docteur Roux, 75724 Paris, France. Tel.: +33 153898620;
ax: +33 153898639.

E-mail address: bgessner@aamp.org (B.D. Gessner).

264-410X/$ – see front matter © 2010 Elsevier Ltd. All rights reserved.
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tees from all regions of the world – supplemented by expert advice
from government officials and public health experts. Twenty coun-
tries were approached and 15 were eventually included (Australia,
Canada, China, France, Honduras, India, the Islamic Republic of Iran,
the Sultanate of Oman, South Africa, Republic of Korea, Sri Lanka,
Switzerland, Thailand, the United Kingdom, and the United States)
[3–17]. Countries included here are not exhaustive of strong com-
mittees either globally or regionally.

We did not use a systematic process to obtain results for specific
NITAG features. Country authors were sent a framework developed
by the SIVAC team in order to guide them in considering what to
develop in their manuscript. Categories of topics the authors were
asked to address included: (1) description and background, includ-
ing committee membership and historical perspective; (2) terms
of reference and meeting process, including declaration of inter-
ests by members; (3) development of recommendations and the
basis for decision making, including the role of working groups;
(4) the role played by economic evaluations and other financial
issues in decision making; (5) the role of the committee in the ulti-
mate decision-making process, including case studies of recent key
committee decisions; (6) the role of manufacturers, insurers, and
other private and professional interests; (7) communication activ-
ities and training practices; (8) problems encountered, limitations,
and future developments; and (9) summary and conclusions. The

authors themselves made the final decision of what to include and
highlight and in view of the space constraints it is likely that authors
did not list all potentially relevant aspects of their committees.
Consequently, absence of information should not be interpreted
as absence of process unless otherwise specified.

http://www.sciencedirect.com/science/journal/0264410X
http://www.elsevier.com/locate/vaccine
mailto:bgessner@aamp.org
dx.doi.org/10.1016/j.vaccine.2010.02.025
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The resulting publications highlight the variety of approaches
aken by NITAGs and provide examples, successes and challenges
aced by these groups. The articles also provide information from
n evolving group of committees that were formed as early as the
960s (in the case of Canada, Sri Lanka, the United Kingdom, and
he United States) to within the past 10 years (in the case of India,
man, South Africa, and Switzerland); when reading committee
escriptions and processes, the reader should keep differences in
he duration of committee existence in mind. The reader also should
eep in mind this synthesis includes data from in-depth reporting
rovided by a few countries while the article by Bryson et al. [1]
rovides a broader but less detailed overview. Consequently, the
ata in the two articles are not necessarily directly comparable.

All of the NITAGs reviewed here have an established record
f providing support and guidance on vaccine and immunization-
elated issues to national decision makers. This has been achieved
espite considerable differences in committee structure, function,
nd responsibilities. The article included here by Duclos [18] on
HO guidance for NITAGs, through its flexible recommendations,

ecognizes that local contexts may require a variety of approaches
y countries to maximize the influence of NITAGs on the decision-
aking process.
For the purposes of this document we will use the term Ministry

f Health (MOH) to refer to government decision-making bodies
xisting within the central government or executive branch. Addi-
ionally, not every country has a committee with responsibilities
imited to immunizations and vaccines. Nevertheless, we will use
he term NITAG to refer to all committees.

. Synthesis of results

.1. Legal structure

All of the NITAGs included in this supplement report a federal
overnment-sanctioned basis for their creation. Two basic models
xist, namely ministerial or executive branch decree or a legisla-
ive act. The former is by far more common with only the United
tates, United Kingdom, South Korea, and Sri Lanka indicating the
xistence of a law authorizing committee creation.

.2. Scope of work

The vast majority of NITAGs report operating under specific
andates or terms of reference. The relative merits of broad ver-

us narrow mandates are subject to debate, and both models have
dvantages and disadvantages. Ten of the committees report that
heir mandate is limited to vaccines and immunizations (often
ncluding immunoglobulins) while five have broader mandates to

ork in other areas of communicable disease control. The broadest
andate reported is that for China, which included recommenda-

ions on vaccines and immunizations, recommendations on other
ommunicable diseases, design and implementation of education
nd research studies, vaccine preventable disease surveillance pol-
cy, outbreak response, and programmatic issues such as vaccine
upply.

Within the realm of vaccines and immunizations, all NITAGs
pecifically report that their role includes developing recommenda-
ions on new vaccine introduction and schedules. Other common
ctivities reported include recommendations related to high-risk
roups, vaccine formulation, research priorities, and implications

f adverse events. Other less commonly reported topics for which
ommittees issue recommendations include those for vaccine
overage, logistics, supply, and regulation; supplementary immu-
ization activities (for example, activities associated with polio
radication); vaccine and immunization program financing; and
e 28S (2010) A1–A5

communicable or vaccine preventable disease surveillance, con-
trol, or outbreak response. Additional activities include responding
to questions from key groups or the public and educational efforts
related to vaccines and immunization.

2.3. Committee membership

The process of committee member nomination is diverse.
The broadest recruitment process is used by countries like the
United States and United Kingdom, which advertise nationally
and accept nominations from any source. In France, nominations
come through the general medical community. In four countries,
members are selected based on positions allocated to the central
government or professional organizations. In the case of the for-
mer, members serve as long as they remain in their position and in
the case of the latter they are nominated by the organization. For
the remaining five countries for whom this information is known,
the MOH, the NITAG itself, or both put forward nominations.

Regardless of the nomination process, MOH representatives play
a central role on almost all the committees, either by virtue of hold-
ing the position of chairperson or secretary, holding various fixed
positions, or acting as the committee secretariat. In some instances,
numerous MOH agencies (including regulatory) have committee
representation.

Expertise represented on the committees is primarily medical
or public health and includes paediatricians, family practitioners,
infectious disease experts, experts on vaccinology or immu-
nization, public health experts, and in rare cases economists.
Community representation was included on four committees: a
consumer representative in South Korea and the United States,
a consumer expert in Australia, and a “lay person” in the United
Kingdom.

Appointment to committees varies from 2 years to unlimited,
for example, positions assigned to specific government positions.
The most common duration is 4 years, and usually reappointment
is allowed (either a limited or indefinite number of times). Korea,
with the shortest period of appointment at 2 years, does not allow
reappointment nor does the United States.

The total number of official committee members that vote or
participate in consensus decisions (depending on the decision-
making process) varies from 5 in Honduras (all paediatricians) and
10 in Oman to 33 in India and 38 in Sri Lanka. The median number
is 19. In some cases, the size of the committees is augmented to a
large degree by numerous liaison and ex officio members.

Most committees include ex officio or liaison members, implying
that these persons or organizations may participate but not vote.
These members usually include government representatives from
Expanded Program on Immunization programs or programs related
to disease control, regulatory affairs, and in one case a govern-
ment vaccine producer. Other ex officio or liaison members include
representatives of professional organizations, UNICEF, and WHO.
Differences between committees may reflect in part differences in
the definitions and roles of liaison and ex officio members.

Except in the one case of a government vaccine producer, phar-
maceutical companies do not have formal representation or voting
rights on the committees. In 6 of 10 NITAGs that report this infor-
mation, however, industry representatives are allowed to attend
meetings and present information when necessary.

2.4. Meeting procedures
Most countries report regularly scheduled NITAG meetings,
ranging from 1 to 8 per year, and in all cases but two of these coun-
tries also report ad hoc meetings to address urgent issues (most
recently the influenza H1N1 pandemic). China and Thailand report
that meetings are scheduled only ad hoc. The number of meetings



accin

p
t
s

t
S
m

d
t
a
N
i
p
t

2

d
n
v
m
t
b
c
n

f
A
i
S
c
v
a
i
p
q
c

o
f
w
f
s
m
b

t
c
K
m
c

s
L
i
t
s
m
c
t
fi
a

T

B.D. Gessner et al. / V

er year, however, may not measure the work or efficiency of par-
icular NITAGs since meeting duration is variable, in some cases as
hort as a half day.

Among 12 NITAGs reporting this information, meetings are open
o the public in only two countries (South Korea and the United
tates). However, four other countries indicated that specified
embers of the public could attend with a formal invitation.
The meeting agenda determines which topics the NITAG will

iscuss and thus is an important instrument in determining even-
ual policy. Eleven countries identify who determines the agenda
nd in most cases this includes the MOH either solely or in part.
ITAG members themselves are also a common source of agenda

tems. Less frequently, NITAGs solicit or allow agenda items from
rivate health care providers, WHO, professional organizations, and
he public.

.5. Data sources

The majority of NITAGs make use of working groups to assemble
ata for presentation to the full committee. These may be perma-
ent, temporary but for a prescribed duration, or ad hoc. Size may
ary from one to an unlimited number of persons. Working group
embership consists in most cases of a NITAG member, usually in

he role of working group chairperson. Other working group mem-
ers may include government officials (which is obligatory in some
ountries), liaison or ex officio members, and invited experts (either
ational or international).

Most countries do not report a codified and systematic process
or collecting and evaluating data for the decision-making process.
n example from one end of this spectrum is Canada, and the reader

s encouraged to examine Table 4 of the Canadian manuscript [4].
ome countries identify specific epidemiological criteria that are
onsidered (often in order of prioritization) when considering new
accine recommendations, the most common of which is mortality
ttributable to the disease prevented by the vaccine. Other criteria
dentified include disability or quality adjusted life years lost, hos-
italizations, morbidity, and epidemic potential for the disease in
uestion plus issues of equity and the possibility of disease eradi-
ation.

Many countries report that they rely more and more frequently
n local data and where reported universally indicate a preference
or local data. Local data may be particularly relevant for diseases
ith highly variable epidemiology or for vaccines that behave dif-

erently in different populations. Committees not only use, or in
ome cases require local data but in most cases also make recom-
endations on additional local research and data that are needed

efore a decision can be made.
Economic evaluation data are considered by all committees with

he exceptions of Australia and Canada (where a separate advisory
ommittee evaluates economic issues). However, only the United
ingdom’s committee uses specific cost-effectiveness cut-offs for
aking recommendations on including vaccines in the public vac-

ination schedule.
Five countries report that their committee considers financial

ustainability when reviewing evidence (Iran, Korea, Oman, Sri
anka, and Switzerland). The Sri Lankan committee reports that
t does not recommend a vaccine unless it is certain that the coun-
ry can sustain financing regardless of the availability of donor
upport such as through the GAVI mechanism. The other four com-
ittees do not report how financial sustainability issues affect

ommittee recommendations. In contrast to these five countries,

he remaining countries included in the supplement indicate that
nancing aspects are taken into consideration by the government
fter issuance of committee recommendations.

In general countries use all sources of data available to them.
his may include peer-reviewed articles, findings of other NITAGs,
e 28S (2010) A1–A5 A3

WHO documents, regional data (for example, Oman shares data
with other gulf countries), and local data (published or unpub-
lished).

Beyond the use of data and publications from WHO, six coun-
tries report on the influence of WHO recommendations for final
committee decisions. In three instances (Honduras, Oman, and
Switzerland) the committee to date has supported all WHO rec-
ommendations. Three committees (South Africa, Thailand, and the
United States) state that they modified WHO global recommenda-
tions to the local national circumstances.

Twelve NITAGs indicate the process by which final recommen-
dations are made and in seven cases this is by consensus and in five
by voting. Among groups that vote, this usually occurs by majority
vote.

2.6. Conflict of interest policies

NITAG recommendations may have considerable implications
for vaccine sales and thus most of the included manuscripts
emphasize that committee members must be independent of phar-
maceutical industry influence. Eleven of 13 countries reporting this
information have some formal conflict of interest policy, but three
of these indicate no written declaration is required. The remaining
two countries (India and Sri Lanka) have no formal policy.

The consequences to committee members when they report a
conflict of interest vary by country. For example, depending on the
level of conflict, members of the Australian NITAG might participate
and vote, participate but not vote, attend the meeting but remain
silent, or be barred from the meeting altogether. The United King-
dom as well report a relatively nuanced policy, based on whether
a conflict of interest is personal (e.g., stock ownership) or non-
personal (such as involvement in a study through an academic
institution) and whether the conflict is specific or not to the vaccine
in question.

2.7. Ultimate role of the committee in the decision-making
process

In most cases, authors report that committee recommendations
are advisory and not legally binding. However, in five countries the
committee has some form of legal responsibility for determining
some or all policy related to the topics under their mandate. In
Iran, for example, the government is obliged to implement com-
mittee recommendations, although no law requires this. In Oman
and Sri Lanka, the government is legally obligated to implement
recommendations. Recommendations from the United Kingdom
also carry legal weight but a recommendation may be made only
if economic data are convincing (as described above); otherwise,
findings are considered advisory and are not legally binding. Lastly,
the United States NITAG recommendations are advisory in most
instances. The exception is the Vaccine for Children’s Act, which
regulates financing of vaccines for low income children; in this
case, committee decisions determine which vaccines will be funded
under this program.

Some countries specifically state that not all recommendations
are followed, such as South Africa, South Korea, and Thailand, where
budget limitations are the most common reason for lack of imple-
mentation of recommendations. Other countries, such as Honduras
and Switzerland, report that decisions do not carry legal force but
to date all recommendations have been implemented.
2.8. Areas identified for improvement

Almost all committees identified areas for improvement. Of
great interest is that this is the area with the greatest variation
in results, with very little overlap between committees. The most
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Table 1
Areas for improvement identified by 15 National Immunization Technical Advisory
groups.

Topic area
Better availability and use of economic data
Insufficient expertise on committee
Insufficient data available to committee
Insufficient independence from pharmaceutical industry
influence
Increasing level of work
Broaden agenda to include programmatic issues
Improved coordination between government and committee
Lack of committee representation from all relevant
stakeholders
Lack of specific scientific criteria for new vaccine approval
Lack of a specific conflict of interest policy
Improved availability of committee results
Insufficient committee funding
More transparency in committee processes
Lack of modelling expertise
Lack of legal force of committee decisions
Better decision-making process (in this case, voting instead of
consensus)
Lack of presentation of recommendations in specific
evidence-based format
Increasing demands from stakeholders
Presence of duplicate national committees with overlapping
agendas for vaccines and immunizations
Lack of committee member pay
Improved interaction with other national committees
Insufficient public recognition of committee role
Need for more frequent meetings
Fulltime secretariat support
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Insufficient implementation of committee recommendations
Need for formal working groups
Lack of formal committee terms of reference

ommonly identified area for improvement (mentioned in eight
eports) is in the realm of economic data including lack of policies
egarding how to weigh economic data, lack of economic exper-
ise on the committee, and insufficient weight given to economic
ata. The second most commonly identified area for improvement
mentioned in five reports) is lack of overall necessary expertise
o reach optimal evidence-based decisions, followed by insuffi-
ient data availability, an increasing level of work, and insufficient
ommittee independence from the pharmaceutical industry (three
eports each) (Table 1).

. Summary and conclusions

This supplement represents the first effort to pull together
n one place the detailed processes and experiences of a set of

ell-established NITAGs. These committees are becoming more
ommonplace globally and the information presented by indi-
idual committees should provide valuable examples for other
ommittees as well as for countries seeking to develop committees.
hese reports are particularly helpful in this respect as individual
anuscript authors have provided a candid insider’s view of com-
ittee functioning, with clear descriptions of NITAG structures,

uccesses, and difficulties. Overall, examples of strong committees
hat provide evidence-based information to national decision mak-
rs exist from all regions of the world, from countries at various
evels of socio-economic development, and from countries with
oth large and small populations.

Some commonalities seem important to emphasize. A
overnment-sanctioned structure is essential, although it is

robably not important whether this occurs through a gov-
rnment decree or legislative action. Most of the committees
escribed here focus on the limited area of vaccines and immu-
izations although a broader scope is not necessarily problematic.
he role of government in committees may raise concerns about
e 28S (2010) A1–A5

committee independence from political influence. However, in
the sample of committees presented here government influence
– whether formally through committee membership, appoint-
ing committee members, serving as the secretariat or setting
the meeting agenda – was large. It is not clear how this heavy
involvement of government affects the influence of science in the
decision-making process.

One of the most vexing issues for NITAGs is the proper role
of vaccine manufacturers. Decisions about the purchase of vac-
cines have significant implications to both manufacturers and the
taxpayer. It is therefore not surprising that all committees recog-
nized the importance of minimizing the influence of manufacturers
on the scientific process. Influence can occur through conflicts
of interest for otherwise independent committee members and
through direct participation of pharmaceutical representatives.
With respect to the former, most committees have specific con-
flict of interest policies in place. It seems clear that this should be
a fundamental component of the committee and should include
written conflict of interest guidelines with specific policies in place
for actions to deal with different levels of conflict of interest.
With respect to direct pharmaceutical representative participa-
tion, all committees (with the exception of one committee that
includes a local vaccine producer) indicated that industry did not
participate in voting. However, some committees indicated that
industry representation or participation was allowed at meetings.
In this sense, financial or material influence must be differenti-
ated from scientific information and industry may be the best
source in some cases, such as safety data or the full portfolio
of data on vaccine performance. This type of information may
be provided through documents, telephone, or a specific invited
meeting presentation without otherwise involving pharmaceutical
representatives in the NITAG process, for example, the exam-
ple of the United Kingdom. Other less obvious conflicts, such
as competing priorities within different parts of the MOH and
impact on private practitioners if governments recommend a vac-
cine free-of-charge through the public sector, were not explicitly
addressed.

Official committee terms were relatively limited, but the option
of reappointment made de facto committee terms lengthy in many
countries. Many countries also cited a lack of local expertise and it
is possible that this has influenced the decision by some countries
to forego time-limited or short-term committee appointments.

The final impact of a committee is in its influence on policy.
In most countries, committee decisions were advisory and thus
their influence on policy derived from the respect in which national
decision makers held the NITAG. In four countries, influence was
assured through some measure of legal obligation conferred by
committee decisions. Regardless, the most common reason pro-
vided for lack of implementation was financial limitations and in
two countries in which recommendations carried a legal obligation
this was true only if economic criteria were met. Thus it was not
surprising that the most common area noted for improvement was
more emphasis on economic issues.

Some may wonder why countries need NITAGs given the
issuance of global or regional recommendations by WHO and its
advisory bodies. Although many countries indicated that their
recommendations were always in line with those of WHO, others
reported that adjustment was necessary at the national level. This
helps emphasize that while global or regional WHO guidance is
important for countries to consider, NITAGs play a critical role in
placing these recommendations into a context that considers local

differences in national budgets, disease epidemiology, and health
priorities. Moreover, WHO recommendations do not cover the full
scope of vaccine and immunization issues of national concern.

NITAGs are likely to continue to increase in number and influ-
ence over vaccine policies. Many countries that do not have NITAGs
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ave taken decisions to initiate them, as evidenced by the recent
nauguration of a NITAG in Cote d’Ivoire (with support from the
IVAC Initiative). NITAGs, including many of those reported in this
upplement, have seen their workloads and responsibility increase,
or example in response to the influenza pandemic. Because of
his, it is essential that these committees function well and reach
cientifically sound, evidence-based decisions. The information
resented in this supplement from individual countries, WHO, and
he global NITAG review should further this goal through sharing of
oth information as well as extensive examples of various models

n committee structure and function.
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