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ABSTRACT

Despite national immunization programs existing in each country, the national
immunization policy development processes are not well described. One approach used
to facilitate the process is that of national immunization technical advisory groups
(ITAGs) which make technical recommendations to the national government to guide
immunization policies and programs. To better understand the current policy making
processes of countries across the globe, a systematic review as well as a global level
survey were conducted. This thesis summarizes the characteristics of national
immunization policy development processes in all countries as well as the existence of
national ITAGs and their characteristics and modes of operation. In conclusion, ITAGs
are considered a useful tool by countries for immunization policy development but many
countries lack this tool and many of the existing groups need strengthening. Additional

evaluation of these groups and further research is needed.
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CHAPTER ONE: INTRODUCTION

Rationale ,

Despite all nations having a national immunization program of some kind, the
immunization policy development processes in countries around the world is not well
described and documented. Ideally, the processes of immunization policy development
are based on scientific evidence and the country’s epidemiological situation and public
health priorities. The processes should be transparent and should not be unduly
influenced by political or industrial motives. This transparency is key to the credibility
of the immunization program and facilitates the implementation as it is seen as being a
national program with true value. By increasing knowledge on the methods of
immunization policy development, support can be targeted to strengthen these processes.
Improving immunization policy development processes and thus policies, leads to an
increased likelihood of achieving the greatest and most cost-effective impact on vaccine
preventable diseases. Policy decisions will still be influenced by the availability of
funds and due consideration to opportunity costs.

One method of immunization policy development that facilitates the evaluation
of new vaccines and vaccine technologies is the establishment of national Immunization
Technical Advisory Groups (ITAGs). These groups are independent advisory
committees that make technical recommendations on immunization policies to the
national government. They guide policy makers, enabling them to make evidence based
policy decisions when introducing new vaccines or updating their national immunization
programs. These groups are not implementing, coordinating, or regulatory bodies but
instead have merely a technical advisory role.

The premise of national ITAGs is to assist national governments in making
evidence-based decisions, which is particularly needed in the context of the complexity
of the vaccine armamentarium and increasing cost of vaccines. They bring the necessary
expertise and credibility to national immunization policies by having experts who are
independent from the government and from industry make technical recommendations to
inform policy. These individuals act in their own capacity and when properly selected to

be free of conflict of interests and in the context of well-established evidence-review



processes are less likely to be influenced by lobby groups, political motives, or industry;
instead, they base their recommendations on the epidemiology within the country and
the scientific evidence on‘vaccines; A national ITAG offers the government support,
credibility, and increased technical capacity provided the government is willing to

include them in the policy development process by recognizing their recommendations.

Objectives
To better understand the current policy development processes of countries
across the globe, a systematic review as well as a global survey were conducted. The

objectives of the research were:

1) To describe national immunization policy development processes in all
countries.
2) To describe the characteristics of national immunization technical

advisory groups.

3) To identify and compare the countries’ approaches to using evidence

for informing the policy development processes.

4) To identify the strategies used to communicate the decisions of

national immunization technical advisory groups.

5) To identify best practices related to immunization decision making

processes.

The systematic review was designed to collect published information on the topic
of all objectives. The survey contained questions which addressed the first four
objectives. The fifth objective is addressed in chapter four. Although we intended to
devise a generic process to be proposed to countries to establish or strengthen national
ITAGs, this was not completed due to the great variety in the processes and the lack of
evaluation of the groups and their processes.

Without any form of evaluation available and with the difficulty of identifying
satisfactory output indicators that measure the success of an ITAG, it was not possible to
create a simple generic process to establish or strengthen national ITAGs. From the

information we had, we created a ‘best practices’ list of indicators that we feel are



essential to having a well functioning ITAG. It is also challenging to develop general
ITAG modes of operation which would apply in all countries as adjustments are
necessary to complement the various cultural environments. To support countries in
strengthening or establishing national ITAGs, WHO has prepared a general gﬁidance

document on ITAGs which this thesis work has helped to adjust the content.

Outline

This thesis is presented in the form of three papers intended for publication in
peer-reviewed journals and will be shortened for publication. The longer version
included in the thesis, however, constitutes a more extensive record of information
useful for WHO. The thesis consists of five chapters: 1) Introduction, 2) Systematic
review, 3) Global immunization policy making processes, 4) A global look at national
immunization technical advisory groups, and 5) Conclusions and recommendations.

The systematic review, presented in chapter two contains published information
from journals, websites, and reports on the topic of immunization policy development at
a national level.

The results of the survey are presented in chapters three and four. Chapter three,
the paper entitled ‘Global immunization policy making processes’, is based on the
results of the global survey conducted. It reports on various policy development
processes in countries around the world. The survey population included all member
states of the World Health Organization (WHO) in the African, American, Eastern
Mediterranean, South East Asian, and Western Pacific regions (N=140) as per WHO
subdivision. The European region was excluded due to a similar initiative (N=53).

Chapter four, the paper entitled ‘A global look at national immunization
technical advisory groups’, reports on the presence, characteristics, and function of
national ITAGs around the world. This paper also outlines a list of best practice process
indicators of these groups. It is based on the results of the global survey as well as a
similar survey of the European region. The European region received a different
questionnaire which was amended to enhance compatibility with the global
questionnaire. Where possible, the information from the European questionnaire was

combined with that of the global questionnaire to provide global level data. In this

I



paper, the survey population includes all 193 member states of the WHO with the
combination of two questionnaires. Although all member states were invited to
participate in the two surveys, this paper focuses only on those who reported the
presence of a national ITAG and its characteristics. Both papers report on the presence
of national ITAGs for immunization policy development, however the numbers may

vary slightly due to the inclusion of the European region in the sample of the second

paper.



CHAPTER TWO: SYSTEMATIC REVIEW

Introduction

Immunization is a cost-effective public health intervention that greatly decreases
the morbidity and mortality associated with vaccine-preventable infectious diseases.
Each year, immunizations prevent over 2.5 million deaths worldwide'. The currently
available vaccines prevent a variety of diseases and more vaccines are under
development with several soon to be licensed. Because there are limited resources in
every nation, each country must make decisions regarding which vaccines to include in
their publicly funded immunization programs and for which populations.

Although virtually all countries have a National Immunization Program of some
kind, the processes leading to decisions on which vaccines to offer or include in the
national immunization program are not well described. Due to the amount of money
spent on vaccines, the fact that they guard against some of the most deadly diseases, and
that they are among the cheapest and most effective of public health interventions, it is
essential to understand how decisions on vaccines are made.

To facilitate immunization policy development processes, some countries have
established national technical advisory bodies, often referred to as national
Immunization Technical Advisory Groups (ITAGs). These are independent, expert
advisory committees that provide technical advice on vaccines and immunizations and
make recommendations to guide policy makers and program managers’. However, the
information available on the presence of these groups in countries and the characteristics
and functioning of these groups is limited.

The objective of this systematic review was to review all information available

on vaccine policy decision making processes at a national level across the globe.

Methods
Eligibility criteria
All publications that addressed the processes of immunization policy

development at a national level were eligible for inclusion in this review. The unit of



analysis was the country. There were no restrictions within the search strategy with
respect to date of publication.

Because the primary author (MB) has working knowledge of English and French,
publications in these languages were eligible for inclusion. Additional eligibility criteria
included:

1. Description of immunization policy decision making process including players

and/or factors involved in the process.

2. The process described must be that of the national level of a specific country.

Search strategy

The search strategy was developed in the database Medline using the OVID
platform and adapted to another database, Global Health, through consultation with a
professional librarian from Health Canada. The search strategies combined a search for
immunization or vaccination as well as a search for policy; making or decision making in
Medline (1950 to March Week 1, 2008) and Global Health (formerly CAB Health)
(1973 to March 4, 2008) (see appendix B for complete search strategies). The search
strategies were not restricted by language or date.

The secondary references of eligible studies were screened to determine if any of
the references could potentially be included in the review. The government websites of
the 193 member states of the World Health Organization (WHO) were searched for
information on the immunization policy development processes of the countries.
Government websites were accessed using a list of national government websites created
by the University of Michigan® when possible. When the country was not listed on this
website, government websites were searched for using the Google search engine’ with
the key words of “government” and “official” and the name of the country. Once the
government official website was accessed, the information on their immunization policy
development processes was sought by navigating through their Ministry of Health or
Ministry of Public Health websites and other appropriate pages such as that of

immunizations and vaccines.



Selection of papers

All titles and abstracts (when available) of the citations identified were screened
by two reviewers independently. All records that were identified as potentially relevant
at this stage were obtained in full text. Because the study was intentionally broad, if
there was disagreement between the reviewers as to which citations qualified for
inclusion, the citation was included and the full text was obtained. The full text articles

were screened by the two reviewers independently according to the inclusion criteria.

Data extraction

Once eligible publications were selected for inclusion, the data was abstracted
from each publication. The data abstraction form is available in appendix C. Data
abstracted included the country name, the source of the information, and any information
provided on the immunization decision making process. If the presence of a national
ITAG was reported, details on the committee were collected where available such as
membership, methods of functioning, funding, committee’s authority, consideration of
evidence, and communication strategies. Information on the authors and their
affiliations was recorded for all publications. The data abstracted varied depending on

what was reported.

Quality assessment

Because this systematic review is descriptive in nature and does not include
clinical trials or qualitative research, the quality assessment of reports did not include the
traditional components by which one would assess the quality of intervention or
qualitative studies. The author’s affiliation and the sponsorship of the article were
considered as an indication of potential conflict of interest and the date of publication

was considered as an indication of the extent that the information may be dated.

Results
Selection of published information
The literature search yielded 1343 potential citations for inclusion in this review.

Ovid Medline yielded 1030 of the citations and Global Health yielded another 313. Of



the 1343 citations, only 117 (84 from Medline and 33 from Global Health) met the
inclusion criteria based on their titles and abstracts. The full records were retrieved and
only 20 publications met the inclusion criteria and were ultimately included in the
review. The main reason for exclusion was that the publication did not describe the
process of immunization policy decision making. Eight of the publications were
retrieved from both Medline and Global Health®!*. Another eight publications were
retrieved from Medline'*?' only while another four from Global Health?*%* only.
Appendix D shows a flow diagram describing where the studies were retrieved and
reasons for elimination from the review.

The reference sections of the included papers yielded one additional relevant
publication®. It is unknown why this publication was not obtained through the search
strategy. Contact with an expert in the area also yielded an additional reference®’. The
websites of five countries provided information on national ITAGs: Australia®,
Canada®®, New Zealand®’, the United Kingdom (UK)3 ! and the United States of

America (USA)*%. Finally, this review is based on 22 publications and five websites.

Characteristics of included publications

The 22 publications and five websites in this review contained information on
policy development processes in 23 of the 193 WHO member states: Australia''"'**%,
Austria27, Brazil®, Cambodiag, Canada'""® ’26’29, Chinazz, Denmarkl6, France27,
Germany”, Ireland27, Italy27, Malilo, New Zealand7’25’3°, Norway13 , Papua New
Guinea®, Portugal”, Spain27, Sweden27, Switzerland“’27, Thailandls, The
Netherlands'"'%1%%7, UK?%*'?7 and USA!7 19212432 ¢ varying degrees. The processes
were described in the most detail in a publication describing that of the UK*" as well as
the websites which provided information on Australiazs, Canadazg, UK? 1, and USA*2,

Of the 22 publications, only one had the primary objective of describing the
national policy development process®. Nine of the publications discussed a country’s

6,7,10,12,13,15,16,21,24

experience with a particular vaccine . Another nine publications

discussed an issue relating to immunization policy development in their country or
region mentioned some type of information about their national development

process®”!#1922283:232627  Oyther publications described clinical services but mentioned a



group involved in making immunization policy recommendations'"'®. Two of the
reports discussed an issue across multiple countries: Welte'" discussed the role of
economic evaluations in vaccine decision making and Freed”’ discussed vaccine policy
development in Western Europe. None of the publications reported data specific to the
topic of this systematic review.

Only one of the publications focused primarily on the process of immunization

1°. Twelve of

decision making within a country (UK) and discussed an ITAG in detai
the publications mentioned ITAGs in the context of discussing a specific issue such as a
specific vaccine but did not offer much information on the ITAG®7:!11415:17-19.21.24-26
The five websites provided extensive information on the national ITAGs in Australia®®,
Canada®, New Zealand*’, the UK’', and the USA™.

The report by Freed provided information on the immunization policy
development processes in 10 European countries®’ including Austria, England, France,

Germany, Ireland, Italy, The Netherlands, Spain, Sweden, and Switzerland.

Quality assessment

All authors stated affiliations which were consistent with vaccine policy
stakeholders. These included members of the Ministry of Health or local universities
and often both. Only two of the publications in this review were sponsored by
pharmaceutical companies”>. A publication from New Zealand’ was a collaboration
between the national government, Chiron Vaccines, and the University of Auckland but
provided only the fact that an ITAG exists. This is unlikely to have affected the quality
of the publication with respect to this review. A publication of study results from
Norway'® was sponsored by Wyeth Lederle, however because the information collected
for this review was secondary to the study itself, i.e. a cost effectiveness analysis of the
7-valent pneumococcal conjugate vaccine, it is unlikely that this sponsorship affected

the quality of the publication with respect to this review.

National policy development processes
Information was retrieved on the immunization policy development processes in

23 countries of which 14 had a national ITAG independent from the government



(Australial L1828 Austria®’, Brazil®, Canada'"“**%, France?’, Germany27, Ireland?’, Ita1y27,
New Zealand”*>* °, Spain27, Switzerland27, The Netherlands' 1, UK3%? 1, USA!192 1’24’32;
Table 1). The other nine countries may have had these committees but the information
retrieved about their processes of immunization policy development did not make
mention of these groups.

Of the nine countries who did not mention a national ITAG, Cambodiag,
Denmark 'S, Papua New Guinea®, Portugal'', Sweden®’, and Thailand® reported other
groups which make immunization recommendations to the government. It is unclear
from the information collected if these groups were expert advisory committees that are
independent from the national government. Cambodia has a national level immunization
technical working group that identifies, implements, and monitors national immunization
programs in Cambodia’. However, the members listed are solely government officials
and representatives of international donors. In Papua New Guinea, the National
Pediatric Society makes recommendations and publishes guidelines that serve as
standards of care by the Health Department”. They meet to discuss evidence and new
developments in child health relevant to the population of Papua New Guinea. Denmark
has a National Board of Health”’, Portugal has the National Vaccination Plan
committee'' and Sweden has a governmental advisory agency’’ that makes national
immunization recommendations. The National Board of Health in Denmark conducts a
medical technology assessment that analyzes the epidemiology, public preferences,
financial implications, and health consequences of vaccines when making
recommendations'®. The Swedish advisory committee takes into account the
epidemiological data on infectious disease in Sweden and works with external experts to
make the best recommendations for their country’’. In the USA, although they have the
Advisory Committee on Immunization Practices (which is an independent ITAG), they

also have the American Academy of Pediatrics'®?*

and American Academy of Family
Physicians'® both of whom make immunization recommendations.

The information retrieved on Thailand concerned the development of the national
hepatitis B immunization policy®. There were many players involved in the
development of this national policy: the Ministry of Public Health’s Department of

Communicable Disease Control, the Thai Medical Association, the pharmaceutical

10



industry, and the media. A committee was formed with representations of government,
as well as various institutes and associations. It is unknown from the literature review if
this committee and these groups are involved in making all immunization policy
decisions or were only involved for this one vaccine.

The information obtained on the remaining three countries relates to the types of
evidence used when making immunization policy decisions. The government of China
bases decisions on disease burden, economic impact of disease, and feasibility of local
vaccine production”. The government of Mali considers the burden of disease'® and the

government of Norway takes cost-effectiveness data into account'”.

National immunization technical advisory groups

While many countries may have established national ITAGs, their presence was
reported in only 14 countries as previously mentioned. The information provided for
each ITAG varied greatly by country. There were no reports of ITAGs which had been
in existence but were no longer functioning.

Generally, the ITAGs in each country provided advice and guidance to the
government on the administration of vaccines to populations. For example, the terms of
reference for the Australian ITAG are to provide technical advice on the administration
of vaccines available in Australia, advise on and assess the evidence available on
existing, new and emerging vaccines, publish the Australian Immunisation Handbook,
and consult with partners on matters relating to the implementation of the Australian
immunization program?®. |

It is unknown when most of the ITAGs were established, as the dates of the
creation of the ITAGs were only provided for four of the 14 countries. The ITAG in the
UK was established in 19632%%!, Canada in 1964%, France in 1997%’, and Switzerland in
2004%". Although the exact year is not reported, the ITAG in New Zealand has existed
since at least 1980%°.

Table 1 outlines various characteristics of national ITAGs reported. Of the 14
countries for which information on their ITAGs was retrieved, 12 countries provided
information on their membership (all except Brazil and New Zealand)'+2%27:293132

There were between four to 15 ex-officio members reported by five of the
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. 20.27-
comm1ttees'°‘27 293132

and between 11 and 27 liaison members reported by two
committees”~2. Members of the ITAG in Canada®® and the UK*' are not paid;
conversely, members of the American ITAG (with the exception of government
employees) are paid >,

The types of expertise represented on the committee were reported for Canada,
France, Germany, Italy, New Zealand, Spain, Switzerland, UK, and USA!420.27.29-32
These included clinical medicine, epidemiology, immunology, infectious disease,
internal medicine, health economics, health planning, microbiology, nursing, pediatrics,
and public health-while some also had a community member and insurance
representative. The most commonly reported areas of expertise were infectious disease
experts (n=5) and immunology, microbiology, pediatrics, and public health, which were
all represented on four of the nine committees.

The methods of selecting members were reported for six committees. Members
were appointed by the Minister of Health in Austria, France, Germany, and Italy*’ and
by the Chief Public Health Officer in Canada®. In the USA, members were selected by
the Secretary of the US and the Department of Health and Human Services and the chair
was selected from amongst members who had been on the committee for over a year’>.
In Canada, the chair and vice-chair were appointed by the Chief Public Health Officer®.
The candidates for these positions were recommended by government officials in the
relevant public health depaﬁmentszg.

Information was available on the use of evidence in eight of the 14 national
ITAGs (Australia, Brazil, Canada, Spain, Switzerland, The Netherlands, UK, USA).
Australia mentioned using evidence but did not offer further information'"'**%. The
ITAGs in Brazil®, Canada®®, and the UK®' conducted a literature review prior to making
recommendations. The ITAGs in Brazi16, Canadazg, Switzerland®’ and the UK>! took the
recommendations of other countries into consideration although they are not necessarily
a key factor in final decision making. While Canada''?®, Switzerland®’, The
Netherlands' 1’12’27, the UK?%3 1, and the USA>? took economic evaluations into account,
Australia®® and Spain27 did not consider economic aspects when making

recommendations. In the past, Australia has considered economic aspects when making

recommendations''* but this is no longer part of their mandate as the Pharmaceutical
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Benefit Advisory Committee took over this responsibility in 2005°%. Burden of disease
within the country was considered by ITAGs in Canada®?’, Spain’’, The
Netherlands'>? 7, and the USA*? when making recommendations. Canadals, Spain27, and
the USA*? also considered the vaccine efficacy and vaccine safety. It was reported that
the ITAG in Canada® and in the UK>' appraise the quality and validity of the evidence
to determine if it is strong enough to justify a recommendation in their country.
Canada® reported grading the evidence while in the UK the method was not specifically
reported. However, a table was provided on the UK website outlining grades of
evidence for intervention studies’’. The ITAG in Canada also collected evidence on the
feasibility of the program in Canada prior to making a recommendation®®. ITAGs in
Australia, Canada, the UK, and the USA had working groups to collect information on
specific topics for the committee?®?52%3132

Details about the publication of ITAG recommendations were given for nine
countries. While Australia®®, Austria27, Germany27, and the UK?%*! released an annual
report or annual national immunization booklets, France and Ireland*’ published their
guidelines every second year in a report. Canada published the Canadian Immunization
Guide every four yearszg. Austria, Canada, New Zealand, the UK, and the USA

published their recommendations online?**7>%2,
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Discussion

This systematic review summarizes the limited amount of information published
about the processes of vaccine policy decision making at a national level. Although it is
assumed that every country must go through this process, the published and online
information available about the processes is sparse with this systematic review
recovering information on only 23 of 193 countries. The lack of information in print and
on the internet demonstrates the need for countries to disseminate information on their
immunization policy making processes. This exchange of information could help
countries improve their policy making processes by offering concrete examples of
feasible policy making methods while building international relations and increasing
their credibility through transparency.

The information retrieved about the immunization policy development processes
came mostly from developed countries®. There was information retrieved about only
four countries considered to be developing (Brazil, China, Papua New Guinea, and
Thailand) and only two countries considered to be least developed (Cambodia and Mali).
Thirteen of the 14 countries with ITAGs for which information was retrieved in this
review are developed countries. Brazil was the only exception (it is considered a
developing country’ %) but is known for its strong public health system. Also, the
information available on this country was the most brief.

Cambodia, Denmark, Papua New Guinea, Portugal, Sweden, and Thailand have
immunization advisory committees but it was unclear if these committees were
independent from the government. Part of the importance of an ITAG is the
independence from the government and industry in providing scientific and technical
advice on immunization programs in the country. This independence from the
government and industry gives the recommendations a higher scientific credibility with
less possibility of influence from financial or political motives.

Although there are presumably many ITAGs in existence, only 14 were
identified in this review of the literature and country websites and even for these, very
limited information was published. There was only one publication in a scientific

journal and four websites explaining the role of the group and methods of functioning.
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There is essentially no published or easily accessible website information on the ITAGs
outside of those established in Australia, Canada, the UK, and the USA.

The information collected in this review demonstrated many differences between
countries’ ITAGs. Although they have the same purpose, the methods of functioning,
the membership, the process of making decisions, and the transparency of the process
vary amongst groups. The reported modes of functioning of each ITAG are credible and
serve their purpose but vary according to the context of their country.

Of note is that no country in this review had an ITAG and dissolved it. Thus it
would appear that countries wishing to form an ITAG should consider their specific
needs and resources and may want to use models developed in other countries to ensure
credibility, transparency, accountability, stability, and independence.

This broad review on immunization policy development processes did not
retrieve any information on process or outcome evaluation. There was no literature
retrieved which evaluated the processes through which policies were made. Although
national ITAGs exist and are well established in some countries, no literature discussing
evaluation of the presence or the processes used by these groups was found. This is an
important gap in the literature and such an assessment may need to be done in order to
convince some governments of the credibility and usefulness of these groups.

The main limitation of this review is that only publications in English or French
were included in the review. There may be additional information available on the
processes of immunization policy development at a national level published in languages
other than English or French, particularly on national websites. It is unknown to what
extent information is missing due to the language restrictions.

The assessment of the quality of information is another limitation of this study.
Although the source and date of publication were documented, policy making processes
may have changed over time and it is unknown if the methods employed in the past
remain the same today. As well, there are many varying perspectives of players involved
in immunization policy development that may not have been reflected in the published
literature due to the small number of publications and limited information provided.

This review is a concise presentation of the information retrieved from public

sources on immunization policy development processes around the world. In itself, the
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scarcity of information raises the question of policy effectiveness and reinforces the need
for a survey to remedy the information gap on immunization decision making processes
across the globe. It is recommended that countries share their processes not only on the
web but also through accessible publications for their own benefit as well as that of

others.
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CHAPTER THREE: GLOBAL IMMUNIZATION POLICY DEVELOPMENT
o PROCESSES

Introduction

With the increasing number of vaccines and vaccine technologies available and
the complexity of immunization schedules, each country’s national immunization
program needs clear processes to make informed decisions. The most current
information on the relevant disease in each country as well as the effectiveness of the
vaccine needs to be taken into account when making decisions to implement vaccine
programs. This requires access to vaccine effectiveness and safety data, local
information on disease prevalence and outcome, as well as the expertise to interpret the
evidence. A systematic, transparent process for developing immunization policies helps
to increase the credibility of each country’s national vaccine policies.

Given that vaccines are used in every country, virtually all countries have a
National Immunization Program of some kind. However, the processes through which
countries make vaccine policy decisions is poorly described and documented. A
systematic review of published articles on websites and health journals on this topic
revealed only 22 papers ' and furthermore, found little in depth information on the
vaccine policy development process. The systematic review on immunization policy
development processes found information on the players involved and the factors and
sources of information considered when developing immunization policy decisions in 23
countries'. Key to these decisions were national bodies known as Immunization
Technical Advisory Groups (ITAGs) that provided technical advice to guide
governmental immunization policies independent from the national government. The
presence of an ITAG facilitates the review of new immunization interventions and
assessment of new evidence on existing interventions®.

In order to better understand and document the form, function, and components
of immunization policy development processes, we conducted a global survey on the
development processes guiding national immunization policies in 140 of the 193

" member states of the World Health Organization®. This survey was particularly
important in light of the limited information retrieved by the systematic review'. This

project was the first known effort to collect global level information on this topic and
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was conducted to better understand the scope of immunization policy development
processes and the presence, characteristics, and modes of functioning of national ITAGs.

The objective of the survey was to collect information on the development
process used in national immunization policies in all countries. This information will be
used to synthesize a global depiction of processes used and communicated to countries
to hopefully initiate exchange of information and potentially the development of best

practices.

Methods

All member states in the African, American, Eastern-Mediterranean, South-East
Asian, and Western Pacific regions (140 countries) as per World Health Organization
(WHO) subdivision® were included in the sample for this survey. The European region
(53 countries) was excluded due to a similar regional initiative. One questionnaire was
to be completed per member state, ideally by the national immunization manager or
someone knowledgeable in the immunization decision making processes of the country
such as the national ITAG chairperson.

The questionnaire (available in appendix G) was developed by the authors
following Dillman’s tailored design methods®. Although Dillman’s techniques were
developed for mail surveys, they have been reported to also be effective in email
surveys’. The questionnaire contained 66 closed and open ended questions of both
qualitative and quantitative nature. The questionnaire was divided into two main
sections: 1) for all countries, focused on vaccine policy development procedures and
consisted of 12 questions and 2) for countries with ITAGs, focused on the characteristics
of the ITAG and how it functions and consisted of 54 questions. ITAGs were defined as
national independent advisory bodies that make primarily technical recommendations on
immunization policies to the national government. They were explicitly differentiated
from Interagency Coordinating Committees (ICCs) that are present in some countries.
ICCs are aimed at the coordination of various agencies in support of the implementation
of immunization policies and programmes, although in some settings technical groups

have been established in support of the ICCs. All countries were invited to respond to
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the first section of the questionnaire while only those with a national ITAG were to
respond to the second section.

The first section of the questionnaire, using mainly closed ended questions,
focused on the processes used by the Ministry of Health in developing immunization
policies, the various players working with the government, and the sources of
information used when developing these policies. To better understand the policy
making environment in each country, respondents were asked open ended questions
about the challenges, desired changes, and what, if any, support was desired from WHO.

The questionnaire was translated from English into French, Portuguese, and
Spanish to facilitate completion by more nations. These languages were chosen because
they are the languages used by the relevant WHO regional offices to communicate with
their member states.

A draft questionnaire was circulated to WHO staff in the regional offices as well
as a few experts in immunization policy development for feedback. This also provided
the opportunity for suggestions for inclusion of specific information they would like
collected on the topic. The questionnaire was modified to incorporate this feedback.

The questionnaire was pilot tested in February 2008 in six countries in the
African region. The responses provided through this pilot test contributed to the
modification of responses in closed ended questions as well as the addition of open
ended questions. Also, the wording of certain questions was adjusted to enhance clarity.
Unfortunately, the six countries involved in the pilot did not have the opportunity to
respond to newly included questions in the revised questionnaire. Furthermore, the pilot
test version of the questionnaire was circulated to some of the other countries in the
African region in error. Thus an additional 15 responding countries did not answer the
additional questions which were included on the final version of the questionnaire.
From a WHO perspective, it would have been inappropriate to request country officials
to complete a new questionnaire. Ethics approval for the study was granted from the
Ottawa Hospital Research Ethics Board.

The final revised questionnaire was distributed in March 2008 by WHO
headquarters through WHO regional offices to all 140 countries with the exception of

the 21 countries that completed the draft questionnaire as noted above. The
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questionnaire and follow up letters were distributed by electronic mail between March
and July 2008. Up to four reminder letters were sent to non-responders prior to the final
submission date of July 1, 2008. The dates of the follow up letters varied by region.
The WHO regional offices coordinated the distribution of the questionnaire and follow
up letters in order to respect the general operations of WHO where the regional offices
deal directly with their desighated countries. This was done to potentially increase the
response rate as the relationship between the regional offices and countries already
existed. Questionnaires could be returned by electronic mail, postal mail, or fax to
WHO headquarters in Geneva.

The data were compiled and analyzed using Epilnfo, version 3.4.3. The accuracy
of the data entry was confirmed by spot checking ten questions per country. The internal
validity of the survey was tested by cross-tabulating certain variables where the
responses should be consistent. For example, countries who reported the presence of an
active ITAG should also have reported considering the ITAG’s recommendations when
making decisions. In cases where responses to closed ended questions were unclear and
a contact email address had been provided, the respondents were contacted directly by
the author (MB) to verify responses.

Responses to open ended questions were grouped by themes defined and
categorized by one researcher (MB). The frequency distribution of each variable was
calculated. Differences between groups were tested for statistical significance using a
two-sided Chi-square test; two-sided Fisher’s exact test, or a two-sided Mann-Whitney U
test as appropriate. The responses were analyzed by presence of ITAG, region as
defined by WHO?, size of country using 2007 United Nations estimates®, development
status as defined by the United Nations’, and length of time since the establishment of
national ITAG when applicable. Developed and developing countries were grouped
together, hereafter referred to as developing countries, because of the low number of
developed countries in the sample. The length of time since establishment of the ITAG
was categorized as 1) ITAGs established prior to or including 1998 and 2) ITAGs
established after 1998.

Where data was missing, the country was not included in the final rate

calculations in order to ensure accurate rates and not falsely deflate the rates by
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assuming a non-response indicates a negative response. Therefore, the denominator of
each rate reported varied depending on the number of countries that responded to the

question.

Results

This paper reports on the responses of all countries relating to their national
immunization policy development processes and the existence of national ITAGs; the
detailed results relating to characteristics of national ITAGs are reported elsewhere®.

The overall survey response rate was 71% (100 of 140 countries surveyed). The
response rates varied from a low of 41% (11 of 27 countries) in the Western Pacific
region to a high of 91% in the South East Asian (10 of 11 countries) and Eastern
Mediterranean regions (19 of 21 countries). Sixty percent of responding countries are
classified by the United Nations as developing countries, 37% least developed, and 3%
developed. Countries with a population of over one million were significantly more
likely to respond to the survey than those with a population under 1 million [83 of 105
countries (79%) with a population over one million responded and 17 of 35 countries

(49%) with a pdpulation under 1 million responded, X>=11.9, p<0.001].

National immunization policy development processes

Respondents were asked about the processes used by the Ministry of Health in
determining which immunization policy recommendations to adopt in the form of a
multi-response closed ended question. Guidelines from WHO played a key role in the
policy development process for the majority of countries with 86% (84 of the 98
countries that responded to this question) indicating that they followed guidelines from
WHO regional offices and 73% (n=72) from WHO headquarters. Seventy-nine percent
(n=77) of countries reported that final policy decisions were made within the Ministry of
Health. Half of the countries reported relying upon recommendations of a national
ITAG (51%, n=50) reflecting the number of countries with active ITAGs. About half of
the countries (46%, n=45) reported following guidelines from a regional ITAG. A small
number of respondents indicated that they followed guidelines from another country

(8%, n=8) such as those from the USA, the UK, Australia and Oman. Of those that
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follow guidelines from other countries, five of the eight (63%) have national ITAGs and
four of eight (50%) are from the Eastern Mediterranean region. Only one least
developed country follows guidelines of another country and it does not have a national
ITAG. Twenty-two percent (n=22) of countries indicated that they followed

| recommendations from groups other than those listed such as international or regional
organizations (other than WHO), related national working groups, or the cduntry’s ICC.

When comparing the countries that reported following guidelines from WHO,
nearly all countries (n=84 of 98, 86%) reported following guidelines from WHO
regional office; 68 (69%) of these countries also reported following guidelines from
WHO headquarters. There were 38 (39%) countries that indicated that they follow
guidelines from WHO headquarters, WHO regional office, and a regional ITAG. Ten
countries (10%) did not report following guidelines from WHO headquarters or from
WHO regional office while nine (9%) of these countries also did not report following
guidelines from a regional ITAG. Seven (7%) of these countries reported the presence
of a national ITAG upon which they relied for their recommendations. The other two
(2%) countries did not report following guidelines from WHO or those of a national or
regional ITAG but made decisions within the Ministry of Health. Both of these
countries were least developed nations from the African region.

Generally, the processes used by the Ministry of Health in determining which
immunization recommendations to adopt were similar amongst countries with an ITAG
and those without. Countries without an ITAG reported following guidelines from
WHO regional offices significantly more often (93%, 41 of 44 countries) than did those
with an ITAG (80%, 43 of 54 countries) (p=0.05, Fisher’s exact test). However, when
stratified by development status, this difference was only present amongst countries that
are developing (p=0.04, Fisher’s exact test) and not amongst those who are considered to
be least developed (p=0.60, Fisher’s exact test). Developing countries without an ITAG
also reported following guidelines from WHO headquarters more often (89%, 16 of 18)
than did those with an ITAG (64%, 28 of 44) (p=0.05, Fisher’s exact test). This
difference was not significant amongst countries considered to be least developed
(p=0.40, Fisher’s exact test) or when the group was not stratified by development status

(p=0.26, Fisher’s exact test).
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When analyzed by development status, there were no differences in processes

used to determine which immunization recommendations to adopt.

Players involved in developing national immunization policies

Of the 100 respondents, 55 of the countries reported the presence of a national
ITAG. Of the 45 countries that did not report a national ITAG, the majority reported
that they would like to establish one (n=38, 84%). The main reason given for not
wanting an ITAG was that their present methods of policy development were
satisfactory at this point and they did not feel a need for an ITAG.

Although the Western Pacific region reported the highest proportion of countries
with a national ITAG (73%, n=8 of 11 respondents), the South East Asian, American,
and Eastern Mediterranean regions reported similar proportions of countries with ITAGs
(70%, n=7 of 10; 65%, n=17 of 26; 63%, n=12 of 19 respectively). The lowest
proportion of ITAGs was reported by the African region at 32% (n=11 of 34).

Larger countries by population were five times more likely to report the presence
of a national ITAG when countries with a population of less than one million were
compared to those with over one million (OR=5.2; 95% confidence interval: 1.6 to 17.3).

Developing countries were also more likely to report the presence of a national
ITAG compared to the least developed countries (OR=5.47, 95% confidence interval:
2.3to 13.3). A positive linear relationship was reported between presence of a national
ITAG and development status of the country. Developed countries reported the highest
proportion of countries with national ITAGs (n=3, 100%) followed by developing
countries (n=41, 68%), and finally least developed countries (n=11, 30%).

Of the 84 countries that responded to both questions on presence of disease
specific ITAGs and presence of a national ITAG, 58% (n=49) reported the presence of a
national ITAG and 52% (n=44) reported the presence of disease specific ITAGs. Thirty-
seven percent (n=31) reported both a national ITAG and disease specific ITAGs. The
majority of these countries reported that the relationship between the national and
disease specific ITAGs was that they work together by having disease specific ITAGs
present their recommendations to the national ITAG or that the ITAGs had common

members. Twenty two countries (26%) indicated that they did not have a national ITAG
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or disease specific ITAGs of which 12 are least developed countries and 10 are
developing countries.

Respondents identified ministries of government that were involved in the
immunization policy development process (N=99). Beyond the ministry of health, the
ministry most often involved in the process was the ministry of finance (45%) with the
ministries of education (18%), planning (13%), and social affairs (13%) reported less
often. The number of ministries involved in the immunization policy development
processes other than the ministry of health varied from none to five with a median of one

additional ministry involved.

Use of evidence in developing immunization policies

Among the sources of information used when developing immunization policies,
90% (n=89 of 99 countries) of respondents reported that WHO played a key role in
providing information. Inter-country meeting reports and recommendations as well as
published studies were reported to be common sources of information when making
immunization policy decisions used by 72% (n=71) and 67% (n=67) of countries
respectively. Over half of the countries used government reports and national committee
statements as sources (65%, n=64; 52%, n=51 respectively), while 14% (n=14) of
countries indicated that sources of information other than those listed in the
questionnaire were used in the policy development processes. These included
information from reports from international or regional organizations such as UNICEEF,
national research conducted within the country, websites, and epidemiological reports
from neighbouring countries.

When comparing the sources of information used, the proportion of countries
with an ITAG using different types of information was higher than that of countries
without an ITAG with few exceptions (Table 2). Countries with an ITAG reported using
inter-country meeting reports and recommendations, published studies, national
committee statements, information from national institutions, unpublished research, and
other additional sources of information more often than countries without an ITAG.

Countries with an ITAG reported using a significantly higher number of sources

than those without a national ITAG (p=0.024, Mann-Whitney U test). Countries with an
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ITAG reported using unpublished research conducted within their country significantly
more often than countries without an ITAG (X p=0.015). However, development status
was a confounder in this relationship. When stratified by development status, the
association was no longer significant. Countries considered least developed were
significantly less likely to use unpublished research conducted in their country than
developing countries (p=0.02, Fisher’s exact test).

When stratified by development status, developing countries used information
from inter-country meeting reports and recommendations (X* p=0.026), national
institutions (X p=0.05), national committee statements (X2 p=0.02), other countries (x>

=0.05), published studies (X*> p<0.001), and unpublished research from within the

country (X% p=0.002) more often than countries considered to be least developed.

Table 2: Sources of information used to inform immunization policies by presence of
ITAG

ITAG |NoITAG | X p--
n (%) n (%) value
n=54 n=45
WHO vaccine position papers 47 (87) | 42(93) 0.21
Inter-country meeting reports and recommendations 42 (78) | 29 (64) 0.19
Published studies 41 (76) |26 (58) 0.07
Government reports 35(65) |29 (64) 0.93
National committee statements 36 (67) | 15(33) 0.001
Country level interagency coordinating committees 24 (44) |21(47) 0.76
National institutions (e.g. universities) 25(46) |14 (30) 0.14
Unpublished research conducted within country - 25(46) |10(22) 0.02
Other countries’ decisions 6 (11) 5(11) 0.55
Australia, China, Democratic Republic of the
Congo, Kazakhstan, Russian Federation, UK,
USA
Other: 10(19) 1409 0.18
Epidemiology of neighbouring countries
International/regional organizations (i.e. UNICEF)
National research
Websites
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Challenges and desired changes in the immunization policy development processes

The challenges and desired changes reported by countries were similar (see
Figure 1 & 2). The most common challenge reported was securing sufficient finances
with over half of the 96 countries that responded to this question reporting this challenge
(53%, n=51). Capturing the epidemiology of the disease in the country (36%, n=35) as
well as coordination of government and stakeholders (31%, n=30) were also commonly
reported challenges. Thirty countries (31%) reported the implementation of
immunization policies as a challenge.

The most common desired improvement was to increase the involvement,
communication, or coordination amongst government and stakeholders with 25 of 90
countries (28%) indicating this desired change. The second most common desired
improvement was the desire to establish a national ITAG (n=18, 20%) and to strengthen
the policy making process (n=18, 20%). Thirteen countries (14%) reported the desire to
improve their surveillance or evaluation of disease within their country while thirteen
countries (14%) also reported the desire to improve their national ITAG. Twelve
countries (13%) desired additional funding.

Although in general the challenges and desired improvements reported were
similar across the countries, the percentage of countries listing an issue as a challenge
and subsequently as a desired improvement varied from 22% to 100%. For example, all
of the countries that listed securing finances and increasing coverage rates as a desired
improvement also listed them as challenges. Conversely, only 22% of countries that

listed introduction of new vaccines as a desired improvement also listed it as a challenge.



Figure 1: The main challenges countries encountered when developing immunization

policies in descending order

1) Securing funding

2) Capturing the epidemiology of disease in home country
3) Coordination or government and stakeholders

4) Implementation of immunization policies

5) Introduction of new vaccines or scheduling of vaccines
6) Coverage rates and reaching target groups

7) Lack of human resources

7) Lengthy policy making process

9) Lack of technical expertise

9) No active ITAG

11) Need to strengthen ITAG to work more effectively

12) Lack of immunization legislation

Figure 2: The desired improvements when developing immunization policies in
descending order

and government

2) Establish ITAG

2) Strengthen policy making process

.| 4) Strengthen ITAG

4) Improve surveillance or evaluation

6) Increased or securing funding

7) Use evidence in decision making

8) Introduce new vaccines

9) Increase technical capacity

10) Strengthen implementation process of policies
10) Create or update immunization legislation
12) Increase coverage rates

13) Increase human resources

1) Increase involvement, communication and coordination amongst stakeholders

The proportion of countries without an ITAG reporting coordination of

government and stakeholders as a challenge was higher than those with an ITAG [44%,

(n=19 of 43) compared to 21% (n=11 of 53), X* p=0.014] as was technical capacity
[14% (n=6 of 43) compared to 6% (n=3 of 53), X* p=0.17]. When stratified by

development status, least developed countries showed no significant difference in the

proportion of countries without an ITAG (n=7 of 18) and those with an ITAG (n=4 of 9)

that reported coordination of government and stakeholders as a challenge (p=0.58,

32




Fisher’s exact test). Amongst developing countries, significantly more countries without
an ITAG (n=7 of 18) listed coordination of government and stakeholders as a challenge
than countries with an ITAG (n= 7 of 44; p=0.05, Fisher’s exact test). Countries with an
ITAG reported finances and introduction of new vaccines-as challenges more often than
countries without an ITAG although neither of these differences reached statistical
significance [57% (n=30 of 53) compared to 49% (n=21 of 43), X* p=0.53 for finances;
23% (n=12 of 53) compared to 16% (n=7 of 43), X* p=0.60 for introduction of new
vaccines].

Least developed countries were more likely to report human resources [24% (n=8
of 34) compared to 7% (n=4 of 62); p=0.03, Fisher’s exact test], achieving target
coverage rates [27% (n=9 of 34) compared to 8% (5 of 62); p=0.03, Fisher’s exact test],
and coordination of government and stakeholders [47% (n=16 of 34) compared to 22%
(n=14 of 62); p=0.02, Fisher’s exact test] as challenges than developing countries.

Significantly more countries with an ITAG reported the desire for increased
funding than countries without an ITAG [20% (n=10 of 51) compared to 5% (n=2 of
40), X* p=0.04]. This difference is only present amongst developing and developed
countries [22% (n=9 of 41) compared to 0% (n=0 of 18) without an ITAG; p=0.03,
Fisher’s exact test] and not amongst countries considered to be least developed [10%
(n=1 of 10) compared to 9% (n=2 of 22); p=0.69, Fisher’s exact test]. Respondents from
almost half of all countries without an ITAG wished to establish an ITAG (46%, n=18 of
39) to improve the country’s immunization policy development processes. There was no
difference between countries which are considered least developed (39%, n=10 of 26)
and developing countries (42%, n=8 of 19) who would like to establish an ITAG as a
desired improvement to their immunization policy development processes.

The challenges and desired changes reported by long established national ITAGs
were not statistically different than those with national ITAGs of less than 10 years
standing with the exception of finances. Countries with ITAGs established over 10
years ago were more likely to report finances as a challenge in making immunization
policy decisions [77% (n=17 of 22) compared to 42% (n=13 of 31); p=0.013, Fisher’s

exact test].



Desired support from WHO to establish or strengthen immunization policy development
processes

The most valued support that countries reported wanting to receive from WHO
was technical (68%, n=59 of the 87 countries that responded to this question). This
included updated scientific papers as well as relevant workshops and assistance with
evaluating various aspects of the immunization programs. Advice on ITAG best
practices (40%, n=35) was also desired particularly by countries without an ITAG [55%,
(n=22 of 40) compared to 28% (n=13 of 47) of countries with an ITAG]. Twenty-four
percent of countries (n=21) wanted financial support and 18% (n=16) suggested WHO
play an advocacy role in the establishment of immunization policies in their country.
Respondents from 17% (n=8) of countries with an ITAG reported wanting WHO to
share experiences of other countries, 11% (n=5) would like to have a WHO
representative participate in their ITAG meetings, and 9% (n=4) would like to have an
ITAG representative invited to international meetings. Three percent of countries (n=1)
without an ITAG identified a need for a WHO representative to participate in their inter-
country meetings as well as to be invited to participate in international meetings. Five
percent of countries (n=4) requested no support from WHO. There were no differences
between those who requested support from WHO when analyzed by development status

or length of time since establishment of ITAG.

Discussion

The presence of a national ITAG was recognized as useful tool by the majority of
respondents for vaccine policy development. Ninety-four of the 100 countries that
responded to the survey either had an active ITAG or wanted to establish a national
ITAG. Furthermore, this was the most frequently cited needed improvement by
countries without a national ITAG.

With the presence of a national ITAG, disease specific ITAGs should not be
necessary. ldeally, the national ITAG has the capacity to analyze and make
recommendations regarding immunizations for all vaccine preventable diseases in the
country. A disease specific ITAG may inadvertently act as an advocacy group for a

specific disease because they do not need to consider the other diseases. Despite this,



37% of respondents indicated that they have both disease specific and a national ITAG,
the majority of which indicated that the groups coordinate recommendations in some
way. In most cases, the disease specific ITAGs provided advice to national ITAG on
specific disease or there were mutual members on each committee. It appears that the
majority of disease-specific ITAGs were working groups of the national ITAG. In the
case where a national ITAG does not exist, these groups may exist out of necessity and
present a model structure by which one national ITAG that addresses all vaccine
preventable disease may be developed.

The presence of an ITAG was associated with an increased use of different
sources of information. Although all countries reportedly used at least one source of
information in their policy development processes, it is likely that the more sources of
information used, the better the quality and robustness of the policy. The results of this
survey sﬁggest that countries with ITAGs have a) better access to an increased number
of sources of information and b) more technical capacity to process additional sources of
information as this was a challenge reported by more countries without ITAGs than with
them.

The results of this survey also suggest that the presence of an ITAG may
facilitaté the coordination, communication, and involvement of government and other
stakeholders during the immunization policy development process as countries without a
national ITAG identified this as a key challenge significantly more often than countries
with a national ITAG. Although the presence of an ITAG likely increases both the
quality and process of immunization policy development, it may require additional
resources in the country in order to be able to coordinate meetings of experts, provide
them with the information needed to make informed decisions, and the funding needed
for recommended programs. The presence of a functioning ITAG may also identify and
rationalize gaps and needs within immunization programs as countries with these groups
often reported introduction of new vaccines as a challenge; one that could be addressed
by increased funding.

While the overall response rate to this survey was 71%, some regions had a much
lower response. Of the 16 countries that did not respond in the Western Pacific region,

12 are small island nations with populations of less than one million that represent over a



quarter of the total non-responders globally. Because larger countries were significantly
more likely to respond to the survey and to report the presence of a national ITAG, the
reported rate of presence of national ITAGs may be artificially inflated. If all non-
responders did not have a national ITAG, the overall rate of national ITAGs would be
39% (55 of 140 countries). On the contrary, if the rate was biased in the other direction
and all non-responders had a national ITAG, the overall rate would be 68% (95 of 140
countries).

Although efforts were made to analyze the potential effects of certain additional
variables, such as development status and maturity of ITAG, it is difficult to disentangle
the many factors that may have influenced the selection of survey answers. The
development status, size of country, and even political structure of the country are
examples of the many factors that can influence policy development processes. To fully
understand the influences on immunization policy development processes in each
country, it would need to be examined individually and in more depth.

The importance of analyzing policy processes by level of development of the
country was apparent from the results of this survey. Unfortunately, there were only a
limited number of developed countries that were in the population sampled and that
responded to this survey and therefore analysis could not be performed on developed
countries alone because of the small sample size. Consequently, developed countries
were grouped with developing countries, which may have skewed the data in some
cases. To further confound this problem, countries that were considered least developed
were significantly less likely to respond to the survey and therefore, when analyzing
least developed nations, differences may not have been detectable due to the smaller
sample size.

The main limitation of this study was the exclusion of the European region from
this project. It is unfortunate that this region was excluded as this compromised a global
depiction of national immunization policy development processes of countries with and
without national ITAGs. This region was excluded due to a similar, concurrent initiative
in which a survey was being conducted on the topic of national ITAGs. However, that
survey did not collect information from countries that did not have national ITAGs and

hence the data from that survey could not be included in this paper for discussion.
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The exclusion of the European region also has meant that developed countries
are underrepresented in this survey. The inclusion of data from the European region
would have enhanced the quality of these analyses as it would have been ideal to
compare developed, developing, and least developed countries.

Another limitation is that the information collected through this survey is self-
reported so the reported policy making process may have differed from actual practice.
Respondents may have reported what they felt ought to be done instead of what they
were actually doing. Because this survey was conducted by WHO, countries may have
emphasized the use of the information provided by WHO, in order to be seen as
supportive of what was seen by many as a highly valued service.

Another limitation is the potential that the questions or responses may have been
misunderstood or misconstrued in translation. Although the survey was distributed in
four languages, respondents may have misunderstood the language of the questions and
response choices. There was one known mistranslation of a question into Spanish. Back
translation of the questionnaire into English prior to distribution would have decreased
the likeliness of mistranslation. Also, responding in a language that is not their primary
language may have been a barrier to optimal communication for both closed and open
ended questions. It is unlikely that any countries did not respond to the questionnaire
because it was only available in English, French, Portuguese, and Spanish. These
languages (as well as Russian) are standard for communications between member states
and WHO. The Russian language was excluded due to the exclusion of the European
region.

There is also the possibility that the countries that chose not to respond differed
from those who responded, thus affecting the generalisability of the survey results.

The missing data for some questions was in part due to the circulation of the pilot
version of the questionnaire and was not necessarily due to the countries’ desire to not
answer the question but rather that they were not asked the question. Although efforts
were made to correct for this by altering the denominator when calculating the rates to
reflect the number of countries with replies, it is unfortunate that the responses to some

questions did not include these African countries.



Based on this survey, WHO appears to be a valuable source of information for
countries when developing immunization policies particularly for developing and least
developed countries. All developing and least developed countries either reported
following guidelines from WHO headquarters or regional office or use vaccine position
papers as a source of information when making immunization policies. The majority of
developing and least developed countries would like technical support from WHO to
either strengthen or establish a national ITAG. The reported desired support at a
minimum included technical and scientific papers, studies on new vaccines, surveillance
information, immunization program evaluation, and regional and global data.

A finding from this survey is the demonstration of the need for clarity in
terminology. Although a definition was given for a national ITAG and was
differentiated from the country’s ICC or ad hoc working groups, there appears to have
been confusion given in some of the responses.

This paper provides an important global overview on the immunization policy
development process - a topic with little previously published information. There was
broad agreement on the value of WHO global and regional vaccine recommendations.
Also key was the finding that those countries with ITAGs appeared to derive benefit
from the co-ordination between government and immunization stakeholders and from
using increased sources of information in decision making. While ITAGs appear to be
useful in immunization decision making, the survey indicated an increased need for
funding when these groups are present. Presence of these groups may in itself stimulate
recognition of funding deficiencies which results in more effective use of vaccine

funding.
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CHAPTER FOUR: A GLOBAL LOOK AT NATIONAL IMMUNIZATION
TECHNICAL ADVISORY GROUPS

Introduction

Immunization technical advisory groups (ITAGs) are expert advisory committees
that provide recommendations to guide a country’s national immunization programs and
policies'. They are independent from the national government and consist of members
with the technical capacity to evaluate new immunization interventions and new
evidence on existing vaccine interventions. The premise of these groups is to facilitate a
systematic, transparent process for making immunization policies by making technical
recommendations to the national government'. Their work is primarily technical and is
intended to bring increased scientific rigour and credibility to the process of making
immunization policies, free of political or personal interests.

Many countries have national ITAGs, however, published information on the
form and function of these groups is limited. A systematic review on the topic of
national immunization policy development processes identified the presence of 14
national ITAGs, 13 in developed countries and one in a developing country®. The most
information publicly available concerned the national ITAGs in Australia, Canada, the
UK, and the USA. Limited information was available relating to the size, membership,
meeting structure, methods of functioning, and process of final decision making’. These
factors varied greatly across the ITAGs?.

Despite the limited information published, overall there is recognition of the
importance of national ITAGs’. Supporting countries in strengthening or establishing
national ITAGs is a priority for WHO at headquarters and at the regional level’.

Beyond a systematic review of ITAGs, we conducted a global survey on the
development processes guiding the national immunization policies of all countries. The
objective of the survey was to collect information on the development processes of
national immunization policies in all countries. The survey specifically focused on the
presence, characteristics, and processes of national ITAGs. The overall objective of the
project was to produce a global depiction of immunization policy making processes

particularly detailing the form and function of national ITAGs.
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This paper combines the results from two surveys on national [TAGs. In total,
the sample comprises every member state (N=193) of the World Health Organization
(WHO). This paper summarizes the results of information collected from countries with
a national ITAG while the results of all respondents are summarized elsewhere®.
Characteristics of national ITAGs are described as well as attributes of these groups that

appear to be imperative for an effective ITAG.

Methods

The information reported in this paper was collected through two questionnaires.
One questionnaire, hereafter referred to as the global questionnaire, surveyed all member
states of the African, American, Eastern-Mediterranean, South-East Asian, and Western
Pacific regions (140 countries) as per WHO subdivision’. The other questionnaire,
hereafter referred to as the European questionnaire, surveyed the remaining member
states of WHO, those within the European region (53 countries). These countries were
sampled separately as this was an already ongoing regional initiative in which these
countries received a similar questionnaire that had been adjusted to enhance
compatibility.

The methods of the global survey are described in detail in an earlier paper®.
However, in order to facilitate comparison, a brief summary of the methods used in both

surveys is included in Table 3.
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Table 3: Details of the Global and European questionnaires

Global questionnaire

European questionnaire

Sample African Region (N=46) European Region (N=53)
Region of the Americas (N=35)
Eastern Mediterranean Region
(N=21)
South East Asian Region (N=11)
Western Pacific Region (N=23)
Total N=140
Authors Maggie Bryson, University of Gary Freed, University of
Ottawa Michigan
Philippe Duclos, World Health
Organization
Ann Jolly, Public Health Agency of
Canada
Recipient Addressed to all national Addressed to all national
immunization managers or someone | immunization managers or
knowledgeable in the national someone knowledgeable in the
immunization policy development national immunization policy
processes (i.e. the Chair of the development processes (i.e. the
national ITAG) Chair of the national ITAG)
Distributor WHO regional offices WHO regional office
Date of
distribution March 2008 April 2008
Method of Electronic mail Electronic mail
distribution
Method of By electronic mail, fax or mail By electronic mail
return
Languages of | English English
questionnaire | French Russian
Portuguese
Spanish
Number of 66 39
questions (54 on national ITAGs) (27 on national ITAGs)
Follow up Yes — by electronic mail Yes — by electronic mail
letters
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Many of the questions on the two questionnaires were identical. Both inquired
about the terms of reference, membership, declaration of interests, modes of operation,
and the use of evidence from national ITAGs. The global questionnaire also collected
information on the functions, funding, additional players such as the chair, executive
secretary, immunization program manager, and working groups, evaluation of evidence,
and communication strategies of national ITAGs. Where possible, the results from the
European questionnaire were incorporated into the analysis of the data for this paper.

Both questionnaires contained closed and open ended questions. The questions
addressing professions or areas of expertise of ITAG members, factors considered when
making a recommendation, and sources used to inform recommendations were multi-
response closed ended questions in both questionnaires; however, the choices listed were
not identical. All questions had some choices listed that were identical but the list of
choices was less extensive on the European questionnaire. All closed questions on both
questionnaires had an open ended component offering the opportunity to list other
possible responses which were not listed.

As part of the global questionnaire, countries were asked to list five factors that
are most important when making recommendations and to list the three sources of
information that are most important when making recommendations. Neither of these
two questions was included in the European questionnaire.

Various terms were defined as follows: ex-officio members as representatives
from governmental departments who provide expertise to the committee, attend
committee meetings, express the views of the department they represent but do not take
part in the final decision making process; liaison members as representatives from
immunization related organizations who provide expertise to the committee but do not
take part in the final decision making process; executive secretary as an individual who
is generally responsible for organizing the logistics of the meetings, for preparing any
committee reports and who plays a leadership role and works closely with the
chairperson; systematic review as a literature review which contains an explicit question,
search strategy, inclusion and exclusion criteria, and an examination of the quality of

research included in the review.



The data were compiled and analyzed using Epilnfo, version 3.4.3 and SAS. The
frequency distribution of each variable was calculated and differences between groups
were tested for statistical significance using a two-sided Chi-squared test or two-sided
Fisher’s exact test as appropriate. The responses were analyzed by region as defined by
WHO?, development status as defined by the United Nations®, size of country using
2007 United Nations estimates’, and length of time since the establishment of the
national ITAG when applicable. The length of time was divided into two groups: ITAGs
established prior to or including 1998 and those established after 1998.

Given that calculated rates could be adversely impacted by assuming a non-
response to a question meant a negative, where data was missing the country was not
included in the final rate calculations. Thus the denominators for each reported rate
varied depending on the number of country responses.

Through informal discussion, the authors developed a list of best practice
indicators to identify well functioning national ITAGs. All countries were measured
against the seven criteria identified as best practice indicators in a step-wise fashion. In
order to be considered for the following criteria, the country had to meet each of the
previous criteria. The varying context of countries was taken into consideration when
creating the list as the characteristics and methods of functioning of the ITAG depend on
the context of the country.

The first criterion was that a national ITAG, independent from the government,
had been established. Secondly, it was required that the national ITAG had created a
formal terms of reference to ensure that the methods of functioning of the group had
been formally agreed upon, consistent, and transparent. The third criterion was that the
ITAG had a legislative or administrative mandate recognized by the government. This
legislation, whether it is a law, decree, ministerial directive or other, formally recognizes
the establishment of the group and generally outlines its role in advising the government.

The fourth criterion was that at least five areas of expertise were represented on
the ITAG in order to ensure multi-disciplinary representation. This facilitates a well-
rounded discussion of each topic and ensures the perspectives of various disciplines are
considered. It ensures adequate technical capacity to make responsible, evidence based

decisions.
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The fifth criterion was that ITAGs met at least once a year in 2006 and in 2007.
This ensures that the ITAG is active and meets frequently to discuss current issues and
ensures the vaccine schedule for the country is adequate. If the ITAG was established in
2006, 2007, or 2008, they were not required to meet in years prior to their establishment
for this criterion.

Another criterion was that the agenda was distributed prior to the meeting to
enable an informed discussion amongst members. The final criterion was that members
were required to declare conflicts of interest to increase the likelihood that members are
independent and acting in their own capacity. This contributes to a transparent, credible

policy development process.

Results
Response rate

The response rate to the global questionnaire was 71% (100 of 140 countries)
while that of the European questionnaire was 89% (47 of 53 countries). In total, of the
193 eligible countries for the two questionnaires, 147 (76%) responded. The South East
Asian and the Eastern Mediterranean regions had the highest response rates (91%, 10 of
11 countries; 19 of 21 countries respectively). In contrast, the Western Pacific region
had the lowest response rate at 41% (11 of 27 countries).

Twenty one percent (n=31) of the 147 responding countries were developed
countries, 12% (n=17) were economies in transition, 42% (n=62) were developing
countries, and 25% (n=37) were least developed countries.

Of the 193 countries that were eligible for inclusion, countries with a population
of over 1 million (125 of 150 countries responded) were significantly more likely to
respond to the survey than those with a population under 1 million (22 of 43 countries
responded) (X* p<0.0001).

Presence of ITAG
The presence of a national ITAG was reported by 61% (n=89 of 147) of
countries that responded to the questionnaires. The Western Pacific region and

European region reported the highest proportion of countries with a national ITAG
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(73%, n=8 of 11; 72%, n=34 of 47) while the African region reported the lowest
proportion (32%, n=11 of 34). None of the respondents reported that a national ITAG
had been in existence but had since dissolved although this was a selection option.

Larger countries (population of over one million) were three times more likely to
report the presence of a national ITAG when compared to countries with a population of
less than one million (OR=3.2; 95% confidence interval: 1.3 to 8.3).

Developed countries had the highest reported rate of national ITAGs (94%,
n=29) followed by developing countries (69%, n=43) and least developed countries
(30%, n=11). Thirty five percent (n=6) of countries with economies in transition

reported the presence of a national ITAG.

Characteristics and mode of operation of ITAGs

The oldest reported ITAGs were established in the United Kingdom in 1963 and
in Canada in 1964 while the newest ITAG was established in Bhutan in 2008. The
median year of establishment reported was 2000 and the mode was also the year 2000
with 12 ITAGs being established in that year. When analyzing countries by year of
establishment, the year 1998 was chosen as the cut off because although the year of
establishment peaked in 2000, the steep increase began in 1999.

The reported mandates of ITAGs varied slightly but generally were to advise the
government on technical issues related to national immunization programs. This
typically included which vaccines to offer to specific populations as well as scheduling
of these vaccines. Some countries indicated that their ITAGs were responsible for
monitoring adverse events as well as providing advice during disease outbreaks.

While the mandates were reported in an open ended question, the global
questionnaire also asked countries about the specific functions of their national ITAG in
a multi-response closed ended question. Countries reported many functions of their
national ITAGs; the most common function was to assist the government in addressing
issues of vaccine quality and safety (96%, n=52 of 54)" and in establishing immunization
policies and strategies (89%, n=48)". Many ITAGs also reported evaluating new

vaccines (80%, n=43)" or evaluating new immunization technologies (70%, n=38)".
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Promoting regional and national vaccine security was a function of 63% (n=34)" of
national ITAGs while 50% (n=27)" informed the government of public health needs in
vaccine preventable diseases. Other functions were reported by 19% (n=1 0)" of ITAGs
such as: financing immunization activities, training in areas of vaccination, investigation
of adverse events related to immunization, advising the government on immunization
surveillance, advising the government in the case of an outbreak of vaccine preventable
disease, conducting immunization campaigns and health awareness programs, and
determining long term immunization research agendas.

Availability of formal terms of reference was reported for 67% (n=57 of 85) of
ITAGs. There was no significant difference between the percentage of countries that
reported the presence of formal terms of reference for their national ITAG when
analyzed by countries’ development status, population size, or time since establishment
of the ITAG.

Many countries reported that their ITAGs havé a legislative or administrative
mandate such as a law, decree, or Ministerial directive that recognizes the establishment
of the ITAG (73%, n=61 of 83). An administrative mandate such as a ministerial decree
or directive from the Ministry of Health was more common than a legislative mandate.
When analyzed by region, the African region had the lowest percentage (33%, n=2 of 6)
while the Eastern Mediterranean region had the highest percentage (83%, n=10 of 12) of
national ITAGs with legislative or administrative mandates. There was no significant
difference in the presence of legislative or administrative basis when ITAGs were
compared by maturity (p=0.44, Fisher’s exact test) or by level of development
(developed countries versus countries of other development statuses; p=0.29, Fisher’s
exact test).

Respondents of the global questionnaire reported that ITAGs received funding
from various sources. Thirty five percent (n=19 of 54)" of countries reported that their
national ITAG received funding from their national government, 19% (n=10)" from
WHO, and 7% (n=4)" from non-governmental organizations. None of the countries
reported that their national ITAG received funding from pharmaceutical companies. Six
percent (n=3)" of ITAGs received funding from other sources such as private donations

and international aid organizations.
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Membership of ITAGs

The number of core members reported varied from five to 43 with a median of
12. However, 95% of ITAGs reported having fewer than 27 members. Unfortunately,
15 ITAGs did not respond to this question, the majority (n=12) of which were due to an
inaccurate Spanish translation. A defined duration of time for members to serve was
reported by 31% (n=27 of 87) and ranged from one to six years. The number of terms
that can be served by members varied specifically from one to eight although some
ITAGs reported that there was no limit.

The great majority of countries reported selecting their ITAG members based
upon areas of expertise. Experts were often selected from relevant professional
associations, universities, or international organizations in the country. This was
through nomination by government agencies or by the professional society. In many
cases, the member was appointed by the Minister of Health. Only two countries
reported that members were selected from government positions and only one country
reported that they did not have a specified process in place to select members.

The methods of selection of the ITAG chair also varied by country. The most
common response was that the chairperson was selected in view of his/her position
within the government (26%, n=14 of 54)" or was nominated by the Minister or Ministry
of Health (24%, n=13 of 54)". The chair was selected by the members of the national
ITAG in 20% (n=11 of 54)" of the ITAGs. Two countries reported that there was no
specified process in place to select the chair of the ITAG. Another country reported two
chairs, one of which was a government representative and one was an independent
expert and in another country, the chair of the ITAG rotated amongst members.

The number of professions or areas of expertise reported as represented on the
ITAGs varied from two to 10. Globally, the most commonly reported area of expertise
was public health (n=83 of 88, 94%) followed by pediatrics (n=80 of 88, 91%) and
epidemiology (n=78 of 88, 89%). The great majority of countries also reported the
presence of infectious disease experts (n=68 of 88, 77%), clinicians other than
pediatricians (n=60 of 88, 68%), and immunologists (n=58 of 88, 66%) on their national
ITAGs. Only 24 of 88 (27%) countries reported the presence of a health economist on

" Excludes European region
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their national ITAG. Medical microbiologists (n=29 of 54, 54%)" and cold chain
expert/logistician (n=25 of 54, 46%)" were also relatively common members of national
ITAGs. Representatives of the public (n=8 of 54, 15%)’, statistical modellers (n=7 of
54, 13%)’, and social scientists (n=6 of 54, 11%)* were represented on a much lower
proportion of national ITAGs.

Countries in the European region reported that an expert on vaccine
manufacturing regulations was present on 44% (n=15 of 34) of national ITAGs while an
expert in social services was present on 21% (n=7 of 34) of national ITAGs.

About half (n=42 of 88, 48%) of countries reported the presence of experts in
areas other than those listed. The most commonly reported include scientific research,
nursing, pharmacy, immunization program managers, and drug regulatory authorities.
From the European region, 17 countries indicated that other professions are represented
on the ITAG with virology (n=6) and medical microbiology (n=5) commonly listed.

Ex-officio members were reported by 45% (n=39 of 87) of the national ITAGs in
all regions.

Combined data from the global and European questionnaires revealed that over
half of national ITAGs reported having liaison members (n=46 of 86, 53%) representing
various organizations such as academic or professional organizations (n=46 of 86, 53%),
international organizations or other countries (n=31 of 86, 36%), non-governmental
organizations (n=20 of 86, 23%) or pharmaceutical organizations (n=13 of 86, 15%).
The number of liaison members varied from two to 30 with a median of five. The
international organizations represented by liaison members included mainly WHO
(n=17) and UNICEF (n=13). Five countries had representatives from [TAGs of other
countries as liaison members.

The global questionnaire found that 38 of 54 (70%)" national ITAGs reported
having an executive secretary of which 27 (77%)' were formal members. The national
immunization program manager played a role in all national ITAGs. For the majority,
they were the executive secretary (n=28 of 52, 54%)" while in others they were the chair

(n=11 of 52, 21%)*. In a quarter of the ITAGs (n=13 of 52, 25%), the national
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immunization program manager was present at meetings as a resource who provided
information on the logistics of the national immunization program when required.
Combined data from the global and European questionnaire revealed that in 39%
(n=33 of 84) of ITAGs, members were required to declare potential conflicts of interest.
There was a positive linear relationship between development status of country and
declaration of conflicts of interest. In developed countries, 59% (n=17 of 29) of ITAGs
reported having members declare conflicts of interest while 50% (n=3 of 6) of ITAGs in
countries with economies in transition, 30% (n=12 of 40) of ITAGs in developing
countries, and 11% (n=1 of 9) of ITAGs in least developed countries had members
declare conflicts of interest (X p=0.03). National ITAGs that were established prior to
1999 were significantly more likely to have their members declare conflicts of interest

than ITAGs established in the past 10 years (p=0.01, Fisher’s exact test).

Meetings of ITAGs

Respondents indicated that for 64% (n=56 of 88) of ITAGs, meetings were held
regularly while for 67% (n=58 of 88) of national ITAGs, meetings were held when
necessary. A third of national ITAGs reported meeting regularly as well as when
necessary (n=30 of 88, 34%).

In 2006 and in 2007, the mean number of ITAG meetings reported was five with
a median of three. The great majority of ITAGs met between one and six times in 2006
(n=60 of 80, 75%) and in 2007 (n=64 of 82, 78%). Of the 83 countries that reported
their number of meetings in both 2006 and 2007 and were established in both years, 76
(92%) of the ITAGs met at least once a year.

Agendas were distributed prior to meetings for nearly all national ITAGs (98%,
n=86 of 88) although it is unknown how far in advance of the meeting the agenda was
distributed. The agenda was more often determined by the ITAG chairperson (60%,
n=52 of 87) than through the involvement of other ITAG members (40%, n=35 of 87).
The Ministry of Health also often contributed to determining the agenda (51%, n=44 of
87) as well as other players (18%, n=16 of 87) such as the secretary, ITAG steering
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committee, and government staff. The global survey found that background documents
were distributed to members prior to meetings by 87% (n=46 of 53)" of ITAGs.

The majority (84%, n=74 of 88) of countries reported that their national ITAGs
hold meetings closed to the public; only members and those invited to attend the meeting
were permitted in the meeting room. In 68% (n=60) of ITAGs, those invited to the
meeting were permitted to remain for all presentations and discussions. In 16% (n=14)
of ITAGs, those invited to the meetings were required to leave when their presentation
was completed and were not permitted to stay for discussion and final decision making.
Meetings of 13% (n=11) of ITAGs were open to the public for the complete meeting; in
3% (n=3) of ITAGs, visitors were permitted to observe the meeting but had to leave for
the final discussion and decision making.

The great majority of ITAGs recorded meeting minutes (94%, n=82 of 87),
although most of these were not made available to the public (71%, n=58 of 82). When
meeting minutes were published, there were various media of publication such as a
journal or newsletter, website, or government bulletin. Many ITAGs distributed the
minutes to [ITAG members after each meeting while others circulated them amongst

relevant government groups.

Decision making process

Many factors were reported as being taken into consideration when national
ITAGs made recommendations (Table 4). All ITAGs reported vaccine safety and all
except one reported disease burden in home country as a factor considered in making
recommendations. All countries in the European region listed severity of disease
prevented and over 90% listed adequate vaccine supply as factors considered in making
recommendations. The global questionnaire found that almost all countries considered
vaccine effectiveness” while over 80% considered financial aspects of the vaccine and
economic impact” as a factor.

Factors considered by national ITAGs when making recommendations, other

than those listed, included adequate supply of vaccine, feasibility of program, WHO
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recommendations, sustainability, ability to attain high coverage, and alignment with
global health goals.

The majority of factors were reported consistently across development status
with a few exceptions. The exceptions included recommendations from ITAGs in other
countries (p<0.0035, Fisher’s exact test), actions in other countries (p<0.05, Fisher’s exact
test), economic impact (p<0.025, Fisher’s exact test), and public health and
epidemiology of the disease (p<0.025, Fisher’s exact test) which were reported
significantly less by least developed countries than by more developed countries.

The factors most commonly reported as most important included disease burden
in home country (n=37 of 44, 84%)’, vaccine effectiveness (n=30 of 44, 68%)", financial
aspects (n=30 of 44, 68%)", and vaccine safety (n=26 of 44, 59%)".
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Table 4: Factors considered by national ITAGs to make recommendations

Global & European questionnaires, N=88 n (%)
Vaccine safety 88 (100)
Disease burden in home country 87 (99)
Public health/epidemiology 84 (95)
Financial aspects 80 (91)
Public perception of the disease 52 (59)
Recommendations from ITAGS in other countries 48 (55)

Global questionnaire only, N=54

Vaccine effectiveness 53 (98)
Economic impact of the disease 46 (85)
Priority of vaccine related to other vaccine-preventable diseases 42 (78)
Priority of vaccine related to all other possible health interventions | 37 (69)
Method of administration of vaccine 33 (61)
Ease of distribution of vaccine 31 (57)
Actions in other countries 27 (50)
Disease burden in other countries 24 (44)

European questionnaire only N=34

Severity of disease prevented 34 (100)
Adequate vaccine supply 32 (94)
Inclusion of vaccine in expanded program on immunizations 26 (76)

Global & FEuropean questionnaires, N=88

Other 20 (23)

When making recommendations, ITAGs used various sources of information
(Table 5). The global questionnaire found that the most commonly used sources of
information reported were WHO position papers, WHO recommendations or technical
documents’, published data or journal articles, and surveillance data” all reported by over
80% of ITAGs. Only four countries of 88 (5%) did not report using WHO vaccine
position papers, recommendations, or technical documents as sources of information
while 42 countries of 54 countries that responded to the global questionnaire (78%)"
reported that their ITAGs used all three as sources of information.

Beyond those sources listed, countries reported using unpublished data, health

technology assessments, conference papers, vaccine books, recommendations from
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ITAGs in other countries, and recommendations from national professional societies as
sources of information.

The use of published data and journal articles was reported significantly less in
least developed countries than in more developed countries (developing, X p<0.025;
economy in transition, X* p<0.05; developed, X* p<0.005). The use of pharmaceutical
documents was also reported significantly less in least developed countries than in
developed countries (X? p<0.005).

The global questionnaire found that WHO recommendations and technical
documents (n=28 of 40, 70%)’, surveillance data (n=22 of 40, 65%)", and published data
and journal articles (n=13 of 40, 33%)’ were the most important sources of information

used to inform recommendations.

Table 5: Sources of information used by national ITAGs to inform recommendations

Global & European questionnaire, N=88 n (%)

WHO position papers 78 (89)
Published data and journal articles 77 (88)
Pharmaceutical documents 61 (69)
Government reports 60 (68)

Global questionnaire only, N=54

WHO recommendations or technical documents | 50 (93)

Surveillance data 45 (83)
Expert opinion 42 (78)
Consultations with working groups 37 (69)
Regional ITAG documents 36 (67)

Global & European questionnaire, N=88

Other 15 (17)

To gather the evidence that informed the recommendations, 77% (n=41 of 53)" of
ITAGs reported conducting literature reviews while 49% (n=26 of 53)" reported
conducting systematic reviews. Committee consultation was reported as being used by

85% (n=45 of 53)" of ITAGs to make recommendations.
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To collect and prepare a review of the relevant information on a specific topic,
78% (n=42 of 54)" of ITAGs reported having working groups; one third (n=14 of 42)" of
which were ad hoc groups, created as needed, while 19% (n=8 of 42)* were permanent
groups. Ministry of Health staff were often members of these working groups (74%,
n=31 of 42)" as were experts who were members of the ITAG (57%, n=24 of 42)" and

some also included specific matter experts from outside the ITAG (36%, n=15 of 42)".

Process to reach final recommendations

To reach a decision on final recommendations, the majority of ITAGs reported
relying on members to come to a consensus (66%, n=56 of 85), while others had
members vote on final recommendations (20%, n=17 of 85), and some used both
consensus and voting (11%, n=9 of 85).

The global questionnaire found that for many ITAGs, whether the
recommendation was confidential or not varied by recommendation (44%, n=23 of 52)*
but were always public for 29% (n=15 of 52)" of ITAGs and were always confidential
for 27% (n=14 of 52)" of ITAGs.

The methods of communicating recommendations varied. Over half of ITAGs
communicated their recommendations to the Ministry of Health through an official
document or report (53%, n=28 of 53)". Other methods of communication to the
Ministry of Health included circulation of meeting minutes to the Ministry (19%, n=10
of 53)" or direct feedback from a member to someone within the Ministry (11%, n=6 of
53)". In 9% (n=5 of 53)" of ITAGs, an employee of the Ministry of Health was a
member of the ITAG and in 6% (n=3 of 53)" of ITAGs, the national immunization
program manager was responsible for communicating with the Ministry of Health.

The global questionnaire found that the majority of ITAGS reported using a letter
or bulletin to communicate their recommendations to practicing health professionals
(66%, n=35 of 53)". Other ITAGs communicated their recommendations through
meetings, conferences, or workshops (28%, n=15 of 53)‘, while others relied on the
Ministry of Health to communicate with health professionals (23%, n=12 of 53)". Four

percent of ITAGs (n=2 of 53)" used journal articles to communicate with this group
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while 9% (n=5 of 53)" did not communicate their recommendations to practicing health
professionals.

The most common method of communicating recommendations to the public
was through various forms of mass media such as radio or public health advertisements
(62%, n=29 of 47)". However, 28% (n=13 of 47)" of countries indicated that their

national ITAG did not communicate their recommendations to the public.

Elements of ITAG that need strengthening

When both questionnaires asked “what support (if any) could the World Health
Organization provide to strengthen your immunization technical advisory group?”, 67 of
the 89 countries with ITAGs responded and the majority desired technical support from
WHO (57%, n=38). About a quarter of countries requested advice on methods to
strengthen areas of the ITAG such as generic terms of reference (24%, n=16). It was
also requested that WHO share the experiences of other countries (13%, n=9). Financial
support was requested by 19% (n=13) of countries. Fifteen (22%) countries reported
that they did not require support from the WHO to strengthen their ITAG.

When asked in the global questionnaire which elements of functioning of ITAG
need strengthening, the most common response was increased areas of expertise
represented (34%, n=15 of 44)". Other common responses were increased technical
capacity (27%, n=12 of 44)", increased participation in meetings or frequency of
meetings (23%, n=10 of 44)", improvement in communication of recommendations
(14%, n=6 of 44), and strengthening or establishment of formal terms of reference (6%,
n=14 of 44)". Other areas that were reported as needing strengthening were securing of
funding (11%, n=5 of 44)" and the decision process (9%, n=4 of 44)". Nine percent (n=4
of 44)" of national ITAGs reported that there were no elements of their ITAG that

needed strengthening.

Best practices
Through informal discussion, the authors developed, a list of best practice

process indicators that was used to identify well functioning ITAGs (Table 6). There
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were 23 ITAGs which met all seven criteria; formal terms of reference, legislative or
administrative mandates, at least five areas of expertise represented on the group, met at
least once in 2006 and in 2007, distributed the agenda to members prior to meetings, and
required members to declare conflicts of interest. The countries that met all of these
criteria were Belgium, Bulgaria, Canada, Colombia, Cuba, Estonia, Finland, France,
Georgia, Germany, Kyrgyzstan, Latvia, Malta, People's Republic of China, Poland,
Portugal, Republic of Korea, Slovakia, Switzerland, The Netherlands, Turkey, the UK,
and the USA. Of these 23 countries, 15 were developed countries, five were developing
countries, and three were countries with economies in transition. Seventeen were from
the European region, four from the region of the Americas, and two from the Western
Pacific region. Of these countries that provided a date of established, the median year of
establishment was 1994. Countries established prior to 1998 were not more likely to

meet the criteria of well functioning ITAGs (p=0.08, Fisher’s exact test).

Table 6: Components of a well functioning national ITAG and the number of countries
that met the criteria as well as all previous criteria (N=147)

Criteria Results

1) Countries must have an active ITAG. 89
2) The ITAG must have established formal terms of reference. 57
3) The ITAG must have a legislative or administrative basis. 43
4) There must be at least 5 areas of expertise represented on the ITAG. 41
5) The ITAG has met at least once in 2006 and once in 2007 (provided 39
they were established in these two years).

6) The agenda is distributed to members prior to ITAG meetings. 37
7) The ITAG members must declare conflicts of interest. 23

Discussion

Although the ITAGs in Canada, the UK, and the USA have been in existence for
over 40 years, it is only in the past decade that the majority of national ITAGs have been
created. There is increasing interest and value seen in the presence of these groups as
shown by the 50 national ITAGs created in the past decade. The value of these groups is
also demonstrated by the minimum 89 ITAGs that exist worldwide and there are no

known national ITAGs that have been created and then subsequently dissolved. This
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suggests that ITAGs provide a service that is valued and of use to a country’s policy
making processes.

Methods of selection of members and the chair for the national ITAGs were
reported in open ended questions. Although the answers from these questions gave
some indications of how the selection of members and the chair could proceed, very few
countries provided enough details to clearly understand the processes. The process of
selection should ensure that members and the chair chosen are independent and serve in
their own capacity through a transparent and credible process. Many countries reported
that their ITAG chair was selected from within the government which does not align
with the ITAGs’ premise of independence from the government. These are important
aspects of ITAGs that deserve further investigation to ensure that the process through
which members are selected is transparent, credible, and comprehensive.

About 70% of ITAGs reported either grading of evidence or use of a quality
checklist to evaluate evidence when making recommendations. None of the countries
provided a reference for this information despite being requested. From discussions with
country officials, it is likely that this question was misunderstood and the numbers
reported are inflated. It is suspected that very few countries actually use formal grading
of evidence in a systematic way to evaluate evidence collected.

A systematic review on the topics of immunization policy making processes’
reported that the ITAG in Canada® uses grading of evidence in their decision making
process. The ITAG in the UK may also use this process although this was not clear from_
the information reported on the website’. The evaluation of evidence should be a key
component when creating informed decisions and policies. This is another important
area of ITAGs for further investigation or development.

The only country for which there was detailed published information on their
national ITAG and which did not respond to the survey is Australia>'*'". When
analyzing the ITAG from Australia using the criteria from the best practices exercise, it
has formal terms of referencelo, a legal basism, over five areas of expertise represented1 l,
and regular meetings'®. It was not reported whether agendas were distributed prior to
meetings or whether conflict of interests are declared. Although it is unclear if the

Australian ITAG meets all seven criteria using the limited information available, from
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what is known, this ITAG could potentially meet all criteria outlined indicating a well
functioning ITAG.

As noted above, from the responses of the questionnaires, there were 23
countries that met these seven criteria. This does not necessarily imply that these ITAGs
function efficiently or that other ITAGs are not effective — each ITAG has strengths and
weaknesses including those mentioned. However, these ITAGs possess what we believe
to be the minimum required characteristics of an ideal ITAG. Although the majority of
these ITAGs are from the European region, this is likely due to the concentration of
developed countries in this region.

The combined response rate of the two surveys was high at 76%, however larger
countries were significantly more likely to respond to the survey and were also more
likely to report the presence of a national ITAG thus potentially causing bias. The
reported rate of presence of national ITAGs may have been inflated.

The validity of the responses in this survey is unknown. When compared with a
systematic review on the same topic?, 12 of the 14 countries who reported having
national ITAGs were consistent with their survey responses. One of the countries
mistakenly reported the presence of an ITAG in the survey but this group is within the
national government'> and so was not considered an independent national ITAG by the
authors. The reason for the other contradictory case, where the systematic review
reported a national ITAG but the survey response indicated the opposite, is unknown.

Of the 12 countries that reported having a national ITAG in the systematic
review and also reported the presence of a national ITAG on the questionnaire, the great
majority of the information that was found in the systematic review was confirmed by
the responses on the questionnaire. The one exception noted was in the number of
members reported with a variation between what was determined in the systematic
review compared to the questionnaire. This may have been due to changes in the
number of members between the date of publication of the sources used in the
systematic review and the time when the questionnaire was completed. In most cases,
this variation was small with only a one or two member discrepancy. However, in one
instance, a four member difference was noted between the 16 members found in the

systematic review and the 20 members reported on the questionnaire.
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The main limitation of this study was the collection of data through two different
questionnaires albeit aligned questionnaires, due to the exclusion of the European region
from the global survey. Ideally, the same questionnaire would have been used for all
member states. The information from the European region is more limited and hence
could not be aggregated with the rest of the data for all areas. Finally, global level data
is not available for all topics addressed which precludes a global depiction of many of
the characteristics of national ITAGs as was originally planned.

Another limitation is the potential that the questions or responses were
misconstrued in translation. The global questionnaire was translated into four languages
and the European questionnaire into one additional language. However, there is the
possibility of inaccurate translation or misunderstanding by the respondent. There was
at least one inaccurate translation into Spanish that resulted in missing data for the
intended question from 12 countries.

A further limitation was that the information was collected through self-report
and hence may not have reflected actual practice. Because of this, the results must be
interpreted with caution. However, the purpose of this study was to collect descriptive
information on the immunization policy making processes on a national level and the
findings are likely valid in terms of general trends. In addition, responses may instead
describe ideal rather than existing methods of policy making. This still offers valuable
information on methods through which countries can make immunization policies thus
motivating these countries to move toward the policy making structure which they
envision.

Although national ITAGs appear to be useful and have a strong global presence,
the credibility of the group lies in true independence from the national government and
some countries may need guidance in this area. There are 89 reported ITAGs in
existence. However, government independence is a concept which may need honing in
some countries. There appears to be some overlap between government employees and
core members of the group. It is important to have a close relationship between the
government, who makes the final immunization policies and generally is responsible for
implementation of the policy, and the national ITAG, that provides policy '

recommendations based on technical expertise independent from the national
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government. However, to maintain the independence of the ITAG from the national
government and the credibility of their recommendations, it is crucial that government

_ representatives are not core members of the group who participate in making final
recommendations. This highlights the need for best practice guidelines that include clear
definitions.

The results from these surveys highlight the array of ITAG processes and the
need for further investigation in many areas relating to these groups, some of which have
been highlighted earlier in the discussion. This project offers basic descriptive
information that could be used as the basis for‘ many further research projects to explore
details of ITAGs in depth. An area that this survey did not address and that needs
further investigation is the relationship between ITAGs and industry, particularly
vaccine manufacturers. Since they will be involved in some facet with the majority of
national ITAGs, it is essential that the relationship is structured and transparent to ensure
the ITAG maintains independence and credibility. A best practice model should address
this relationship and guidance in managing this example of conflict of interest.

The findings from this survey support the need for the development of and
consensus on best practices for national ITAGs. There is a need for clear definitions and
general guidelines on national ITAGs outlining the rationale and examples of ideal
modes of functioning. WHO has drafted a general framework for the establishment and
functioning of national ITAGs. This document will be of great use to countries by
offering guidance in developing or strengthening their national ITAGs. The findings
from this thesis are being used to adjust the content of this document.

Best practices should ideally be based on scientific evaluations of ITAGs. Itis
essential to complete evaluations of existing ITAGs including outcomes in order to
provide evidence in support of these groups and varying modes of operation. This is
particularly important in light of the paucity of published articles in the systematic
review”.

As an example of best practices for national ITAGs, this paper outlined a list of
seven criteria that could assess national ITAGs. However, a criticism of the criteria
could be the focus on process indicators and lack of outcome measures. Additional or

alternate best practice indicators of national ITAGs may be more important or
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appropriate but given the nature of the information collected through this project was all
related to process, it is logical to have started with process indicators. Development of
outcome indicators matched to immunization policy making processes would be ideal
however this may challenging as a successful policy in one country may not be
successful or appropriate in other countries. The suitability and success of policies
highly depends on the context of the country and their epidemiological profile as well as
financial situation. One method to evaluate national ITAGs would be to survey the
public and health professionals in the country regarding their perception of the national
ITAG and its recommendations and their credibility.

Indicators should be discussed on an international level amongst experts in the
area to create a consensus on best practice indicators for national ITAGs. This
information could then be disseminated by WHO and would offer guidance to countries
establishing national ITAGs as well as help strengthen ITAG where they already exist.
In the longer term, having WHO facilitate the sharing of solutions in different settings on
how to achieve the indicator function for an ITAG would help strengthen ITAGs
globally. ‘

This survey also highlights important areas of investment to ensure effective and
relevant policies. Surveillance data was reported to be the most important source of
information used by ITAGs and disease burden in the home country was reported to be a
common factor upon which ITAGs base recommendations. Both factors emphasize the
importance of national surveillance systems. Since this is the type of information
reportedly most valued, national and regional research agendas should reflect this to
ensure that these findings are of quality and can be used to maximize benefit for public
policy.

This survey offers useful information on the types and sources of evidence used
by ITAGs to make recommendations to the national government about immunization
policy. Ideally, ITAGs ensure that policies are evidence based and are an important link
between research, local surveillance data, and policy. It is important for researchers to
be aware of how research information can inform policy makers and use this to guide
research agendas. The relationship between researchers and policy maker has the

potential to be mutually beneficial if both parties communicate their needs. By
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producing research that policy makers can use, this will enhance the development of
evidence based immunization policies.

This survey could be repeated in a few years to collect longitudinal data on this
topic and compare responses to determine if progress in the policy making arena has
been made in many of these countries. If possible, it may even be helpful to include a
limited number of questions on this topic on the WHO/UNICEF joint reporting form'? to
collect longitudinal data from the countries. This information would be relevant to the
joint reporting form in that it relates to immunization practices, is of use to WHO, and
would maintain an up-to-date global perspective on the presence of ITAGs. This option
would allow WHO to continue this project with minimal additional work as the joint
reporting form is a well established process which occurs annually. This information
could be used as an evaluation tool for progress on policy development. Ideally, with
this information, the presence and functioning of ITAGs could be linked to outcome
indicators by country.

The topic of strengthening ITAGs is being pursued by various WHO regional
initiatives. One initiative in the European region aims at disseminating knowledge and
best practices on immunization and offering a platform to share information'’. There are
currently 29 countries, mostly members of the European Union, participating in this
initiative'’. Regional WHO offices are also becoming involved, many drafting
guidelines on the establishment, functioning, and terms of references of national ITAGs
within the context of their specific region'®. It is hoped that this project will provide
useful background information as well as enhance enthusiasm for ITAGs regionally.

In summary, this paper provides a global overview of national immunization
technical advisory groups - a topic with little previously published literature. This is the
first known collection of global information on national ITAGs. It provides basic
information on the functioning of these groups and also highlights the gaps in knowledge
and need for research in this area. It is hoped that this study will stimulate a global level
dialogue through which countries share their ITAG processes and experiences for the
benefit of all nations striving to achieve the best possible policy making processes in

each country.
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CHAPTER FIVE: CONCLUSIONS AND RECOMMENDATIONS

This thesis summarizes a systematic review and survey on the topic of
immunization policy development, particularly the presence of national ITAGs and their
characteristics.

The systematic review highlighted the scarcity of information relating to national
immunization policy development processes. It retrieved information on the policy
development processes of four developed countries, Australia, Canada, the UK, and the
USA, which included descriptions of various characteristics of their national ITAGs. A
key conclusion from this project is that there is little published information available on
immunization policy development at a national level despite this presumably occurring
in each country. The gap was especially noticeable amongst developing and least
developed countries where only one publication addressed the process in a country that
was not developed. Over half of the countries that responded to the questionnaire
reported the presence of national ITAGs yet there is little published information
available on this topic. I would encourage countries to publish their immunization
policy development methods and strategies either in scientific journals or on their
websites to share with other countries and with their citizens. Making this information
publicly available will increase the countries’ credibility amongst their citizens and other
countries. This lack of information confirmed the need for a survey of countries on their
immunization policy development processes.

The global questionnaire collected information from all countries on their
immunization policy development processes and reported on the value of national
ITAGs seen by countries. Another key conclusion from this project is that the presence
of a national ITAG was recognized as useful tool in the national immunization policy
development process. This group was already in place in 89 countries and in the global
level survey, 94% of respondents either had a national ITAG or wanted to establish one
(respondents of the European questionnaire were not asked this question). In addition,
amongst respondents, there was never an ITAG established and later dissolved. This
would imply that once created, these groups provide useful contribution to the policy

development process. Furthermore, amongst countries without a national ITAG,
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establishment of this group was the most frequently cited desired improvement by
countries.

The global and European questionnaires were combined to provide a description
of the processes of national ITAGs around the world. This is the first known effort to
collect this type of information and will be of use to those on the national, regional, and
international levels who recognize the value of these groups. Despite the prevalence of
ITAGs, many processes of ITAGs need improvement to achieve optimal benefit. This
project highlighted the need to develop clear guidelines outlining best practices of
national ITAGs including clear definition of terms. This was the second most
commonly requested type of support from WHO, with over half of countries without an
ITAG requesting this guidance. Countries with established ITAGs could also benefit
from these guidelines as some of the processes reported contradict the premise of the
group. Also, many ITAGs lack components that contribute to the credibility and
transparency of these groups such as formal terms of reference. It is recommended that
guidelines outlining best practices of national ITAGs are developed by consensus
amongst experts.

In addition to the limited published information on the topic of immunization
policy development and ITAGs, there was no published information retrieved on the
evaluation of these processes. Evaluation is an important component of any process
including immunization policy development, especially considering the vast amount of
money spent on vaccines and the potential impact vaccines can have on the health of a
population. Because of the prevalence of ITAGs and growing interest in these groups, it
is important that they also be evaluated scientifically. The survey reported that countries
with an ITAG requested increased funding and reported the challenge of introducing
new vaccines significantly more often than countries without an ITAG. It may be that
countries with ITAGs not only require small amounts of funding to function but also are
more aware of the need for additional vaccines in their country which also increase
funding required. A favourable evaluation could justify the additional resources spent
on the presence of this group and may be needed to convince additional governments of

the usefulness of this group.
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The results from this project indicate that countries derive great value from
information provided by WHO. Nearly all countries report using WHO technical
documents, position papers, or recommendations to inform their immunization policy
decision making. Furthermore, the most commonly reported type of support desired
from WHO is technical with almost 70% of countries requesting this support in some
form. WHO has an important role in providing current technical information relating to
vaccines. This is a strong point of contact with countries that could eventually be used
to coordinate the exchange of information amongst countries and communicate
information about immunization policy making processes such as evaluations or best
practice guidelines on national ITAGs.

There were limitations to this thesis. Firstly, it is unfortunate that the systematic
review was limited to information available in English and French. There may be
important information available in other languages. Another limitation is the possibility
of mistranslation of the questionnaires or the responses that would lead to inaccurate
data.

Another limitation is the collection of information through two surveys. This
prevents the reporting of global level data on many variables and increases the potential
for bias. Using two different tools to collect the data and then combining the data is not
ideal. There are also limitations associated with the collection of data from self-
administered questionnaires. The data is presented as it was reported from the countries
and the accuracy is highly dependent on the knowledge and efforts of the individual
responding to the questionnaire.

This project was intended to describe the current immunization policy decision
making processes in nations across the globe. It is the first known global portrayal of
these processes. It is hoped that these papers will be published to add to the scarce
literature base on this topic and that this will inspire others to publish their work in the
area of national immunization policy development. Through increased understanding of
these processes, it is hoped that policies will be improved, ultimately achieving the

greatest impact on vaccine preventable diseases.
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Dear Ms. Bryson:

Re: Protocol # 2008065-01H  Global Level Immunization Policy Decision Making Processes
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Ethics Board (OHREB) and is approved. Approval is for the Thesis Proposal dated November 26, 2007, the
English cover letter, the reminder letter, and the Questionnaire received January 29, 2008. No changes,
amendments or addenda may be made to the protocol or the consent form without the OHREB's review and
approval.

Further to Mary Ann Laviolette's email of February 28, 2008, Catherine Paquet, interim Assistant-Director
(Ethics) at the University of Ottawa, has confirmed that the contract between you and The Bill & Melinda Gates
Foundation must be reviewed by the Technology Transfer Business Enterprise (TTBE) before you begin your
research. TTBE can be reached at 613-562-5399. This approval is conditional upon receipt of their acceptance
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OHREB approximately six weeks prior to the current expiry date. If the study has been completed by this date, a
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RaphaeTE{aginur, M.D.
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APPENDIX B: SEARCH STRATEGIES

OVID Medline

#1 ((((lImmuni* or vaccin* or innoculat*) in ti,ab) or ((explode "Immunization-" / all
SUBHEADINGS in MIME,MJME,PT) or (explode "Vaccines-" / all SUBHEADINGS
in MIME,MJME,PT) or (explode "Immunization-Programs" / all SUBHEADINGS in
MIME,MJME,PT)))

#2 ((((mak* or responsib* or authori*) near3 (policy or policies or decision*)) in ti,ab)
or ((explode "Decision-Making" / all SUBHEADINGS in MIME,MJME,PT) or
("Policy-Making" / WITHOUT SUBHEADINGS in MIME,MJME,PT))))

#1 and #2

Global Health

1) TI mak* N3 polic* or TI responsib* N3 polic* or AB mak* N3 polic* or AB

responsib* N3 polic*

2) TI mak* N3 decision or TI responsib* N3 decision or AB mak* N3 decision or AB

responsib* N3 decision

3) TI immuni* or AB immuni* or TI vaccin* or AB vaccin* or TI innoculat* and AB

innoculat*

4) TI authori* N3 polic* or TI authori* N3 decision or AB authori* N3 decision or AB
authori* N3 polic*

5) decision making or policy making

6)lor2ordor$

7)6 &3
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APPENDIX C: DATA ABSTRACTION FORM

COUNTRY:

Review title:

Data Extraction Form

Reviewer:

Identification:

Article #:

Title:

Authors, Qualifications & Affiliations

Journal:

Year Vol. ; Starting Page

Contact address:

Source of sponsorship:

Comments:




Source of Information:

D Published article D Government Website D Published report

Other/Comments

Presence of a National Advisory Committee:

D Yes D No D Unknown

If Y_es:

Membership:

Methods of Functioning:
Structure of meeting
Meeting frequency

Conduct of Meetings

Existence of other immunization committees in country/region (i.e. professional organizations):

F unding of Committee:

Committee’s Authority:

Consideration of Evidence:
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Communication Strategies:

Other Information:

All:

What is the process of decision making?

What is the role of manufacturers in the decision process?

What communication strategies are used once decisions are made?

Other:
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APPENDIX D: FLOW DIAGRAM OF SEARCH STRATEGY AND REASONS
FOR EXCLUSION OF ARTICLES

OVID Medline

Global Health

1030 citations

313 citations

84 full text

33 full text

\/

117 records

— 1 71 Not Relevant

———— 22 Duplication

———— 1 4 Not available in English or French

20 included publications
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APPENDIX F: QUESTIONNAIRE COVER LETTER

March 6, 2008
Dear National Immunization Manager,

The World Health Organization (WHO) is conducting a global level survey regarding
national immunization policy decision making processes. The survey will document the
existence and characteristics of national immunization advisory committees within each
country and identify specific challenges and support needed from WHO. This will allow
the organization to better serve its member states by increasing awareness and
understanding the processes by which countries make immunization policy decisions.
From this project, WHO will learn from successful experiences of countries and will be
able to better target its support to countries and adjust its recommendations for setting-up
national immunization technical advisory groups. The survey is being conducted with
the support of the Public Health Agency of Canada and the University of Ottawa.

Each country which participates in this study will contribute to a complete global
perspective that this project hopes to achieve. This project will disseminate information
relating to immunization decision making for all nations to benefit from the experiences
of others. Countries will benefit through learning the methods, various challenges, and
strategies of other nations around the world. They will also benefit through the tailored
support that WHO will provide in response to the survey. This survey provides an
opportunity for each country to document their policy making needs and to express their
needs to WHO.

While this survey is voluntary, we count on your participation and kindly ask that you
complete and return the attached questionnaire by email to WHOITAGsurvey@who.int
at your earliest convenience before 4 April 2008.

It is important that all countries respond to the questionnaire, those with an established
immunization committee and those without. This will ensure an accurate description of
the global situation. Responses will be kept confidential and data will only be reported
in an aggregated manner. In the case that we believe your experiences could help others
and we would like to share individual elements of your responses, we will contact you to
obtain permission.

Your time and consideration is appreciated. We thank you in advance for your
participation. It is only with your help that this project can be successful.

Sincerely,

Dr. Philippe Duclos
Senior Health Advisor, Department of Immunization, Vaccines and Biologicals
World Health Organization, Geneva, Switzerland
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APPENDIX G: QUESTIONNAIRE - NATIONAL LEVEL IMMUNIZATION
POLICY DECISION MAKING PROCESSES

QUESTIONNAIRE
National level immunization policy decision making processes

The purpose of this questionnaire is to document the processes by which countries make
recommendations regarding vaccines used in routine immunization schedules. WHO is
seeking your input on your country's processes. This survey addresses the establishment
of national technical advisory bodies. These groups can have varying titles but are
referred to as Immunization Technical Advisory Groups in this survey. The work of
immunization technical advisory groups is primarily technical and focuses on the topic
of immunization. These groups are not synonymous with Interagency Coordinating
Committees (ICCs). ICCs may offer policy recommendations on immunization;
however, their work is primarily operational.

We thank you for taking the time to complete this questionnaire.

Country:

Name:

Title:

Contact Information:
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Section 1: Vaccination Policy Making

1) Please name all organizations (e.g. national institutions, national units within a health
ministry, special state agency) which make recommendations on national immunization
programs in your country.

For each organization listed, please specify if their recommendations focus on a specific
population group and/or vaccine preventable disease.

Organization Specific population group or vaccine
preventable disease

2) What is current the process used by the Ministry of Health in determining which
recommendations to adopt? Please check all that apply.
(] Rely upon recommendations of a national immunization technical advisory
group
[] Follow guidelines from the World Health Organization headquarters
[_] Follow guidelines from the World Health Organization regional office
(] Follow guidelines from a regional technical advisory group
(] Follow guidelines from another country or group of countries. Please specify
country(ies) in the text box below
[] Decision made within Ministry of Health
[] Other - Please list in the text box below

91




3) What are the sources of information used in making immunization policy decisions?

Please check all that apply.
[_] Country level interagency coordinating committees
[_] Government reports
["] Intercountry meeting reports and recommendations
[] National institutions (e.g. universities)
[ ] National committee statements

[_] Neighboring countries’ decisions: Please list countries in text box below

[] Other countries’ decisions: Please list countries in text box below
[] Published studies

[_] Unpublished research conducted in your country

[_] WHO vaccine position papers

[] Other: please list in text box below

4) Please name the ministry(ies) of government which are involved in the decision

making process for immunizations.

5) Does your country have disease specific technical advisory group(s)? These groups
would address specific vaccine preventable disease(s) but not all vaccine preventable

diseases. These may be in addition to national immunization technical advisory groups

or a country may solely have disease specific technical advisory groups.

[] Yes
[1No

6) Does your country have a national immunization technical advisory group which

addresses immunization for all vaccine preventable diseases? This group is not the same

as having an Interagency Coordinating Committee (ICC). It is a more specific, policy-

oriented, technical group. Although the name of the committee may vary, these
immunization technical advisory groups are permanent committees which deal

exclusively with vaccine preventable diseases. They are not ad hoc committees with a

narrow focus. If there is technical advisory group within a larger group which addresses

all vaccine preventable diseases, please consider this group as your country’s
immunization technical advisory group.
[ Yes
[_] No (Please skip forward to question 8)
] No current group but one existed in the past (Please skip forward to
question 8)
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7) How do these disease specific national technical advisory groups relate to the
immunization technical advisory group? (Please skip forward to question 9)

8) If you do not have a national immunization national technical advisory group, would
you like to establish an immunization technical advisory committee?

[] Yes
[:I No

9) What are the main challenges encountered when making immunization policy
decisions in your country?

10) What are the main successes experienced with respect to making immunization
policy decisions in your country?
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11) Is there anything you would like to change or improve with your country’s
immunization decision making?

12) What support (if any) could the World Health Organization provide to establish or
strengthen your immunization technical advisory group?

If your country has an immunization technical advisory group,
please continue on to section 2.

If your country does not have an immunization technical advisory group, you have
completed the questionnaire.
Thank you for participating.
Your time and cooperation are appreciated.
Please return the questionnaire by email to WHOITAGsurvey@who.int

Thank you again.
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Section 2: Information on the Immunization Technical Advisory Group

13) What is the official name of the immunization technical advisory group?

14) In which year was this immunization technical advisory group established?

15) What is the mandate of your immunization technical advisory group?

16) Does the immunization technical advisory group have formal/written terms of
reference (1.e. mode of functioning, etc.)?
[ ] Yes (Please attach at the end of the questionnaire)

[INo

17) Is there a legislative or administrative basis (e.g. law, decree, Ministerial directives)
for the committee?
[] Yes - Please describe in text box below

[ ]No
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18) What are the specific functions of your immunization technical advisory group?
Please check all that apply.

] Assist government to address issues of vaccine quality and safety

[] Assist government in establishing immunization policies and strategies

[] Evaluate new vaccines

(] Evaluate new immunization technologie$

[] Promoting regional and national vaccine security

[] Inform government on the public health needs for vaccine-preventable

diseases
[] Other - Please list in text box below

19) Does your immunization technical advisory group receive specific funding?

[] Yes

[] No (Please skip forward to question 21)

20) What are the immunization technical advisory group’s sources of funding? Please
check all that apply.
Government funds
[ ] WHO
[] Non-Governmental Organization (NGO) funds
[ Pharmaceutical company
[ ] Other — Please list in text box below

Section 3: Membership of the Immunization Technical Advisory Group

Section 3a: Core Members

21) How many members are normally serving on the immunization technical advisory
group? Please include only the core members who would be involved in the final
decision making.

22) Through what process are members selected for the immunization technical advisory

group?
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23) How is the chair of the immunization technical advisory group selected?

24) Is there a defined duration of time which each member of the committee serves?

[]Yes

[] No (Please skip forward to question 27)

25) What is the duration of a term served by members on the immunization technical
advisory group?

26) What is the maximum number of terms members can serve?

27) What professions or areas of expertise are represented on the immunization technical
advisory group? Please check all that apply.

[] Cold Chain expert/logistician

[] Clinician (other than a pediatrician)

[] Epidemiologist

[] Health economist

[] Immunologist

[] Infectious disease expert

["] Medical microbiologist

[ ] Pediatrician

[] Public health expert

[ ] Representative of the public

[ ] Statistical modeller

[ ] Social scientist

[] Other - Please list in the text box below

28) Do members receive any payment (other than travel costs) for serving on the
immunization technical advisory group?

[] Yes
[]No
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29) Do members make a declaration of potential conflicts of interest?

[]Yes
(] No

Section 3b: Ex-officio & Liaison Members

30) Does your immunization technical advisory group have ex-officio members? Ex-
officio members are representatives from governmental departments which provide
expertise to the committee but do not take part in the final decision making process. Ex-
officio members are present at meetings to bring knowledge to technical advisory group
discussions and express the views of the department they represent.

[ ] Yes
[ ]No

31) Does your immunization technical advisory group have liaison members? Liaison
members are representatives from related organizations which provide expertise to the
committee but do not take part in the final decision making process. Liaison members
are present at meetings to bring knowledge to technical advisory group discussions and
express the views of the organization they represent.

[ ]Yes

[[]No (please skip forward to question 38)

32) Does your immunization technical advisory group have liaison members from
academic or professional organizations?

[ ] Yes
[ INo

33) Does your immunization technical advisory group have liaison members from
pharmaceutical organizations?

[]Yes
[ ]No

34) Does your immunization technical advisory group have liaison members from non-
governmental organizations (NGOs)?

[] Yes
[ ]No

35) Does your immunization technical advisory group have liaison members from
international organizations or from other countries?
[] Yes - Please list the international organization or countries in the text box
below

[ ]No
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36) How many liaison members does your immunization technical advisory group have?

37) Please list the organizations which are represented by the liaison members.

Section 3c: Additional Players

38) What is the role of national Immunization Programme Manager within the
immunization technical advisory group?

39) Is there an executive secretary appointed to the immunization technical advisory
group? An executive secretary is generally responsible for organizing the logistics of the
meetings as well as preparing any reports. They generally play a leadership role and
work closely with the chairperson. They could be part of the Ministry of Health or may
be one of the committee members.

[] Yes
] No (please skip forward to question 41)

40) Is the executive secretary a formal member of the immunization technical advisory
group?

[ ]Yes

[JNo
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Section 4: Meetings of the Immunization Technical Advisory Group

41) Do meetings occur at regular intervals or only when necessary? Please check all that
apply.

] At regular intervals

[] When necessary

[] Other - Please list in the text box below

42) In 2007, how many times did your immunization technical advisory group meet?

43) In 2006, how many times did your immunization technical advisory group meet?

44) Who determines the agenda? Please check all that apply
[] Ministry of Health
[} Immunization technical advisory group chairperson
[ ] Immunization technical advisory group members
[] Other - Please describe in the text box below

45) Is the agenda circulated to the members ahead of the meetings?

D Yes
[ JNo

46) Are background documents circulated to the members ahead of the meetings?

[] Yes
D No
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47) Which of the following statements describes the meetings best? Please select one
answer.

[] Meetings are open. Visitors are permitted to observe and remain for the
entire meeting.

] Meetings are partially open. Visitors are permitted to observe but must leave
for at least a part of the meeting for private discussion amongst members.

[] Meetings are closed with exceptions by invitation only. Only members and
those invited to attend the meeting are permitted in the meeting room for the
entire meeting.

[] Meetings are closed. Only members and those invited to attend the meeting
are permitted in the meeting room. The people invited must leave when their
presentation is completed.

(] Other - Please describe in the text box below.

48) Is the information presented at meetings confidential?

[ ]Yes
[ ]No

49) Are meeting minutes recorded?
[] Yes (please attach latest minutes at the end of questionnaire)
[1No (please skip forward to question 51)

50) How are meeting minutes published? Please check all that apply.
] Government bulletin - Please indicate name in the text box below
(] Journal or newsletter - Please indicate name in the text box below
[] Website - Please indicate address in the text box below
[] Other - Please describe in the text box below
[] They are not published

51) Are there working groups which prepare information for the immunization technical
advisory group meetings?

[]Yes

[[] No (please skip forward to question 53)
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52) Which of the following describes the working groups? Please check all that apply.
(] Consist of immunization technical advisory group members
] Consist of experts which are not members of immunization technical advisory
group
[[] Consist of Ministry of Health staff
] Working groups are permanent groups
] Working groups are ad hoc when needed

53) Are experts outside committee members invited to meetings to present information
on specific topics?

[] Yes

[INo

54) Are pharmaceutical industry representatives invited to meetings to present
information on specific topics?

(1 Yes

[]No

Section 5: Decision Making Process of the Immunization Technical Advisory
Group

55) Which of the following factors are considered when the immunization technical
advisory group is making a recommendation? Please check all that apply.

[] Actions in other countries

[] Disease burden in other countries

[] Disease burden in home country

] Economic impact of the disease

(] Financial aspects (eg. cost-effectiveness, cost-benefit)

[] Ease of distribution of vaccine

[] Method of administration of vaccine (eg. lack of invasiveness)

(] Priority of vaccine related to other vaccine-preventable diseases

[ Priority of vaccine related to all other possible health interventions

[ ] Public health/epidemiology

(] Public perception of the disease

[] Recommendations from immunization technical advisory groups in other

countries
- [] Vaccine effectiveness
[] Vaccine safety
[] Other - Please describe in the text box below
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56) From question 55, please list the five factors which are most important in making a
recommendation.

57) Which of the following sources of information are used to inform recommendations?
Please check all that apply.

] Consultations with working groups

(] Expert opinion

] Government reports

(] Pharmaceutical documents

] Published data and journal articles

[ ] Regional technical advisory group documents

] Surveillance data

[] WHO recommendations

[_] WHO position papers

(] WHO technical documents

[] Other - Please list in the text box below

58) From question 57, please list the three factors which are most important in making a
recommendation.

59) To decide on recommendations, does the committee undertake in the following
exercises? Please check all that apply.
[ ] Committee consultation
[] Literature review
(] Systematic review. 4 systematic review is a literature review which contains
an explicit question, search strategy, inclusion and exclusion criteria, and an
examination of the quality of research included in the review.
[_] None of the above (please skip forward to question 61)
[[] Other - Please list in the text box below
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60) How do you examine the quality of evidence collected by the method from question
59?7 Please attach reference to questionnaire and/or provide reference below if
possible.

[] Grading of evidence

(] Quality checklist for each study included

[ ] None

[ ] Other — Please list in the text box below

61) How does the group reach its final conclusions/recommendations? Please select one
answer.
[] Consensus

(] Vote

[ ] Other - Please describe in the text box below

Section 6: Communication Strategies of the Immunization Technical Advisory
Group

62) Are recommendations made by the immunization technical advisory group to the
ministry of health confidential or public?

[] Confidential

] Public

[] Varies with recommendation

63) How are these recommendations communicated to the ministry of health?

64) How are these recommendations communicated to the public? If a website is used,
please provide the website address.
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65) How are these recommendations communicated to practicing health professionals?

Section 7: Future directions

66) What are the elements of functioning of your immunization technical advisory group
which need strengthening?

Reminder

Please attach

1) the immunization technical advisory group’s formal terms of reference

2) the latest meeting minutes from ITAG meeting

3) the tool used in the recommendation process (e.g. grading of evidence by an expert or
quality checklist)

Thank you for completing this questionnaire.
Your time and cooperation are appreciated.

Please return the questionnaire by email to WHOITAGsurvey@who.int

Thank you again.
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APPENDIX H: QUESTIONNAIRE FOLLOW UP LETTER
March 25, 2008

Dear National Immunization Manager,

Please accept this letter as a reminder of the survey mailed to you on March 6, 2008.
The World Health Organization is conducting a global level survey regarding national
immunization policy decision making processes. As previously stated, the survey is part
of a wider project to support the establishment and strengthening of national policy
decision making processes. The survey will document the existence and characteristics
of national immunization advisory committees within each country and identify specific
challenges and support needed from WHO. This will allow the organization to better
serve its member states by increasing awareness and understanding the processes by
which countries make immunization decisions.

Each country which participates in this study will contribute to a complete global
perspective that this project hopes to achieve. This project will disseminate information
relating to immunization decision making for all nations to benefit from the experiences
of others. Countries will benefit through learning the methods, various challenges, and
strategies of other nations around the world. This survey provides an opportunity for
each country to document their policy making needs and to express their needs to WHO.
Every survey completed and returned is of great importance and will impact the success
of the study. '

We are requesting that you please take a few moments now to complete and return the
questionnaire to WHOITAGsurvey@who.int. If you have already emailed the
questionnaire, would you kindly resend the email, as it has not yet been received.

Thank you for you time, consideration, and participation.

Sincerely,

Dr. Philippe Duclos
Senior Health Advisor, Department of Immunization, Vaccines and Biologicals
World Health Organization, Geneva, Switzerland
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