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Have you wondered how vaccines are intro-
duced as a public program? This article

will explore the introduction of the HPV vac-
cine as an example of the path now generally
followed before a new vaccine becomes part of
a public immunization program in Canada.

Approval from the BGTD

All vaccines to be used for humans require
approval from the Biologics and Genetics
Therapeutics Directorate (BGTD) of Canada.
Companies that have produced vaccines must
submit extensive documentation of clinical tri-
als, vaccine manufacturing and quality assur-
ance characteristics, as well as safety data of
vaccines, to ensure that products are “safe,
efficacious and of suitable quality.” This process
requires a formal filing to the BGTD which con-
ducts a thorough review of the material provided.
Further information about the BGTD process can
be found on their website at: www.hc-
sc.gc.ca/dhp-mps/brgtherap/index_e.html.

HPV vaccine

In the case of cervical cancer, a quadrivalent HPV
vaccine was approved by BGTD on July 18, 2006.
This vaccine contains antigens to HPV 6 and 11
which are responsible for the majority of genital
wart lesions and HPV 16 and 18 which together
account for approximately 70% of precancerous
and cancerous lesions of the cervix in North
American women. The recommended use of the
vaccine is three intramuscular injections at zero,
two and six months.
Once the vaccine is approved, the company

is then able to sell the product through retail
pharmacies, as prescribed by physicians, for

women who purchase the vaccine privately. The
cost of the vaccine is approximately $135.00 per
dose.

NACI

For vaccines to be adopted into publicly-funded
programs, the first step is an analysis by a
group of experts. This is done by the National
Advisory Committee on Immunization
(NACI), which reports to the Chief Medical
Officer of Health of the Public Health Agency
of Canada (PHAC), Dr. David Butler Jones.
NACI makes an assessment of the vaccine
immunogenicity, clinical effectiveness, vaccine
safety and analyzes the scientific evidence and
summarizes these features in a written state-
ment. The Secretariat support for the committee
is provided by the Immunization Respiratory
Infectious Diseases Division (IRID) of PHAC.
The statement by NACI on the HPV vaccine
was published on the PHAC website
(http://www.phac-aspc.gc.ca/publicat/ccdr-
rmtc/07vol33/acs-02/index_e.html) and also in the
Canadian Diseases Weekly Report (CCDR) on
February 15, 2007. However, it should be noted
that in the recommendations of NACI, there are no
economic or financial considerations. Its perspec-
tive is not intended to be that of a public program
review, but rather a guide for healthcare providers
and individuals.

NIS

A new pan-Canadian process for immunization
issues began through the federal, provincial and
territorial (F/P/T) governments from 2001 to
2004 that lead to the development of the
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National Immunization Strategy (NIS). A final
report of the NIS is available on the PHAC
website at http://www.phac-aspc.gc.ca/publi-
cat/ccdr-rmtc/04vol30/dr3015eb.html.
The NIS consists of five core elements,

including:
• immunization program goals and
objectives,

• immunization program planning,
• vaccine safety,
• immunization registries and
• vaccine procurement.
In addition, there are five cross-cutting
themes, including:
• education of the public and health
professionals,

• special populations,
• surveillance for vaccine preventable
disease and

• immunization research.
These ten elements compose a comprehensive
approach to immunization programs.
The NIS led to the creation of the Canadian

Immunization Committee (CIC), which is an
F/P/T committee charged with providing gov-
ernment leadership for the implementation of
the NIS. Members of the CIC are public health
officials who are responsible for making rec-
ommendations on immunization programs to
their governments. The CIC also includes a
liaison from the regulator BGTD and a repre-
sentative from the US Department of Health
and Human Services. As part of its regular
meetings, the CIC meets annually with non-
government organizations, including several
professional medical associations and the

Vaccine Industry Committee of Bio-Tek
Canada. The CIC is co-chaired by the federal
government lead from the Immunization
Respiratory Infectious Diseases Division of
the PHAC and a provincial/territorial co-chair.

New challenges

HPV vaccines posed new challenges in public
vaccine program planning, because of the
rapid emergence of scientific information, the
cost of the program and because some of the
scientific information necessary for program-
matic assessment was not yet fully developed
or was unavailable. A meeting was organized
by the Canadian Association for Immunization
Research and Evaluation (CAIRE) and the
Canadian Institute for Health Research
(CIHR) in November of 2005 to determine
outstanding research issues and to prioritize
those issues for a research agenda. Priority ele-
ments for program assessment planning that
were missing were then contracted for further
research or study. Some examples were to pro-
vide the most effective program model options
as determined by techniques of dynamic math-
ematical modeling and to provide economic
considerations aligned with program options
that resulted from the dynamic modelling.

HPV vaccine working group

As intended in the NIS, governments need to
work together to review scientific and practical
elements required for consistent, effective and
efficient immunization programs. In an effort
to avoid duplication and to marshall limited
expertise across the country and, in anticipa-
tion of the approval of the HPV vaccine, a joint
committee of the NACI and the CIC was estab-
lished in early 2006 to review the programmatic
elements of HPV vaccines, using the Erickson
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HPV Vaccine

and De Wals framework for vaccine programs
developed for the NIS.1 A HPV Vaccine
Working Group was established, led by mem-
bers of these two committees, which recruited
experts from across the country in fields of
immunology, pediatrics, gynecology, oncology,
public health, infectious diseases, epidemiology
and economics, to gather information for an
HPV vaccine program. 
CAIRE members, in partnership with the

Society of Obstetricians and Gynecologists of
Canada, took the lead in developing a process
for collaboration with multiple stakeholders to
address many complexities of HPV immu-
nization program issues together with interac-
tions on cervical cancer screening programs.
A series of three Master Classes on HPV
associated disease prevention and HPV
immunization were developed, to build the
capacity of researchers and educators and to
increase collaboration in these areas. These
occurred in Montreal (Advanced Vaccinology,
September 2006), Quebec City (the Modelling
of HPV Prevention Programs, January 2007)
and in Ottawa (Designing Screening in the
Age of Vaccination, September 2007). In
addition, three provincial Master Classes
were held in a similar information-sharing
and discussion forum, in Edmonton, Alberta,
March 2007 Ottawa, Ontario, May 2007  and
in Winnipeg, Manitoba, September 2007. All
were funded by an unrestricted educational
grant from GlaxoSmithKline. In the Federal
government’s budget of March 13, 2007, it
announced $300 million for provincial and ter-
ritorial governments to introduce HPV vaccine
programs between 2007 to 2010. With the
announcement of the federal funding, some
provinces and territories have accelerated plans for
their immunization program implementation.
Prince Edward Island was the first province to for-
mally announce the intention for an HPV vaccine

program (March 21, 2007), followed by Nova
Scotia (June 20, 2007), Ontario (August 2, 2007),
Newfoundland and Labrador (August 7, 2007)
A review of the updated information on

dynamic mathematical and economic models
for HPV vaccine programs occurred in May
2007, by the joint NACI/CIC HPV Vaccine
Working Group, together with the CIC parent
Committee. The CIC will develop a report of
public HPV Immunization program planning
model options, with a target for the fall of 2007.
This information will be provided to F/P/T gov-
ernments for their review and decision-making.
Regardless of vaccine programs that are

implemented, there will need to be an ongoing
assessment of the HPV vaccine program effec-
tiveness. Because the benefits of the program
for teen or preteen girls who are immunized will
not be seen for many years, a long-term evalua-
tion is required and consequently baseline infor-
mation needs to be established as soon as possi-
ble. In addition, organized Pap smear screening
programs are required and need to be linked to
the vaccine program in each jurisdiction to
determine the impacts of the HPV vaccine on cer-
vical precancer and cancer. Because the currently-
approved HPV vaccine prevents approximately
70% of cervical cancers caused by HPV 16 and
18, Pap smear screening programs will need to
continue, but may be adjusted in their frequency
and technical methods.

Conclusion

In summary, as shown by efforts with HPV vac-
cines, a great deal of collaborative planning,
research and evaluation is required for new pub-
lic vaccine programs before and after they are
introduced. These efforts need to be guided by
science to obtain optimal public benefits.


