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ABSTRACT

Hepatitis B is a serious viral infection that causes thousands of deaths worldwide each year. Immunization against
hepatitis B protects individuals from hepatitis B and its resulting sequelae. The World Health Organization (WHO)
strongly supports the development of hepatitis B immunization programs. By protecting immunized people from
infection, hepatitis B immunization programs reduce the number of chronic carriers in a population. WHO has
devised a number of hepatitis Bimmunization program protocols. If enacted as stated, these program protocols will
successfully reduce the number of hepatitis B chronic carriers in a population. Cuba has a strong public health
system and stresses the importance of immunization. A process evaluation of Cuba’s hepatitis B immunization
program was undertaken by comparing Cuba’s practices with WHO guidelines. A thorough literature search facili-
tated this process, as did communication with Cuban health professionals. The importance of pairing a qualitative
evaluation with a quantitative evaluation to enable an impact assessment is also presented. A framework for
developing a quantitative evaluation of a hepatitis Bimmunization program through the use of an infection marker
survey is discussed. The process evaluation reflects Cuba’s strong hepatitis B immunization program administration.
Cuba should consider conducting a quantitative evaluation employing fieldwork techniques described in this paper.
The collection of quantitative seromarker data will provide evidence to further support the success of Cuba’s
hepatitis B immunization program in decreasing the rate of chronic carriers in its population.
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RESUMEN

Desarrollo de un marco de evaluacién para programas de inmunizacion de hepatitis B en paises en
desarrollo: Cuba como caso de estudio.. La hepatitis B es una infeccién viral grave que produce miles de
muertes en el mundo cada afo. La inmunizacién contra la hepatitis B protege de la enfermedad y sus secuelas
resultantes. La Organizacién Mundial de la Salud (OMS) apoya fuertemente el desarrollo de los programas de
inmunizacién contra la hepatitis B. Al proteger de la infeccion a los inmunizados, los programas de inmunizacién
reducen el nimero de portadores crénicos en una poblacién. La OMS ha ideado un conjunto de protocolos de
programas de inmunizacién contra la hepatitis B. Si se ejecutan de acuerdo con lo estipulado, estos protocolos de
programas reducirdn exitosamente el nomero de portadores crénicos de hepatitis B en una poblacién. Cuba tiene
un sistema de salud publica fuerte que enfatiza la importancia de la inmunizacién. Se desarrollé una evaluacién del
proceso del programa de inmunizacién contra la hepatitis B en Cuba mediante la comparacién de las practicas
cubanas con los lineamientos de la OMS. El proceso se facilité mediante una biusqueda en la literatura y por la
comunicacién con los profesionales de salud de Cuba. También se presenta la importancia de aparear una evaluacién
cualitativa con una cuantitativa para permitir evaluar el impacto. Se discute un marco para el desarrollo de una
evaluacion cuantitativa del programa de inmunizacién contra la hepatitis B mediante el uso de una encuesta de
marcadores de la infeccién. La evaluacion del proceso refleja la fuerte direccién del programa cubano de inmunizacion.
Cuba debiera considerar el desarrollo de una evaluacién cuantitativa con la utilizacién de las técnicas de trabajo de
campo descritas en este trabajo. La recogida de datos de marcadores séricos proporcionard evidencia para apoyar
aun mas el éxito del programa cubano de inmunizacién contra la hepatitis B en la disminucién de la tasa de

portadores crénicos en su poblacion.

Introduction

Hepatitis B is a serious global health problem that is
endemic in many areas of the developing world [1].
One of the major problems with the hepatitis B virus
(HBV), isthat 90% of the infants infected with HBV
before the age of one become chronically infected [1].
Theseinfants are most likely to have motherswho are
infected with HBV. Chronic carriers can transmit HBV
to others throughout their lives, and often experience
HBV sequelae like liver disease, cirrhosis, and hepa-
tocellular carcinoma around mid-life [2].

Vertical transmission of Hepatitis B is a major
source of transmission in many countries[3]. Thereis
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an effective and safe vaccine for hepatitis B, which
prevents 90% of HBYV infections from mother to baby
when given within 24 hours of birth [3]. The 96.2% of
high risk infants, born to Hepatitis B e Antigen
(HBeAg) and Hepatitis B surface antigen (HBsSAQ)
positive mothers, are protected from HBV infection
when a birth dose of 10 microgram of recombinant
hepatitis B vaccine is administered and followed by
two subsequent doses[4-6]. A dose of 10 micrograms
of vaccine was found by Andre and Zuckerman to be
associated with a protective efficacy of at least 90%,
even in the highest risk infants [7].

1. World Health Organization. Hepati-
tis B Fact Sheet 2000; October: 1-5.
www.who.int/inf-fs/en/fact204.html 10/
20/01.

2. Chang MH, etal. Universal Hepatitis B
Vaccine in Taiwan and the Incidence of
Hepatocellular Carcinoma in Children.
The New England Journal of Medicine
1997,26:1855-9.
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Immunization programs have long been supported
by international agencies. They are highly cost-effec-
tiveif they are properly implemented [8]. Funders of
immunization programs, especially the World Health
Organization (WHO) and their partners, want coun-
triesto be aware of the current status of their immuni-
zation programs, especialy the presence of condi-
tionsthat could stall the achievement of their objectives
[9]. Funders also want confirmation that the program
is indeed in operation, and running according to the
standards that they have set out, or that are interna-
tionally recognized. The development of an evalua-
tion framework allows countriesto identify areasthat
need attention. Also, an evaluation framework would
ease the hepatitis B eval uation process, which should
take place every five years [9]. Furthermore, a de-
tailed analysis of a country’s hepatitis B immuniza-
tion program will provideinsight into the true rates of
hepatitis B coverage of the population.

WHO has called for all countriesto add the hepati-
tis B vaccine to their national infant immunization
programmes [1]. The goa of the immunization pro-
gram is to prevent chronic hepatitis B infections [3].
WHO recommendsinfant immunizations, but in coun-
trieswith low hepatitis B endemicity, “catch-up” vac-
cinations, vaccinations of older age groups and vacci-
nations of high risks groups would be desirable [3].

Cuba's national immunization program is solidly
based on four basic principles: vaccination effortsen-
compass the entire Cuban population, vaccination is
integrated into primary care services, the program de-
pends on active community participation and vacci-
nationisabsolutely free of charge[10]. In 1992, Cuba's
hepatitis B immunization program targeted infant im-
munizations using a birth dose of hepatitis B [10].

To date, Cuba has claimed remarkable success re-
lated to the percentage of the population protected
against hepatitis B [11]. It is now considered to be a
country with low endemicity of hepatitisB [10]. There
are only five regionsin Cuba acknowledged to have a
hepatitis B immunization coverage rate of less than
89%[10]. According to Cuban national immunization
program documents, those born after 1980 have been
immunized, and morbidity rates associated with hepa-
titis B have decreased by 97% in children under the
age of fifteen [10]. Also, Cuba has conducted a num-
ber of vaccination campaignstargeting health carework-
ers and high-risk individuals [10].

As aresult of its success, this program has been
chosen as the one that will be used to develop an
evaluation framework for hepatitis B immunization
programs. It is expected that Cuba’s hepatitis B pro-
gram is well run, as Cuba’s other programs targeting
communicable disease have been relatively successful
in the past [10]. Applying an evaluation framework
to Cuba s national hepatitis B immunization program
will likely highlight the reasonsthat set Cuba’ simmu-
nization programs apart from other countries. This
information will prove invaluable to other countries
that are considering implementing infant hepatitis B
immunization programs.

Methods

In order to conduct this program process eval uation, a
systematic analysis of Cuba s hepatitis B immuniza-
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tion program was conducted. This was achieved
through areview of supporting documentsto develop
a firm grasp of the program’s components. A thor-
ough literature search of Blackwell Synergy and OVID
databases was undertaken. Correspondence with Cu-
ban health professionalsand Ministry officials played
an important role in developing an understanding of
the program components.

WHO documents outlining appropriate immuniza-
tion practices related to hepatitis B immunization
programs were also reviewed, and were considered to
be the gold standard to which Cuban immunization
practices were compared. A component of the Cuban
hepatitis B immunization program was considered to
be well implemented if in accordance with WHO rec-
ommendations. A number of program components
were analyzed and compared to WHO standards.

Resulis

Cuba’s hepatitis B immunization program was exa-
mined in segments to determine its compliance with
WHO documents. The following discussion looks at
the integral parts.

Vaccine Dose and Schedule

WHO has stated that the plasma-derived hepatitis B
vaccine and the recombinant hepatitis B vaccine are
similar with respect to safety, immunogenicity and
efficacy [3]. Cuba uses a recombinant vaccine, and
administers a 20-microgram adult dose and a 10-mi-
crogram pediatric dose [12]. A monovalent or combi-
nation vaccine is acceptable for use in hepatitis B
administration according to WHO [3]. The Cuban pro-
gram uses a monovalent vaccine as its immunization
practices do not combine hepatitis B vaccine with
Diphtheria, Polio and Tetanus (DTP) vaccine [12].
Asfor avaccine schedule, WHO suggests that coun-
tries using amonoval ent vaccine should immunize in-
fants at birth, six weeks, and fourteen weeks [13].
Cuba immunizes infants at birth, four weeks, and
twenty-four weeks [14]. The literature suggests that
Cuba's different dose schedule will still induce pro-
tective levels of antibody to HBSAQ [3, 14].

Data Collection

Cuba's data collection capabilities are sufficient for
successful immunization program operation. Cubacol-
lects data.on disease incidence, vaccine safety and con-
ducts serological surveillance of the vaccinated popu-
lation [12]. WHO recommendsthe collection of routine
service statistics and active surveillance datato enable
the monitoring of immunization coverage [3, 14]. The
immunization records of Cuban individuals are main-
tained by the National Epidemiological Servicesbranch
[12]. Also, amost all of Cuba’s population has avac-
cination card, which registers the name of each vacci-
ne applied, the batch and the date the dose is admi-
nistered [12]. Anindividual’'s primary care physician
retainsthis card. Furthermore, Cubamaintains an Epi-
demiological Bulletin of Communicable Diseases and
Technical Surveillance Report website that provides
information on the immunization datait collects[15].
Detailed information regarding disease specific condi-
tions, including cases of acute hepatitis B, isavailable
through Cuba' s health statistics web page [16].
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Statistical information regarding the percentage of
immunization coverage is also regularly reported to
WHO. The immunization coverage of individuals is
calculated through hospital birth immunization data
and immunization data corresponding with vaccine
administration in physician offices, and schools
throughout Cuba [12].

Vaccine Administration

WHO provides documentation on how to conduct
immuni zation sessionsin fixed facilities, outreach sites
and people’s homes [17]. The easiest site to have
qualified personnel safely administer properly stored
hepatitis vaccinesis a health clinic or hospital setting
[18]. Since 99.8% of al births in Cuba are institu-
tional deliveries[19], it can be assumed that almost all
of Cuba s infants are being appropriately vaccinated
at birth with their first dose of hepatitis B vaccine.

Asfor subsequent doses, Cuba’ s public health sys-
tem provides immunization services in a number of
settings. There are 440 polyclinics in Cuba that ad-
minister vaccines to 100% of the population [19].
There are 30 000 family doctors and 2 450 pediatri-
cians who also administer vaccines to infants. Fur-
thermore, there are a large number of childcare facili-
ties with doctors and nurses on staff [19]. Overall,
access to immunization services in Cuba is excep-
tional. Also important to note is that all childhood
vaccines are administered free of charge [19].

All of the documentation on the hepatitis B immu-
nization program in Cuba suggeststhat either atrained
doctor or a nurse is administering the hepatitis B
vaccine [19]. Thisis an ideal situation as it can be
assumed that these individuals are highly trained in
techniques for proper vaccine administration. Hepa-
titis B vaccine should be given intramuscularly in the
anterolateral aspect of the infant’s thigh [3]. Cuba
administers the hepatitis B vaccine in the preferred
region for infants [12].

WHO hasissued anumber of documents on immu-
nization safety. Also, one of the selected immuniza-
tion system performance indicatorsis monitoring ad-
verse events related to vaccine administration [14].
WHO recommends that countries use the type of in-
jection equipment that is most suitable to their indi-
vidual needs, however WHO's first choice for injec-
tion equipment is auto-disposable devices [3]. Cuba
uses non auto-disposable syringes and sterilizable
syringes [14]. This type of injection equipment cor-
responds to WHO standards because Cuba adminis-
tersalmost all of its hepatitis B vaccinesin fixed-site
clinics [18]. Cubareported to WHO that it does not
have apolicy for distributing sharp boxesfor disposal
purposes [14]. Thisis problematic, as the non auto-
disposable syringes are most saf ety stored in the sharp
boxes. Cuba’'s practices are contradictory to WHO
policy in this area[20].

In 1990, Cuba established a medical surveillance
system that tracks the number of adverse reactionsto
vaccines [10]. The literature indicates that Cuba had
three adverse events related to immunization admi-
nistration in 2001 [14]. It is difficult to compare this
number to other countries sinceamajority of the other
countries did not report data on the number of ad-
verse events. A few of the countries which did report,
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Bolivia, Honduras and Mexico, experienced seven,
three and three adverse events respectively [14]. The
severity of these adverse eventsis unknown, although
severe adverse events associated with the administra-
tion of hepatitis B vaccine are extremely rare [21].

The shortage of vaccine supply can adversely af-
fect the outcomes of a hepatitis B immunization pro-
gram [22]. The WHO document on the introduction
of hepatitis B vaccine into childhood immunization
services notesthat countriesthat are using acombina-
tion vaccine of DTP-Hep B may experience a shor-
tage of the vaccine [3]. Cuba, however, uses the
monoval ent vaccinefor administration. Also, the Centre
for Genetic Engineering and Biotechnology in Havana,
Cuba, produces the hepatitis B vaccine for domestic
use, aswell asfor export [11]. It istherefore unlikely
that Cuba' s immunization program would experience
ashortage of hepatitis B vaccine.

Hepatitis B vaccine wastage is more problematic
for countriesthat do not produce the vaccinelocally,
but it isstill an important indicator of the efficiency
of a program’s operations. WHO supports the use
of a multi-vial, or open-vial policy, which allows
opened multi-dose vials of hepatitis B vaccine to be
reused in futureimmunization sessions for up to one
month in afixed health facility [3]. Cubahas adopted
this policy [10].

Related to the problem of vaccine wastage is vac-
cine spoilage due to unsatisfactory storage conditions.
Hepatitis B vaccine can be stored for up to four years
at a storage temperature between 2-8 degrees Celsius
[3]. If it is frozen, hepatitis B vaccine is rendered
ineffective and can negatively affect the hepatitis B
immunization coverageratein apopulation. Itiseasi-
est to maintain an appropriate environment for the
storage of hepatitis B vaccine when immunizations
take place in fixed locations [22]. Vaccine spoilage is
likely not anissuewith Cuba’ s hepatitis B immuniza-
tion program.

Vaccine vial monitors are important tools to deter-
mine whether a vial of vaccine has been exposed to
excessive heat over time and therefore rendered impo-
tent [23]. Originally tested for use with oral polio
vaccine, vaccine vial monitors are now availablefor all
vaccines. Since their increased availability, WHO has
encouraged countries to use vaccine vial monitors to
improve immunization services [23]. Vaccine vial
monitors provide val uable programmatic information
about wesak links in the cold chain. They also allow
the user to see if avaccine can still be used despite a
possible breach in the cold chain [24]. Vaccine via
monitors are most important for countries that are
conducting immunization sessionsfar from fixed health
sites. They also help immunization programs moni-
tor logistical issues such as the functionality of the
cold chain. Vaccine vial monitorsare currently used in
Cuba. The hepatitis B vaccine uses a cold chain con-
trol card that has a time temperature indicator [12].

Training

Itiscrucial to offer proper training regarding hepatitis
B immunization, as well as its integration into a
country’s immunization schedule [3]. In 1998, Cuba
created the Technical Advisory Group for Immuniza-
tion Practices to devote resources to immunization
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training and safety. Cuba has also offered over 50
post-graduate courses in immunization in the past
twenty years[10]. It isunclear what specific training
isprovided related to hepatitis B vaccine administra-
tion. However, since Cuba has achieved the elimina-
tion of polio, measles, rubella and mumps, one can
specul ate that the overall training program of the Cu-
ban national immunization program is sound [10].

National support for the Hepatitis B
immunization program

Through a compilation of the literature required to
develop this evaluative framework, it is obvious that
immunization programs in Cuba are a high priority,
and are operated with pride [10]. The head of Cuba's
national immunization program received the Pan-
American Health Organization’ s |mmunization award
inlate 1999 [25]. Moreover, several individual snomi-
nated Cuba’s national immunization program for the
GatesAward for Global Healthin February 2001 [26].

Furthermore, the Pan-American Health Organiza-
tion document outlining the evaluation methodology
for the Expanded Programme on I mmuni zation states
that the immunization program should garner politi-
cal priority [9]. It isapparent through their past suc-
cess with the elimination of polio, measles, rubella
and the mumps that Cuba’'s national immunization
program receives an appropriate support from the
go-vernment in terms of funding and other resources
[10]. Cuba devotes seven percent of its GNP to pub-
lic health programs. Thisis arelatively large amount,
especialy when compared to other Latin American
countries [26].

Another important indicator for national support
of an immunization program is the location of the
immunization program within the national govern-
ment, and the length of time the program has been
running [9]. Cuba's hepatitis B immunization pro-
gram is part of the national immunization program,
under the sponsorship of the Ministry of Public
Health [10]. The hepatitis B vaccine has been inte-
grated into Cuba s national immunization program for
10 years, and the Cuban government finances 96.8%
of the cost of vaccines for the population [14]. The
other 3.2% of the cost of the vaccinesis financed by
international donor agencies.

Cubahas also welcomed evaluations of itsimmuni-
zation programs in the past [14]. PAHO concludes
that past immunization evaluations indicate strong
national commitment to improving immunization pro-
gram performance [9]. This commitment is demons-
trated by the community’ s understanding of the im-
portance of vaccine administration, and its strong
participation inimmunization programsin Cuba[12].

In order to get an overall and summative sense of the
success of Cuba's hepatitis B immunization program,
we will examine Cuba's adherence to the 2001 WHO
indicatorsfor immunization system performance. These
indicators cover a large range of immunization stan-
dards, from safety issues to actual financing of the
vaccines. Cuba's national immunization system has
adhered to most of WHO system indicators[14]. The
key indicators Cuba complies with are: the presence of
an injection safety plan, aplan for the introduction of
new vaccines, a recent immunization system assess-
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ment, reporting of immunization results to national
offices and the presence of an immunization safety
monitoring system [14]. As mentioned earlier, the one
area of immunization practice where Cubais weak is
the issuing of safety boxes for sharp disposals [14].

Process evaluation summary

The process evaluation of Cuba's hepatitis B immu-
nization program demonstrates that Cuba' s program
meets or exceeds WHO recommendations in most a
reas. There is a strong national commitment to the
program, which is grounded in a successful public
health system.

Cuba uses a high quality hepatitis B vaccine of an
appropriate dose, and adheres to a clinically proven
administration schedule [7]. The hepatitis B immuni-
zation program is accessible to infants and children.
Lastly, the logistical components of the program: the
storage, transport, management and safe administra-
tion of the vaccine, are dl in accordance with WHO
standards. The only program area where Cuba is not
in accordance with WHO practice is the use of sharp
disposal boxes [14].

The efficacy of the hepatitis B vaccine coupled
with Cuba's strong program implementation should
result in avery high immunization coverage rate, and
alow rate of chronic carriagein the Cuban population,
especially in the cohorts of infants born after 1992.
Cuban administrative data, provided to WHO in 2000,
reported a hepatitis B immunization coverage rate of
99.3% [14]. Cuba's daily newspaper, the Granma,
published an articlein early January 2002 stating that
100% of al Cuban children (under the age of 21) had
been immunized against hepatitis B. These are pow-
erful statements in support of Cuba's fight against
hepatitis B and its devastating effects on individuals
who are chronic carriers.

Limitations of evaluation

It is recognized that an ideal evaluation involves on-
site visitsto theimmunization program site, aswell as
consultation with stakeholders who are part of theim-
muni zation program. The author hasformulated anidea
of the operation of Cuba' s hepatitis B program mainly
through an examination of the available literature. Per-
sonal communication with Cuban health officials has
aso contributed to the author’s understanding of the
hepatitis B immunization program processes. Thereis
likely some bias present in the information provided
by the Cuban health ministry: its documents and va-
rious articles are unlikely to be completely objective.

Information regarding vaccine wastage was not
forthcoming for this evaluation. Detailed information
regarding the management of the hepatitis B immuni-
zation program was also unavailable. The author re-
cognizes the importance of thisinformation, but was
unable to fully comment on it in the process evalua-
tion due to alack of reliable information.

Discussion

To fully evaluate a program such as a hepatitis B
immunization program, one must look at the program
processes, and al so gather some fieldwork datato sup-
port or refute the administrative data presented by
the country in question. WHO and PAHO recom-
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mend that eval uations of immunization programs con-
sist of both qualitative and quantitative data, as well
asinclude onsite visits to the respective country [9].

In this case, Cuba has presented administrative data
that reflects very highly on the success of their hepa-
titis B immunization program. After an overview of
the key elements of Cuba's hepatitis B program in
comparison with WHO standards, the immunization
program appearsto run effectively. However, to fully
evaluate the success of Cuba’ s hepatitis B immuniza-
tion program, afieldwork study must accompany this
process evaluation.

The British Columbia Centre for Disease Control
and The University of British Columbia, in partner-
ship with WHO and others, have devel oped a hepati-
tis B coverage and infection marker survey for usein
developing countries [27]. This survey outlines how
fieldwork testing for hepatitis B chronic carriage should
be initiated using timely and low-cost methods. The
field marker survey isintended for use after aprocess
evaluation of a country’s hepatitis B immunization
program has been completed. The infection marker
survey provides a way to evaluate the impact of the
program, and comparetherates of hepatitis B that are
found during field-testing to the theoretical coverage
determined by a crude measure of vaccine efficacy,
vaccine coverage and program effectiveness. The re-
sults from the infection marker survey will provide
quantitative data on the number of chronic carriersin
chosen cohorts, and will supplement the administra-
tive data provided by the countries themselves.

For reasons of comparison, this paper presentsdata
on the expected number of chronic carriersin selected
cohorts. The infection marker data collected through
field-testing will be compared to the expected rates
calculated here. Results expressing the percentage of
chronic carriersin nineyear old children, twelve-year-
old children and mothers of these two groups, are
presented below.

Since the hepatitis B infant immunization program
began in 1992, Cuban children nine years old and
younger have received theinfant doses of hepatitis B
vaccine. In order to determine the effectiveness of
immunization at birth oneis interested in the rate of
chronic carriage in this cohort. The number of chil-
dren nine years old, the percentage of institutional
births per year, the coverage rate of Cubas hepatitis
B program and the failure rate of the vaccine were
used to cal cul ate a base rate of expected chronic carri-
ers in the Cuban population nine years of age. The
infant mortality rate of this cohort was not accounted
for. The expected number of nine year old children
who arechronic carriersisapproximately 17 (0.010%).
This percentage assumes the percentage of institu-
tional births per year to be 99.8% [10], and an immu-
nization coverage rate of 98% [14]. It also assumes a
vaccine failure rate of 3% in infants born to HBsAg
and HBeAg negative mothers [4], and 30% in infants
born to both HBsAg and HBeAg positive mothers
and/or HBsAg positive and HBeAg negative mothers
[21]. This percentage also assumes that two percent
of the population of women aged twenty-oneto forty-
nine are HBsAg and HBeA(g positive and/or HBsAg
positive and HBeAg negative, and that infected, non-
immunized infants have a 90% chance of chronic car-
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riage while immunized infants have a 0.7% chance of
chronic carriage[3]. The HBsAg and HBeAg positive
rate of 2% was used as a high estimate of the chronic
carriage rate. The use of this percentage facilitates
straightforward calculations, but likely overestimates
the carrier rates expected in the Cuban population.
The actual chronic carriage rates determined by field-
work testing would likely be lower than those cal cu-
lated here. The following graph in Figure 1 represents
theincidence of acute hepatitis B in children under 15
yearsold as presented by the Cuban Health Ministry
[12]. Although this graph represents acute cases of
HBV and not chronic cases, it still provides evidence
that one would expect very low rates of HBsAg and
HBeAg markers in this population (Figure 1).

A second group of interest is Cuban children born
in 1990. These children would have received three
doses of hepatitis B due to catch up immunization.
They would not have received the birth dose and two
subsequent doses of hepatitis B vaccine before one
year of age [10]. This cohort did not receive immuni-
zationsuntil they were sevenyearsold[12]. Thedata
from this cohort isimportant. It will provide an indi-
cator to the degree of transmission from mother to
infant in Cuba, as chronic carriers in this cohort may
have been infected at birth. The data from this cohort
can also be compared to the chronic carriageratein the
nine-year-old cohort. This comparison would pro-
vide some insight into the degree of HBV transmis-
sion during childhood [27].

The expected rate of chronic carriagein thetwelve-
year-old population is 1.97%. The calculation uses
the birth rate and population to make an approxima-
tion of 141 437 birthsin 1990 [15]. This number does
not takeinfant mortality into consideration. Two-per-
cent of all infants are assumed to be born to high-risk
mothers, who are HBsA g and HBeAg positive. These
infants have a 90% risk of becoming chronic carriers
[3]. Those high-risk infants not infected at birth have
a30% chance of being infected during childhood [28].
Children at a low risk for HBV infection (children
born to HBsAg and HBeAg negative mothers) have a
11.1% risk of contracting HBV during childhood if
they are not immunized [29]. These low risk children
have a 1% risk of becoming chronic carriersif they are
infected with HBV during childhood [30].
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Figure 1. Incidence of Acute Hepatitis B in children under 15 years old
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Cubahas stated that the morbidity rate of hepatitis
B has decreased by 97% in children under fifteen years
old. Onewould therefore expect to find achronic car-
riage rate of approximately .06% for children under
15. This calculation was determined by calculating a
97% decrease in the 1.97% expected chronic carriage
rate for1990-born children. This crude calculation may
be alow estimate. However, by sampling these chil-
dren to determine the percentage of chronic carriersin
this cohort, it is possible to compare the data col-
lected with Cuba's reported data for children under
fifteen. It is important to note that since the rate of
chronic carriage is low in this cohort the sample size
required to determine the af orementioned rateswill be
relatively large. A preliminary calculation of thesample
sizerequired to show a prevalence rate of hepatitis B
was undertaken using web-based statistical software
[31]. With aconfidence interval of 95%, and amargin
of error of 0.4%, the required sample size was ap-
proximately 4489 individuals. It may not be feasible
to sample this number of children.

One last group of individuals who will provide in-
formation to evaluate Cuba’'s hepatitis B immuniza-
tion program, from afieldwork perspective, arewomen
of childbearing age. To fully appreciate the transmis-
sion rate between women and their children, theinfec-
tion marker survey advocates that biological mothers
of the surveyed infant or child are tested [27].

Since Cuba has expanded its hepatitis B immuni-
zation program to include all individuals born after
1980, one should look closely at women ages
twenty-one to forty-nine. These women would in-
form evaluators of the rate of chronic carriage in
women who are in their prime childbearing years.
Thisinformation is obviously important, asthe hepa-
titis B immunization program’s goal is to reduce the
number of chronic carriers in a population; it is
widely accepted that infected infants carry the high-
est risk of chronicinfection [3]. One can assumethat
the chronic carriage rate for women ages twenty-one
to forty-nineis 2% [3]. Also, the number of women
between the ages of twenty-one and forty-nine has
been estimated by the author to be approximately
2591 908[32, 33]. Theresult isthat approximately
51 838 women in their childbearing years are chronic
carriers of HBV.

Thisdataallows the calculation of acounterfactual
comparison[34]. A counterfactual comparison, related
to a hepatitis B immunization program, will demon-
strate the effect of the immunization program. A
counterfactual comparison provides data for a calcu-
lation of the expected chronic carriage rate among the
cohort of nine-year-old children, who received the
vaccine before one year of age, if the program had not
been in place. The importance of this calculation is
related to determining the actual effect of the hepatitis
B immunization program. It is expected that the
chronic carriage rate among this cohort will be sub-
stantially lower with the hepatitis B immunization
program in place when compared to the chronic car-
riage rate if the program were not available.

The counterfactual comparison was determined
only for 1993, and describes the expected rate of
chronic carriageif there was no hepatitis B immuniza-
tion program in place. The 1993 data related to the
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number of births was used, as was the chronic carrier

rate of 2%. High-risk infants have a 90% chance of

chronic infection in infancy [3], and a 30% risk of

chronic infection during childhood [28]. Through a
review of theavailableliterature, 11.1% was estimated

to reflect the risk of HBV infection for children of

HBsAg and HBeAg negative mothersand 1% of these
children would become chronic carriers[29].

The counterfactual comparison suggeststhat if the
program had not been in place, 1.97% of the nine-
year-old cohort would be chronic carriers. Thisis a
crude calculation, but it does allow comparison to
provide feedback as to the degree of success of the
hepatitis B immunization program.

The infection marker survey uses the cluster sam-
pling technique, advocated by WHO [35]. Twenty
clusters of each of the three groups should undergo
field-testing in Cuba. For the nine-year-old cohort,
twenty infants should be tested in each cluster. For
the twelve-year-olds, thirty individuals should be
tested in each cluster, and 10 mothers should be tested
in each of the twenty clusters[27].

Logistical considerationsfor the application of this
infection marker survey are significant, as the
survey’ s strengths are its ability to expediently pro-
vide data at arelatively low cost. Items that need to
be considered are: what age groups should be sampled,
how many health personnel are needed to conduct
the field-testing, what amount of time is reasonable
for the field-testing to take place, what datais to be
collected and how, and where are the possible sites
for the sampling to take place.

A discussion of the most appropriate groups to
samplein order to evaluate Cuba s hepatitis B immu-
nization program has been presented above. The co-
horts to be tested were chosen for several reasons.
The different cohorts will provide data on several as-
pects of the success of the immunization program at
protecting individuals from hepatitis B. The datawill
also provide insight into the degree of vertical and
horizontal transmission. It is also important to try to
survey cohorts that are relatively close in age. Fur-
thermore, the chosen cohorts are more accessible for
field testing purposes because they are likely to bein
school. The field marker survey team will have easier
access to larger sample populations when testing at
schools. It is also more acceptable to take blood
samples from children than from infants.

Asfor personnel requirements, approximately six
individualswill berequired for field-testing; two indi-
viduals per age group. Sincethere aretwenty clusters,
and a pair can complete approximately one cluster
per day, the field-testing should be compl ete in about
four weeks as it will be difficult to sample school
children and their families on weekends[27]. Approxi-
mately seven to ten days should be allocated for time
to organize and prepare for the survey. Thistime will
alow for field team meetings, and the identification
and scheduling of clusters to sample. At least two
weeks should be allowed for the analysis of the field-
work data collected by the survey.

One person on the two-person team should be re-
sponsible for taking the blood sample with the point
of carekit, while one person should conduct all of the
personal history sessionsand required datarecording.
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Any available administrative data regarding the im-
mune status of an individual will be recorded. This
information will give evaluators an on-site idea of the
degree of immunization coverage that will be com-
pared to the administrative immunization coverage
data that Cuba has reported to WHO.

There should also be a program manager on site
with thefieldwork teams. Idedlly, thisindividual would
have experience working in Cuba, and would have
developed some contacts in the area to help coordi-
nate the infection marker survey.

In Cuba, there should be a reliance on data gained
from blood sampling with point of care kits. These
kits provide fast and accurate information on the pres-
ence of HBsAg in an individua’s blood without the
i ssues associ ated with veni puncture sampling [27, 36].
With awastage rate of ten percent, 1100 point of care
kitswill be reguired to conduct the field-testing [27].
For the purposes of this evaluation, collecting only
the HBsAg marker as an indicator of chronic carriage
issufficient information to provide the evaluatorswith
asense of the program’ s success. This paper has pro-
vided some data on the expected rates of chronic car-
riage in the population to which the fieldwork data
can be compared.

A possible starting point for the infection marker
survey is the southern part of Cuba. The reason for
thisis that there are more districts in this area with
lower hepatitis B immunization coverage [10Q]. It may
therefore be possible to better determine reasons for
the low coverage through onsite investigation and
field-testing in these areas. Also, the actual immuni-
zation coverage rates in this area may be higher or
lower than those reported to WHO. Another reason
to begin inthisareaisthat the lower level of immuni-
zation coverage may result in a higher transmission
rate of hepatitisB in these areas; aproblem that would
have to be addressed.

After the compilation of the infection marker sur-
vey data is complete, the evaluators should have a
good idea of the rate of chronic carriage in selected
cohorts of Cuba’ s population, aswell as an ideaof the
hepatitis B immunization coverage in these cohorts.
Thisdataisacrucial component of an effective evalu-
ation. It providesresultsthat can be comparedto Cuba's
reported administrative data. This comparison, in ad-
dition to the hepatitis B immunization program pro-
cess evaluation, enables an impact analysis of Cuba’'s
hepatitis B immunization program [37]. Furthermore,
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since a process evaluation was conducted in conjunc-
tion with the infection marker survey, questions sur-
rounding the reasons for possible inconsistencies in
the comparison of data can be investigated. Problem-
atic program elements that were identified in the pro-
cess evaluation can be re-examined. For example, if
there were discrepancies in the fieldwork chronic car-
riage data collected in Cuba, one could look further at
improving safety in Cuba’s hepatitis B immunization
program as a possible way to improve immunization
coverage, and ultimately lower chronic carriage rates.
The infection marker survey is a way to gather
quantitative datathat isless expensive than other hepa-
titis B immunization evaluations presented in the li-
terature [6, 22, 38]. There are some limitations to the
infection marker method. Most of the limitations are
concerned with the collection of only one seromarker,
which can only provide data on chronic carriage and
not on vaccine mediated immune status [39]. How-
ever, thefield marker survey method iseffectivewhen
it iscombined with aprocess evaluation of acountry’s
hepatitis B immunization program. A process evalua-
tion of the hepatitis B immunization program pro-
vides sufficient insight into the expected rates of im-
munization coverage depending on how successfully
the program is operating. Therefore, the bases of the
guantitative analysis are the rates of chronic carriage
in a population, with some attention being paid to
immunization coverage through the conduction of
personal histories and immunization card checks.

Conclusion

The need for the evaluation of health programsis ap-
parent in this era of growing government accountabi-
lity and fiscal restraint. Thefunding bodies of interna-
tional health programs want an eval uation framework
to judge the success of respective programs. The eva-
|uation framework must contain two components: one
qualitative and one quantitative. Each component pro-
vides the input necessary to make a judgement about
aprogram’s SUCCESS.

In this paper, Cuba's hepatitis B immunization
program was qualitatively evaluated for its program
processes. The next step isto conduct a quantitative
evaluation using aformat Similar to theinfection marker
survey. Combining these two eval uative elements will
provide hard and strong evidence as to the effective-
ness of Cuba’s hepatitis B immunization program at
preventing chronic hepatitis B infections.
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