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This document is intended for use by national immunization programme managers and
immunizationpartners involved in providing implementatiGupportto countries

General guidance about planning the introduction of a vaccine into a national immunization

programmeis provided irnthe documentPrinciples and considerations for adding a vaccine

to a national immunization programme: from decision to implementation and mimming

published bythe World Health OrganizatioM(HQ in 2014 andcavailable at

http://www.who.int/immunization/programmes_gstems/policies_strategies/vaccine_intro
resources/nvi_guidelines/en/

The specific objectives of thimiideare:

1 To informthe policy discussions and operational aspects for the introduction of HPV
vaccine intca national immunizatiorprogramme

1 To provde up-to-date references on the global polias well aghe technicaland
strategic isges related to the introductiof HPV vaccine ia a national
immunization programme.

Globally, there is almost a decade of HPV vaccine introduction experienceldzens of
countries across all income groups. WHO has compiled these lessons and their implications
for action in a companion document entitl&taling Up HPV Vaccine Introduction

published in 2016 and available at:
http://www.who.int/immunization/diseases/hpv/resources/en/
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Cervical cancer is caused by the human papillomaytes). More than 100 HPV types
have been identified to date, about 40 of which can infect the genital area higterisk
types of HPV virus, types 16 and 18, account for about 70% of all cervical cancer cases
HPVcanalsocauseother typesof anogenitalcancer(vaginayvulva,anus,penis) head
andneckcancersandgenitalwartsin both menandwomen.

Immunodeficiency is the strongest known cofadtor HPV in cervical and anal cancérs.
In people living with HIV compared to people wdre not, HPV infectionare more likely
to occur, persist, and progress to cancer.

HPV is sexually transmitted and most people become infected sometimegcheir
lifetime, usually soon after becoming sexually actMest infectionsare asymptomatic
andusuallyclearup without anyinterventionwithin afew months and about 90%clear
within two years. A smallproportion of infectionswith certaintypesof HPVcanpersist
andprogresgo cancer.If infection from cancecausing HPV types persists ovéorg
period of time, women can go on to develop precancerous lediuets if left untreated,
develop into cervical cancer. This process takes on average y&ars from infection to
development of cervical cancer

Although it is preventablegaccordingo the most recent data available (IARC GLOBOCAN
2012), cervical cancer is thipurth most common cancer among womevrorldwide. It is
estimated that each year there are approximately 528,000 new cases and more than
266,000 deaths from cervical cancer. Mdhan 85% of all new cases and deathsur in
less developed countriepartly becauseoutine cervical cancer screeniagd treatment

are not widely available

Regions with the highest risk include Eastern Africa, Melanesia, Southern and Middle Africa

(Figure ). Unless cervical cancer prevention and control measures are successfully
implemented, i is estimated that lg 2030, approximately 800,000 new cases of cervical
cancer will beannuallydiagnosedThe vast majority of tese cases will be in developing
countries.

! Denny LA, Franceschi S, de Sanfsgét al. Human papillomavirus, human immunodeficiency virus and
immunosuppression. Vaccine 2012, 30 Suppl 5:E1B8.

% International Agency for Research on Cancer (IARC), GLOBOCAN 2012: Estimated Cancer Incidence, Mortality

and Prevalence Worldwide ir022 http://globocan.iarc.fr/Pages/fact_sheets cancer.aspx
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Figurel. Cervical cancer agstandardized mortality rates (ASR) by country, 2012

I Nodata [___| Not applicable

The boundaries and names shown and the designations used on this map do not imply the expression of any opinion whatsoever Data source: GLOBOCAN 2012 WOI’ld Health
on the part of the World Health Organization concerning the legal status of any country, territory, city or area or of its iti ap i Organization
or concerning the delimitation of its frontiers or boundaries. Dotted and dashed lines on maps represent approximate border lines World Health Organization

for which there may not yet be full agreement. ©® WHO 2015. All rights reserved

Cervical cancer can be prevented
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Since 2009, WHO has recommended the inclusion of HPV vaccination into national

immunization programmes in countries where cervical cancer is a public health priority and
where costeffective and sustainable implementatiof the vaccine iseasible®

Because HPV vaccswo not protect against all HPV types that cawsvical cancer,
vaccine introduction should be part ofcaordinated anccomprehensivepproachto
cervicalcancercontrol (Figure 3 that includes:

1. Preventionprimarilythrough vaccination 08-14 year oldgirls prior to exposurand
acquisition ofHPVinfection;

2. Secondary prevention through screening and treatment of adult women for pre
cancerous lesions, and

3. Tertiary and palliative care for women affected by cervical cance

HPV vaccine introductioshould not be deferd in countries where the other relevant
interventions are not availableOn the contrary, the introduction of HPV vacooae
provide an important strategic opportunity for improving or establishing cehaaacer
screeningand treatmentprogranmes, and raising awareness of their purpose and
availability

® http://Iwww.who.int/immunization/documents/positionpapers/en/
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Figure2. Programmatic interventions to prevent HPV infections and cervical cancer
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9 years T 5years 30 years 45 years 6[] years
PRIMARY PREVENTION SECONDARY PREVENTION TERTIARY PREVENTION
Girls 9-13 years Women >30 years of age All women as needed
* HPV vaccination Screening and treatment as Treatment of invasive cancer
Girls and boys, as appropriate “f;‘chd R . atany age
* Health information and warnings teclﬁ?oagy Vlrf\afoll‘g\lvedot;; o ' Abla.tive SLeER

about tobacco use cryotherapy * Radiotherapy
* Sexuality education tailored to age & « HPV testing for high risk HPV types » Chemotherapy

culture (e.g. types 16, 18 and others)
* Condom promotion/provision for

those engaged in sexual activity
* Male circumcision

* . g s .
Tobacco use is an additional risk factor
for cervical cancer.

A CHECKLIST FOR A COMPREHENSIVE CERVICAL CANCER
PREVENTION AND CONTROL PROGRAMME

1 Afunctional multi-disciplinary platfiorm to foster partnership and collaboration and set the

national agenda v
A comprehensive national policy or plan on cervical cancer prevention and contral

3 National guidelines for health workers for all components of comprehensive cervical cancer
prevention and control

4 Financial and technical resources to implement the policy/plan and ensure that services are accessible »
and affordable to girls and women

5  Communication strategies to educate the community and advocate for support of national policies

6 A training plan in place, as well as supervisory mechanisms for quality control
and assurance of the programme

7 HPV vaccination as a population based strategy to an appropriate cohort in the target age group of ”
9 and 13 year old girls

8 (ervical cancer programme to ‘screen and treat’ every women between 30 and 49 years old

. L v

at least once in her life time

9 Afunctioning referral system that links screening services with the treatment of precancerous lesions v

and invasive cancer
W0  Functioning monitoring systems to track coverage of HPV vaccination, screening and follow-up treatment  +

M Existence of a cancer registry as part of the health information system to monitor cervical cancer
incidence and mortality

Adapted from:Comprehensive cervical cancer prevention and conttdHO guidance, March 2013



KEY RESOURGESmprehensive Approaches

Comprehensive @
Cervical Cancer Control

Comprehensive cervical cancer

prevention and control:
a healthier future for girls and women

http://www.who.int/ reproductivehealth/publications/cancers/cervigsdncerguide/en/

http://www.who.int/reproductivehealth/publications/cancers/9789241505147/en/
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Currently licensed HPV vaccines prevent cervical cancer by preveri@ngan by various
HPV typesThe vaccines are most effective when administered to a person prior to exposure

to HPV; the vaccines are not therapeutic and cannot be used for treatofergrvical
cancer or HPV infection.

Two HPV vaccines acarrently pre-qualified* by WHO

1. A bivalent vaccine (Cervagixproduced by GlaxoSmithKlingprotectsagainst two
HPV types 16 and 18 that cause the majority of cervical caramdls;

2. Aquadrivalent vaccinéGARDASR!Silgard®, produced by Merck & ¢q protects
against HPWypes16 and 18as well as HPV 6 and ttiat are responsible for
anogenital warts

a4 2F 5SOSY0SNIunmnE GKS ' ®d{d C22R sl9yY R 5 NHz3
valentHPV vaccine (GARDASR) which includes the additional five HPV types 31, 33, 45,

52 and 58 compared to the quadrivalent vaccifbe 9valent vaccine is currently

undergoing WHO review for prequalification.

*WHO provides a service to UNICEF and other UN agehatgsurchase vaccines, to determine the
acceptability, in principle, of vaccines from different sources for supply to these agencies. The detailed
procedure and most recent list of prequalified vaccines can be found at:
http://www.who.int/immunization_standards/vaccine quality/pq_system/en/

® Outside of the U.S.A. Merck is known\aSD Merck Sharp Rohme
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In females, he 9valent vaccine iBcensed for prevention of cervical, vulvar, vaginal, and

anal cancers caused by HPV types 16, 18, 31, 33, 45, 52 and-68npesous or dysplastic

lesions caused by HPV types 6, 11, 16, 18, 31, 33, 45, 52, and 58, and genital warts caused by
HPV types @nd 11.

For the 9valent HPV vaccin®/HO is currently coordinating a review and assessment of the

incremental effectiveness (additional preventable disease burden) andeffesttiveness
for cervical cancer prevention of immunization with the five addiél HPV types, in

particular in low and middleincome countries (LMIC). This review will be complemented
with modelling efforts led by independent experts.

Tablel. Summary of HPV vaccine characteristics

Attributes

Bivalent

(Cervarix®)

Quadrivalent
(GARDASI®R/Silgard®)

9-valent
(GARDASIL 9®

Vaccine type Recombinant L-tapsid Recombinant L-tapsid Recombinant Ltapsid
viruslike particles (VLP) | viruslike particles (VLP) | viruslike particles (VLP)

HPVtypes in 16,18 6,11,16,18 6,11,16,18

vaccine 31,33,45,52,58

Disease protection

Cervical cancer
(and premalignant genital
lesions of cervix, vulva ani

Cervical cancer
(and premalignant genital
lesions of cervix,

Cervical cancer
(and premalignant genital
lesions of cervix,

vagina) vulva and vagina) vulva and vagina)
Genital warts Genital warts
Creossprotection 31, 33 31, 45 Not necessary
against HPMypes
Number of doses 2 2 2
required
Dosing interval 0 and 6 months 0 and 6 months 0 and 6 months
(flexibility) (No maximumritervalbut | (No maximumntervalbut | (No maximumntervalbut
suggested not more than| suggested not more than| suggested not more than
12-15monthg 12-15monthg 12-15monthg
Method of Intramuscular injection Intramuscular injection Intramuscular injection

administration

Presentation and
Type of Vaccine
Vial Monitor (VVM)

1-dose vial; VVM 30
2-dose vial; VVM 30

1-dose vial; VVM 30

1-dose vialVVMTBD

Sheltlife

48 months at 28 °C for 1
dose via]

36 months at 28 °C for 2
dose vial,

vaccine is freeze sensitivi

36 months at 28 °C,
vaccine is freeze sensitive

36 months at 28 °C,
vaccine is freeze sensitive

Contraindications

1 Severe allergic
reaction to any vaccing
component afterfirst
dose

1 Sevee febrile illness

T Known to be

pregnan?

1 Severe allergic
reaction to any vagine
component after first
dose

1 Severe febrile illness

T Known to be

pregnan?

1 Severe allergic
reaction to any vagine
component after first
dose

1 Severe febrile illness

T Known to be
pregnant*

#Immunity is based on the actual VLP L1 antigen, so cross protection is unnecéssaa).VLP antigen produces a much
stronger and longer lasting immunogenic response than anything that cross protection might produce

® Note: Inadvertentaccination is no reason to terminate pregnancy.
Additional information on the different HPV vaccines is available on the WHO website at
http://www.w ho.int/immunization_standards/vaccine quality/PQ_vaccine_list en/en/index.html
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Under specibconditions, soméiPV vaccine products are licenced for Controlled
Temperature Chain (CTC) which permits the vaccine to be kept at ambient temperatures not
exceedingdO°Cfor upto 72 hours(SeeBox1).

Box 1 Controlled Temperature Chain (CT¢heyond the traditional coldchain

Thed O 2 vy (i t@perétBe® K | (CYTIs aninnovativeapproachto vaccinemanagement
allowingvaccinedo be kept at temperaturesoutsideof the traditional cold chainof +2°Cto
+8°Cfor alimited period of time undermonitored and controlled conditions,asappropriateto
the stability of the antigen.A CTQypicallyinvolvesa singleexcursiorof the vaccineinto
ambienttemperaturesnot exceedingt40°Candfor duration of a specificnumberof days,just
prior to administration.

WHOhasestablishedhe following programmaticcriteriafor avaccineto be labelledfor and
usedinaCTC:
1. The vaccine should be used in a campaign or special strategy setting. CTC is not
currently recommended for immunization through routine delivery.
2. The vaccia must be able to tolerate ambient temperatures of at least +40°C for a
minimum of three days and should be accompanied by:
a. avaccine vial monitor (VVM) on each vial, and
b. a peak threshold indicator in each vaccine carrier.
3. The vaccine must be licensed fme in a CTC by the relevant regulatory authorities,
with a label that specifies the conditions.

For more information refer to the CTC website at;
http://www.who.int/immunization/programmes_systems/supply chain/ctc/en/

|t + OF ODAY2ZVUI2KNARATWSHBIYYIR T2 NI
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For many countrieshie introduction of HPV vaccine into the natiomaimunization

programme iglifferent and considerably more complicatedan adding a new infant

vaccine. HPV vaccination has a number of special considerations that offer both challenges
and opportunities for immunization programrae

Challenges:

1 No existingservice delivery platform(or immunization contactsp access newtarget
populationof 9-14 year old girls. While programmes may have experience reaching this
age group withone-time, oneshotvaccinationcampaigms (e.gfor measlesrubellg,
yellowfever, meningitis § the HPWaccine has a-8ose schedule.

1 Sensitivitiesaround HPV vaccination providipgotection against asexually transmitted
infection (ST)offeredfor girls-only,and recurrent concerns about Adverse Events
Following Immunization (AEF&)d vaccine saty -- despitea solid safety record.

10
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Requires robustommunication and social mobilizatiomo assist with acceptance
ensure completion of scheduland to decrease costelated to tracking drojputs.
Additionally, peparedness for crisis communicatianessential.

A wniquelyhigh profile vaccindor many countries, with a broad array of stakeholders
(other recent new vaccines fia not hadthis variety, complexity, or prominence of
partners) Immunization programmes need to be prepared for HPV vatioimto be
championed antbr led byothers (who may not be verfamiliar with immunization).

Gomplex coordination and communicatioamong many stakeholders (to make
decisions, plan, and implementYo be inclusivenew structures and mechanismgen
need to be established

Cost¢ Not only isHPWaccinea relatively expensive vaccine to procure, but also the
operational costs ofaccine delivery are substantial¢pending on the strategyPV
vaccine delivery costs can bensiderablyhigherthan for new infant vaccings

New technical or programmatigéssuessuch adearning how to properly locate the
target population and calculatés accurate size and denominat@dopting new
coverage monitoringnethods; introducing informedonsentprocesses; dealing with
adolescent concerns; etc.

Opportunities:

1

T

Demonstrating country commitment and progress on Global Action Plarsich as the
Global Vaccine Action Plan (GVAR)11-202¢ and theGlobal Action Plan for the
Prevention and Control odlon-Communicable Diseases (NCDs) 2a020'.

Supporting a comprehensive approach to prevention and control of cervical cancer
because HPV vaccination does not protect against all tgheV andervical screening
programmes wiltherefore still be needé, particularly for older woman who were not
able to benefit fromvaccinaton.

Integration of HPV vaccination with theelivery of othethealth servicegor 9-14 year
old children providesopportunitiesto establishprimary carefor new age group of
childrenand health system strengthening

Broadening ofstakeholders and partnerfor immunization including those from
reproductive health, adolescent health, school health, cancer control, HIV prevention,
andg 2 YSy Qa KSIf GK

® http://www.who.int/immunization/global vaccine action plan/en/

" http://mww.who.int/nmh/events/ncd action plan/en
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1 Vigorousnew energy and new advocadyom the variouscollaborators can create
synergiesinnovativeways of workingnew linkages, broadexccessand additional
resource mobilizatiomnd support for immunization.

Global experience with national HPV vamxdelivery inow and middle incomeountries is
rapidly increasingCountries are piloting andthers adaptheir approachesfter national
introduction. Best practicesand learning have been compiled and sharéds with the
management of any good pgoamme, the introductiorof HPV vaccination will require
innovation, openness and flexibility to change, andommitment tocontinuous quality
improvementprocesses

Based on current experience we know that the introduction of HPV vaccinaipires
substantial angrolonged hard work, strongolitical will and adequate financial resources

KEY RESOURLCE

Scaling Up HPV Vaccine Introduction
(http://www.wh o.int/immunization/diseases/hpv/resources/en/

This report summarizes key lessons and their implications for action [ ‘\ »

countries introduce and scalgp HPV vaccination as part of a ’ AR G o
comprehensive effort to reduce cervical cancer disease and death. HPV 4
Drawing m the Global Learning Meeting on HPV Vaccine Introductio g .NTRVS%%'C“TE.ON ///’
held in November 2015, this report complements other efforts to

compile experiences, such as the PATH/ London School of Hygiene
Tropical Medicine (LSHTM) 2015 Lessons Learnt ptoject

Specifically, this report offers experienaemany directly reported by
country health managersin the main areas of vaccine introduction: decisioaking, planning and
coordination, delivery strategies, communication, crises management, monitoring\atdation,
costing and sustainability. This report also offers insights into reachingidwaiedich populations
and on integration of HPV vaccine in both a comprehensive cervical cancer prevention and cg
plan and into adolescent health programming.

* http://www.rho.org/HPVlessons/index.htm

HPV Vaccine Introduction Clearinghou@etp://www.who.int/immunization/hpv/en/)

TheHPV Vaccine Introduction Clearing Housea unique space to find WHO publications, tools
and other important resources on the human papillomavirus vacgitity)

Its purpose is to help guide HPV vaccine policy, programme and communications managers ir|
development of successful strategies the introduction and sustained delivery of HPV
vaccination at a national level.

The clearinghouse's 5 areas are:

LEARN PLAN DELIVER COMMUNICATE
Learnabout Decideand planfor Understandand DeliverHPV Communicate
cervicalcancer, HPWaccination targetyoung vaccinationtaking aboutHPV

12
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HPVand HPV introduction. peopleandthose into accountits vaccinationusing
vaccines. who influence uniquechallenges. researchbased
them. approaches.
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Human papillomavirus vaccine§YHOposition paper¢ October 2014

(NOTE: WHO will be revising its HPV Vaccine Position Paper in 2017, in light of the SAGE

October 2016 recommendations. The main changes will include a foctis4oye@r olds
and recommendation for vaccinating multiple age cohorts when \e¥®ine is first
introduced to result in faster population impact).

WHO recommends$IPV vaccines should be included in national immunization programmes, provided tha
prevention of cervical cancer and/or other HR3lated diseases constitute a publiealth priority; vaccine
introduction is programmatically feasible; sustainable financing can be secured; and the cost effectivene
vaccination strategies in the country or region is considered.

HPV vaccines should be introduced as part od@dinated and comprehensive strategy to prevent cervical
cancer and other diseases caused by HPV. This strategy should include education about reducing behg
that increase the risk of acquiring HPV infection, training of health workers and infomatwomen about
screening, diagnosis and treatment of precancerous lesions and cancer. The strategy should also inclug
increased access to quality screening and treatment services and to treatment of invasive cancers and
palliative care.

The introduction of HPV vaccine should not undermine or divert funding from developing or maintaining
effective screening programmes for cervical cancer. HPV vaccination is a primary prevention tool and d
eliminate the need for screening later in life, since tlagsines do not protect against all high risk HPV type

Opportunities to link the introduction of HPV vaccine to other programmes targeting young people shoul
sought (e.g. through adolescent health services).

However, the introduction of HPV vaccinatishould not be deferred because other relevant interventions
cannotbe implemented at the same time.

Experience with various delivery strategies including campaigns, health facility, and outreach/tsabexbis
still accumulating. Countries should uggpeoaches that are (i) compatible with their delivery infrastructure
and cold chain capacity (ii) affordable, ceffective and sustainable and (iii) achieve the highest possible
coverage.If countries consider phased introduction, priority should begito strategies that include
populations which are likely to have less access to screening for cervical cancer later in life.

Recommended target age and vaccination schedule
1 Girls aged 9 to4dyears prior to becoming sexually active.
1 2 doses witta 6 morth interval.

1 There is no maximum interval between the 2 doses, however, an interval of not greater tHh 12
months is suggested to enabdirls to complete the schedule promptly before becoming sexually activ

1 If the interval between doses is shorterain 5 months, then a3dose should be given at least 6 months
after the first dose.

1 A 3dose schedule (i.e. at 0;2, and 6 months) is recommended females 15 years and older, and for
those known to be immunocompromised and/Mih\tinfected (regardlesof whether they are receiving

antiretroviral therapy). It is not necessary to screen for HPV infection or HIV infection prior to HPV

8 http://www.who.int/immunization/documents/positionpapers/en/
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vaccination.

" Vaccination of older adolescent females or young women is recommended only if this is fedBdotable, cost
effective, and does not divert resources from vaccinating the primary target population ¢(disly&ars) or from effective
cervical cancer screening programmes.

HPV vaccination of maleds not recommended as a priority, especiallyésagurceconstrained settings, as
the available evidence indicates that the first priority should be for cervical cancer reduction by timely
vaccination of young females diigh coverage with each dose.

Vaccine safetyBoth HPV vaccindmve excellent safg and efficacy profiles. Adverse events following HPV/
vaccination are generally neserious and of short duration.

Contraindications:Severe allergic reaction to a previous vaccine dose or vaccine component; Predgiarey
severe febrile illness. Howexehe presence of a minor infection, such as a cold, fsammntraindication for
immunization

Coadministration: HPV vaccine can be-aniministered with othenon-live and livevaccinesising separate
syringes and different injection sites.

Vaccine interchangeabilityThe two WHO prequalifiedPV vaccines have different characteristics,
components and indications, and in settings where both may be in use, every effort should be made to
administer the same vaccine for all doses. Howevehgifiaccine used for prior dose(s) is unknown or
unavailable, either of the two HPV vaccines can be used t@kaethe recommended schedule.

Monitoring: As with the introduction of any new vaccine, pasarketing surveillance to monitor safety
should bein place. Complete and accurate monitoring of HPV vaccine coverage by dose and by age is n
for programme performance monitoringMonitoring HPV disease is not a prerequisaenitiating HPV
vaccination. However, all countries should consider esthlrig, or improving, reporting to comprehensive
cancer registries or specific cervical cancer registries.
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It is importantto have a systematic and
transparent process for making a decision
about introducing HPV vaccine into the
national immunization progimme. Ideally,
the national immunization technical advisory
group (NITA& or an equivalent independent
advisory body should be requested to
undertake a rigorous review of the evidence
and make an independent recommendation t
the national government.

NITAG members should have a broad health
perspective to ensure thahe impact of HPV
vaccine ¢r any other new vaccine) on the
immunization programme and the overall
health system is considered.

The NITAG committee and its members mus
be perceived as objeiete, independent and
not representing a particular interest group.
The independence of the NITAG and its
reliance on evidencéased decisiommaking
reinforces the credibility of the decision, help
to resist pressure from interest groups and
enhances theability to secure government
and/or donor funding for the vaccine
introduction. NITAGs function best when the
are supported by a secretariat or technical
sub-committee to collect and synthesize the
evidence®

KEY REOURCE

Principles and
Considerationgor adding
a vaccine to a national
immunization programme;
From decision to
implementation and
monitoring

A generic guide for countries explaining the
principles and issues to be considered when
introducing a new vaccine into a national
immunization programme.

It describes the process and includes the latest
references and tools/checklists for:

vaccine decisiomaking

economic analyses

developing an introduction plan
cold chain

integrated diseaseontrol and health
promotion

9 vaccine safety

I communications

9 monitoring

= -4 -4 —a -9

Importantly, this guide highlights ways to use th
opportunity of adding a new vaccine to
strengthen immunization and health systems.

http://www.who.int/immunization/programmes_syste
ms/policies_strategies/vaccine_intro_resources/nvi

idelines/en/

®NITAGSs should consist of national experts in a broad range of discipkoes as senior paediatricians,

immunization and vaccine experts, epidemiologists, public health experts, health economists, health systems
experts and social scientistsvho are capable of analysing the different types of scientific evidence and issues

that should be considered in making exfformed decision.

9 More information and references on NITAGs can be found at:
http://www.who.int/immunization/sage/national _advisory committees/en/
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Subsequently, the Inteagency CoordinatinGommittee (ICE" canserve to coordinate
partner activities anaontribute funding for the immunization programme. As with other
decisions pertaining to the national immunization schedule, the national governiment
responsible for takinghe decision tantroduce (or not to introduce) HPV vaccine.

Many times a highevel advocate or
GOKFYLIA2Yés adOK |Fa ikSREOPREEPICERE =
can be a key driver to initiate country Scalingup HPV Vaccine Introduction
discussion and decisiemaking about
HPV vaccination. Immunization

managers need to be prepared and | v Gaining the support of highevel advocates
aware that the firsexpression of such as First Ladies, can have a major impact g
interestabout HPV vaccination may the decision to itroduce HPV vaccine.

come from outside the immunization | V Prepare evidencetnvestigating and reporting on
programme, which enhances the need  the cervical cancer burden; cestffectiveness,

for the NITAG tde involved. feasibility and acceptabilitgrovidesimportant
information for decisiormakers.

2 K- l:I A y F2 NI l‘f{ Cogrdjmationjwith the right stakeholderérom

L the beginning will ensureall the players are at the|
Yy SSKSR ir6tS 6KSy AdGQa GAYS
implement. The Health, Education and FinancHg
The decision to introduce HPV vaccirje  Ministries are particularly important.

Decisiormaking: Implications for Action

needs to consider the following: V Prepare for a process involving the policy
committees, regulatory bodies, politial and
Y Data o the burden of cervical financial processeo ensurethe decision is

anchored incountry policies and budget.
_ ) V Consider sustainable fundingponations and
 Existence of a National Cancer (of  external support can help a country introduce
Cervical Cancer) Strategic Plan; HPV vaccine in the shetérm, butcountries will
1 Current availability and use of need to contribute a portion of funding, and
advocates should have a plamsecure funding
for longerterm sustainability.

cancel?

other cervical cancer prevention
methods (e.g. screenirand
treatment);

1 Immunization coveragend
experiences fronany vaccinesalready given to young adolescents

1 A committee made up of representatives of the Ministry of Health (MOH), WHO, UNICEF, and other
domestic and external partners to improve coordination among partners for the support of the national
immunization programme.

'2|f local data are incomplete arot available, the International Agency for Research on Cancer (IARC) and
WHOGLOBOCARO12project (http://globocan.iarc.fr/) providesestimates of

the incidenceof, mortality and prevalencefrom major types otancer at national level, for 18dountriesof

the world.For a quick access to a summary of the burden of cancer in a country ordocercuse thé=ACT
SHEET&ption. Fact Sheets are a collection of statistical summaries for the eight most common cancer types or
for each country or region of the world. They were developed to provide a quick overview of frequently
requested cancer inc&hce, mortality and prevalence statistics.
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1 Proposed delivery strategy (or strategies), and an anabysise proportion of girls who
would be reached using the proposed strategy;

 Cost costeffectivenes’’, and affordability

Overall capacity and performanad the natonal immunization programme;

1 Experience witiHPV vaccine troduction from other countreswith similar level of
development and health system capacity.

2 At f 1t HA200 BEAYVAAY F yOALFt & adadl

Financial sustainability is a key cornerstone for any new vaccine introduction. Sustainability
for programme administration is more than the ability to purchase HPV vaccine, but also
includes financing of any additional expenses incurred by adapting tmeimzation

programme for the introduction or for new delivery strategies. A costing study is a
particularly important assessment to conduct for HPV vaccine introduction as the target
population has not previously been a part of the routine immunizatiorgpomme and the
delivery of the vaccine may be primarily outside of health centres (at schools or other
outreach locations).

=

WHO has developed@ervical Cancer Prevention and Control Costing (C4P)td @sisist
countries to assess both the financial aaxbnomic fiveyear costs of HPV vaccine
introduction (seeKey Resourckelow).

KEY RESOURCE WHO Cervical Cancer Prevention and Control Costing (C4P) Tq

Available in both English and French, WHO has developed a generic

costing and planning tool for cécal cancer prevention and control. The
tool helps programme planners and managers to generate annual cos
sl projections over a fivgrear period to scale up activities within the health

WHO CERVICAL CANCER system. The generic_ version of the WHO C4P tool allows the userilt_@_d
PREVENTION AND different vaccine delivery strategies i.e. through schools, health facilitig
CONTROL COSTING (C4P)

Tool User Gilide campaigns, such as national immunization days. Furthermore it allowd
sub-national segmentation, extensive modification of inputs, a strategig
approach, resource allocatip@and recognition of prevailing prices and
other key variables. It also provides access to transparent underlying
calculations and assumptions. The tool is-populated with the required
data, and linked to data sources.

The WHO CA4P tool consists didaV Vaccine Module and a Cervical Caif
Screening and Treatment Module

http://www.who.int/immunization/diseases/hpv/cervical cancer costing_tool/en/

2 The Papillomavirus Rapid Interface for Modelling and Economics (PRIME) model is aocdlstdssost
effectiveness and health effects of vaccination of girls against HPV befaral skebut in terms of burden of
cervical cancer and mortalitySee Jit, M. et. al. (2014Josteffectivenesf female human papillomavirus
vaccination in 179 countries: a PRIME modglBtudy. Lancet Vol. 2, No. 7, e48414, July 2014. Available
online at: http://www.thelancet.com/journals/langlo/article/P11S221209X%2814%2970237

2/fulltext?rss=yes
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What information is available abouthe price ofHPV vaccing?

Vaccine product, price, and procurement data are essential to forecasting, budgeting, and
identifying sustainable financing for new and priority vaccihegarticular, because vaccine
price is anmportant component of health budgetthe price of a vaccine is a major factor

in deciding when to adopt and whether to sustain new vaccines

However, many countries lack access to information on vaccine prices and can be uncertain
about whether they arable to negotiateequitable and fair priceBom manufacturers.

There have been many caf[garticularly from Middle Income Countries) the World

Health Assembly for greater price transparency.

Somevaccineprices are published by individual countreesd by large pooled procurement
groups such as the UNICEF Supply Division the PAHO Revolving FGhdWHO has also
created a specialize Vaccine Product, Price and Procurement (V3P) Web Platform that brings
together price information for all availabl@grces and participating countri€SeeKey

Resourcg Information on HPV vaccine pricesrisluded in V3P.

KEY RESOURCE

Vaccine Product, Price and Procurement (V3P) Web Platform
www.who.int/immunization/programmes_systems/procurement/v3p/platform/en/

The V3P web platform provides information on vaccine product, price and procurement data
with the goal of increasing price transparency and informing decisions around vaccine
introduction and implementation.

aNn aE)

Information Resource
Repository

Price
Database

Gateway

Thepricedatabasecontains Theinformationrepository Theresourcegatewayis aweb
informationon andanalysef vaccine | containsdocumentsproducedby portal that offerslinksto
pricesandprocurementmodalitiesas | V3P,includinguserguidelinesand | websitesprovidingpertinent

reported by participatingcountriesand | tools, projectupdates,and informationon vaccineproduct
partners,includingPAHOevolving analyses. characteristicsprice,and
fund and UNICEF. procurement.

¥ hitp:// www.unicef.org/supply/index 57476.html

15 www.paho.orgtevolvingfund
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Deciding the delivery strategy for HPV vaccination is an important issue that needs to be
considered carefully by each country. The pros/cons, costs, and likely success of different
strategies vary according to the courdspecific context.

In general, lhe ideal strategies for delivery 6PV vaccinshould be:
1 compatible with existing vacciagelivery infrastructure and cold chain capacity
1 affordable, coskeffective and sustainabje
1 able to achieve the highest possible coverage.

In practice, countriesnay need to balance strategies that maximize coverage with those
considered most feasible, affordable and sustainable.

Box 2. A word about cost:

Many countries have found that the cost of implementing an HPV vaccination program
significant. Costgary by country, by strategy (health facility, schbaked or other
outreach campaigi by frequency of vacoation (continuous, monthly, periodicandby
geographical se¢ing (urban,rural, mountainous areas, etc.).

Currently available, preliminaryata based on WH®ATH analysis* suggest that for GAV
eligible countries:
1 Startup costs per girl for vaccine delivery aréJS33-5
1 Operational costs for delivering 2 doses per eligible girtadSB33-4
1 During introduction year, total stattp and operational costs for delivering 2 dose
per eligible girl is- USB5-7 (excluding vaccine cost)

* Adapted for 2 doses from: Levin A, Wang SA, Levin C, Tsu V, Hutubessy R. Costs of Introducing and Delivering H
Vaccines in Low and Lower Middle Income Countries: Inputs for GAVI Policy on Introduction Grant Support to Cou
PLOS One, 2014;9(6):e101114.

In deciding on the delivery strategy for HPV vaccination it is important to priotitize
considerations

1. Reaching girls who, later in life, will be least likely to have access to cervical cancer
screening; and,

2. Whereverpossible, selecting approaches that would provide opportunities for
integration with other adolescent health services.

It is likelythat no single delivery strategy is able to meet all the progranoimectives.
Ultimately, a combination of strategies may be needed to achieve high coverage and avoid
disruption of established services while optimizing resources.

For HPV vaccination there aseveralcommonly used strategies:
1 Vaccine delivery at healthare facilities
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1 Vaccine delivery througbutreach:
0 Schoolbased outreach
o0 Other outreach
1 Vaccine delivery through campaigns

Each strategy has pros and cortsmaybe necessary to usea@mbination ofstrategies to
ensure access for all eligible gifféis is especially truetiie young girls targeted for HPV
vaccination livéboth in urban and rural communities, including locations distant from
health-care facilites, and ifa proportion of them ard@ransient andor homeless

HPV waccine delivery at healtkcare facilities

Similar to the infant vaccination programme, this approach provides HPV vaccination to
eligiblegirls at afixed healthcare facility. This strategy reduces transport and personnel
costs (such as travel allowance) to the health system because it relies on the girls ttocome
the facility.

Both high and low incomeountries have shown that is possible to ehieve nationaHPV

vaccine coveragever 70%through offering vaccination at health centréghis strategyas

Ffa2 0SSy aKz2g¢y (2 | OKASOS Y2NB O2@SNI IS AT
incentives for girls who attend, sh as short waiting pesds, music, discussion groups

and/or videos in the waiting room.

However afixed-site, healthcare facility delivery strategy may not b#ectiveif girls find it
difficult to attend the cliniqfor example, if the opening hours are not convenient faohey
are shy or uncomfortable for any reagowr if the majority of girls do not have easy access
to a health facility.

School or school health programmes can have an active role in a theitigd delivery
strategy. For example, in some countriehools are notified on a specific day to bring girls
to the health facility (or nearest scheduled outreach session) for vaccination.

HPV accine delivery through otreach

In the context of immunizationoutreach refers to any strategy that requires héakliorkers

to leave their facilityn orderto transport and deliver immunization services to a variety of
fixed or mobile sites close to large numbers of targged girls. Some examples of outreach
venues are community centres, school buildings and,pfegpriate and with the support of
thosein charge places of worshipand other place where peopléend to gather

Schoolbased (outreach) strategy

For girls living in distant communities and others who cannot attend clinic services, a
potential strategy is schodbased vaccination. To select eligible girls for vaccination, a
schootbased strategy maghoose totarget all girls irone or moreselected school

year gradd class dthough it is als@cceptable to usagebased eligibility.
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A schoolbasedstrategy can serve as an opportunity to create or strengthen school health
services and improve health education and communication.

Whereschool health programngeexist andh designatechealthcare worker (based either at
the school or health facilidyprovides regular health services at the school, this pecson
be trained and charged with vaccinating targeged girlsvith HPV vaccine as part of their
schootbased health duties (if the national policy permitBhe operational costs of adding
HPWaccine delivery to an existing and already funded school health programme
infrastructure may be minimal (assuming that the costs féarya perdiems, and transport
are already provided in the health budget

If, however, a school health programme wdhbsignated healthcare staff does not exiat

schootbased delivery strategwill requirethe health facility stafto travel away from the

health centre for several daye reach all the schools in their catchment areghiscan be

expensivgadditionalresources needednd disruptive to regular servicés implement It
may also be inefficient if school enrolment of target aged girls is low.

To ensure equitable access to HPV vaccine, wh&resga proportion of eligible girlare not
enrolledin schml or there are high rates of absenteeism, a scHoatsed strategynust be
supplemented by other effort® reach girlavho are not in schoolTeachers and
community workers and leaders can play important roles in identifying these girls,
educating, motiviing and assisting them to access vaccine services at other sites.

KEY RESOURCE School Vaccination Readiness Assessment Tool

Before implementing school vaccination programmes, countries need to be al
assess the capacity, strengths, and weaknes§éseir school and health syasins

Y Id Ith
() Ytpm E_’B‘J to support such programmes.
School Vaccination Undertaking a readiness assessment will aid countries in their degisding and
FhasnaseD ey planning, but can also be used by countries wishing to improve the performan]

their existing school vacation activities.
The3 primary purposes of the School Vaccination Readiness Assessment Tod
1. To help Ministries of Health and Education determine, monitor, and improv{
GKSAN) O2dzy i NE Q& 2@SNItt NBFRAYyS&aa |
2.To provide asimpkto-dza S | aaSaavSyid 2F | 0O2dzy
specific strengths and weakness to implement school vaccination activities.

3. To guide a process to improve overall readiness and initiation of a new sch
vaccination programme do improve an existing one.

While this Readiness Assessment Tool is specifically designed to assesswalatgadiness to implement
school vaccination, it might also provide information useful for assessing and subsequently improving b
school halth services.

http://www.who.int/immunization/hpv/plan/school_readiness assessment_tool who 2013.pdf
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Education statistics such as those collectedJDESCH, can be useful to gaima
understanding othe age profile of those who attend schools and those who do not.
Another resourcésthea ! f f Ay & OK 2rBpbrk arfdl dofine 3. a OK2 2 f ¢

Other outreach strategies

Whena large proportion of the population lives in areas withited access to health

facilitiesand there is low school attendance for taregged girls, an outreach delivery

strategyat a convenientocation(e.g. marketplace, community gathering place) rbay

appropriate and helo ensure equitable vaccinatich LJLJ2 NIi dzy A (-ta-8B | GrENI a K| N

Outreach sessions should be planned to enalrgirlsare reached with the requireHiPV

doses. The interval between 2 HPV doses must be at least 5 montiesefore, HPV
vaccination outreach sessions could be planned every 6 months, or even annually, to reach
all target girls with 2 dosefepending on the schedule for outreach for infant vaccination,

it may be possible to combine it with the HPV vaccinatiotreach (i.e. offer HPV

vaccination at the infantaccination outreach). his requireggood communication and

social mobilization so that the girls are informed that vaccination for theirgagap is

being offered.

As mentioned earlier, some countriage trying an approach where they notify schools on a
specific day to bring girls to the nearest scheduled outreach (or fewtity) for HPV
vaccination.

Vaccine delivery through campaigns

In some instances, there may be benefits or opportunities to deliver HPV vaccine via-a large
scale vaccination campaign strategy.

C2NJ SEIF YL ST AF | O2dzyiNB OFYy FFF2NRI14AG | YR
year old girls when the HPVa@ne is first introduced, then planning two rounds of national

HPV immunization days with an interval of 6 months, or one cagnpannually, may be an

option.

Some countries have made use of existing campaign days, e.g. Child Health Days/Weeks,
Measles/Ribella or tetanus toxoid (TT) supplementary immunization activities (SIAs), and
successfully added HPV vaccination. However, most often the frequency of campaign
opportunities that could include HPV vaccination is insufficient to ensure deliveay

routine basis, year after yeaof HPV vaccine. Nonetheless, campaigns can be helpful to
G1AO01 adlFNI¢ OGAGAGASAOD

18 hitp:/ivww.uis.unesco.org/ LAYOUTS/UNESCO/edsszi-tool/index-en.html#en/cover

7 http://allinschool.org/resources/reports/
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In countries with very small and difficult to access populations, (for example, island states)
the use of a campaign strategy for HPV vacaimatnay be the most practical and cest
effective. Such countries could conduct a campaign (either with two rounds in a year, or
annually for two consecutive years) targeting all the girlgl§ears. This strategy could be
repeated every 5 years to ensucemplete coverage of the next cohort of girld@years.

It is important to note, that any campaign strategy for the delivery of HPV vaccine needs to
ensure the recording of the doses administered on the girls vaccination cards. (See Key
Resourcepage XPractical Guide for the design, use and promotion of hebesed records

in immunizationprogrammes)

Table 2provides summary of considerations fdifferent HPV vaccinatiodelivery

strategies. In practice, a balance of the pros and cons will need nodoke. Countries may
need to consider tradeffs between strategies that maximize coverage and those that are
most feasible, affordable, and sustainable. Ultimately, a combination of strategies may be
needed to achieve high coverage while optimizing resesior more information on

country experiences using different HPV delivery strategies and reachingdiegech girls
see companion documer@calingup HPV IntroductiofWHO, 2016)
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Table2. Considerations for different HPV vaccine delivery strategies

DELIVERY STRATEGY

mobilization for
girls to attend

mobilization of
parents/communities

vaccinations may
make mobilization
easier

CONSIDERATIO Outreach
Health Facility | Schoolbased Outreach Community Campaign
Outreach
Access Girls must come | If enrollment is high, large A varietyof locations | Large number of girls
to health centre | number of girls vaccinate¢ possible can be vaccinated at
Parents may be | at the same time May need special the same time
present at time Requires health workers | communications effort| Large number of
of vaccination to travel to school to ensure girls come | vaccinatormeeded
Does not require | Parental consent process| Requires health (may disrupt regular
health workers to| Teachers can assist with | workers to leave post | services)
leave post vaccination sessions but can be part of Can be used as initial
regular health facility | ¢ O -dzQK 2 F
outreach age cohorts
Equity In- and outof In-school girls In- and outof school In- and outof school
school girls girls girls
Community May need more | Schools can help to Same outreach Needs strong
mobilization intensive facilitate sensitization and| locations as for infant | mobilization effort

health centre

chain

maintain cold chain

Frequency of Continuous Requires at least-2 visits | Vaccine available only| Requires at least-2
vaccinations vaccine to schools per year when outreach sessiol rounds per year
availability planned
possible all year
Vaccine supply Continuous Enrolment lists can Challenging to know | Large volume of
vaccine supply | facilitate estimates of exact number of girls | vaccine needed over
available vith vaccine supply who will attend short duration
other routine outreach session Distribution
vaccines challenges (must be
able to
redistribute/re-supply
quickly during
campaign)
Cold chain Cold chain Vaccine carriers must be | Vaccine carriers must | Vaccine carriers must
management available at prepared to maintain cold| be prepared to be prepared to

maintain cold chain
May be able to use
Controlled
Temperature Chain
(CTC)

Integration with Help to Codelivery with short Cadelively with short | Integrate with other

other interventions | strengthen duration interventions duration interventions | campaigns (e.g. Child
Adolescent possible possible Health Days/Weeks)
Friendly Health | School health platform
Services

Cost Low as supported Medium-High (depends if | Medium-High Generally high (but for
by national school health programme| (depends if using small populations may

health budget

is already funded or if
additional resources are
required for facility
healthcare workers to

travel to schools)

existing outreach
sessions that are
already planned and
funded)

be more cost
effective)

Additional budget for
per-diems and
transport, etc

Note: A combination of strategies may be needed to achieve high coverage while optimizing resources and to inclu
of school/hardto-reach/vulnerable target aged girlStrategies may also vary throughout a country, based on
local/provincial/district characteristics or opportunities.
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HPV vaccine introduction may provide impetus to heafficials and policy makers to
improve and strengthen other health services at national, regional, and local levels. For
example, addressing structural or systems barriers that may prex@migadolescengirls
from receiving HPV vaccine may facilitatkescent access to other healtiterventions
Community health workenetworks can be mobilized to assist adolescents in accessing
various health services, and vaccine introduction may also serve as an opportunity to
improve adolescent health educatioHealth communication is a key component to
successful HPV vaccine implaertegion, and carbe usedto delivera variety ofother health
messagess well

Table3. Short duration hterventions that may be combined with HPV vaccineldery

Category ' Intervention
Screening Vision screening (if referral/glasses available and affordable)

Commodities and treatment | Anti-helmintictreatment (deworming)
Insecticide treatedednets for malaria control
Iron and folic acid supplementation

Information and life skills Promotion of physical activity and exercise

Prevention of mosquitdoorne diseases

Menstrual hygiene education, with products, if relevant for age group
targeted for HPV vaccination

Other vaccines All vaccines can be @dministered with HPV vaccineaficular opportunities
for the target group may be found withd/Tdapboosters,catchup ofHepB
andmeasles/rubellavaccination and denguevaccination(if applicable)

Adapted from:Hindin M Bloem P, FergusonJburnalof Adolescent HealtB015 Jan;56(1):10-8.

DeliveringHPV vaccination with other interventiomsay promote sharingf resources and

knowledge across programmes, optimize costs and logistics, and serve to integrate a variety

of services in a more efficiengffectiveand sustainablevay. It will be important to select
an intervention that is ageappropriate, effective, and that will not negatively impact HPV
vaccine delivery.

KEY RESOURCE Options for linking health interventions for adolescents with HP\teaation

There are few interventions targeting young adolescents and those that dg
exist are often not adequately reaching them. This is beedlue number of
contacts of adolescents wittihe health systenis generally low.

Immunization programmes amgell known for achiemg good coverage and
this short brochure outlines the opportunitig¢lsat the introduction of HPV
vaccination can provide an entry point for other health interventions targeti
9 to 13 year olds. A number of health interventions argable for joint
delivery with HPV vaccination and can foster synergies betwheeExpanded
Programme on ImmunizatiofEP) and school and/or adolescent health
programmes.

www.who.int/immunization/diseases/hpv/linking_h_interventions/en/
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See additional Key Resources on adolescent health below

KEY RESOURSLEADOLESCENT HEALTH

PSS st GK T2 N GKS s 2dydarRQraukimedi2 6nfha @@ yitl a

*‘;\',%?:L')sf%r dfo']zscems describes why adolescents need specific attention, distinct from children and
A second chance I the second decade ' RdzAf §ad LG LINBaSyda | Ft20Ft -RASIND

behaviours, including the latest data and trends, and discusses the determin
that influencettS§ A NJ KSF f 6K YR 0SKI @A 2 dzNR ®
perspectives on their health needs.

In addition to the online report, a summary was produced in print format in
Arabic, Chinese, English, French, Russian and Spanish.

e http://www.who.int/maternal_child adolescent/topics/adolescence/secend
@ decade/en/

The largest generation of adolescents in human histo l§illion) face

unprecedented social, economic, and cultural change according to daacet TH E LANCET
Report (May 2016): Our Future: A Lancet Commission on Adolescent Health Ourftr: L Comisionon
Wellbeing

The Report and related Commission bring together perspectives from public & %
health, economics, political and social science, behavioural science and
neuroscience to consider strategies to advance adolescent health and wellbe
and call for adolescents theselves to be part of the change and accountability
mechanisms.

http://www.thelancet.com/commissions/adolescehealth-and-wellbeing

To support the implementation dhe new Sustainable Development Goals (SD(

@s that came into effect January 2016, the UN Secretaeneral has called for new

and refreshed commitments to thEévery Woman Every Chidobal Strategy for
THE GLOBAL 22YSyQas / KAf RNBY Qa. Fonyhe firdt thr, fthe he@itf gl &
FOR WOMEN'S, adolescents has been highlighted for global attention.

CHILDREN’S AND
ADOLESCENTS’
HEALTH

(2016-2030)

http://globalstrategy.everywomaneverychild.org/pdfWEC globalstrategyreport|
200915 FINAL_WEB.pdf

http://globalstrategy.everywomaneverychild.org/

SURVIVE As an operational companion guide, tobal Accelerated Action for the Health
ThANesorm  Of Adolescents (A-HA!will be submitted to the 2017 World Health Assembly.
==cons  This resource will provide countries with eviderzased interventions and
implementation guidance for improving adolescent health.

http://www.who.int/maternal_child adolescent/topics/adolescence/frameweork
consultationrreport/en/
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As a part of the decisiemaking process for HPV vaccines, ¢ixéestence and
implementation status of the following policy issues should be reviewed:

1 Existence of a school health and/or adolescent health programme, services and
interventions available, effectiveness and reach of the programme, and links to the
national immunization programme.

1 Policies and legislation concerning vaccination at school.

1 Informed consent process for routine immunization services and vaccines delivered
during campaigns, and the applicability of these policies for HPV vaccines delivered
to girls aged 9 to4years.

1 Policies and strategic plans related to the prevention oficad cancer, and the
potential role of HPV vaccination in these policies and plans.

KEY RESOURCE Considerations regarding consent in vaccinating children and adolescen
between 6 and 17 years old

@)zt Around the world, immunization programmes are increggirincluding, in their
oo national immunization schedules, vaccines that target age groups beyond infanc
loesdmratinss regating C3N5ENE early childhood.

5 Rowirg oy ides o 2 earts
between é and 17 years old . . . :
This document is aimed at programme managers who are planning to introduce

vaccines for older children and adolescents aged betw&and 17 years.

It provides information that should be considered when preparing guidance note
the consent process, or for clarifying questions from the health workers who proy
the vaccinations.

The document is all the more important because thrget population groupfor HPV
vaccinemay present for vaccination without an accompanying parent or legal
guardian.

www.who.int/immunization/progranmes_systems/policies_strategies/consent_note/en/

2 K2 NB 1Sée aidl{1SK2t RSN&ER G2 AyOf

Successful introduction of HPV vaccine as part of a comprehensive cervical cancer control
strategy will require collaboration of the immunization prograeamith a variety of
stakeholders within and across programmes and sectors at different levels of government

Jose collaborations with canceagolescent healthg 2 Y S y Q &, arid/6rlsexualkand
reproductivehealth progranmes can foster supportive partrrships for HPV vaccine
introduction. Schocbased strategies are an opportunity to collaborate with school health
programmes where they exist, and more broadly, with the Ministry of Education to
integrate public health messages within schools. Ongoing camcation among
stakeholders before, duringynd after vaccine introductiors essential for successful
implementation
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Advocacy with and engagementmidical and nursing associations, national leaders,
parliamentarians, and other stakeholders will égential to ensure higiiP\Waccination
coverage an@wareness of the need to strengtheervical cancer screening.

Ultimately, a country should have developed a National Cancer Strategy within which
activities to prevent cervical cancer are situated. It is similarly important for countries to
establish populatiorbased cancer registri€sin order to measure the burdeof cancer in
communities and assess the impact of interventions.

8| ARC Technical Publication No. 43. 2014. Planning and developing pophksihcancer registration in
low and middle income settingbttp://www.iarc.fr/en/publications/pdfsonline/treport-pub/treport-pub43/

28



odfl yYyAyd

2 KO0 LIXlya ySSR G2 060S YIRS 2NJ N2

Once a decision has been taken to introduce HPV vaccine, a detailed planning process will
need to beconducted. The target populationgtivery strategy, vaccinatn schedule, and
logisticsneed to be carefuyl considered and thaational comprehensive muitiear plan for
immunization (cMYR)pdated Stepby-step giidance is provided in th&/HO/UNICEF
Guidelines for developing a comprehamws multi-year plan (cMYPylocumentavailable

from the WHO websit€.

In addition to updating the cMYP to include HPV vacametailed introduction plarwill

need to be developedThe pan should outline all activities and stepgjoered for a
successfuintroduction by programme component, identify government departments,
institutions or external partners that are responsible for each activity, and include a timeline
and detailed budget.

Given theunique considerations for HPV vaccine introductiors ritical tha countries
allow enough time foplanning and implementation cdll the specified introduction
activities and that the introduction is not rushed. Sequencing activities in a detailed
chronogram will highlight critical milestonegscessaryor the HPV vaccinatroduction to
proceed smoothly.

Countries are encouraged to refer to the checklist and tools contained in the WHO guide
Principles and considerations for adding a new vaccine to a national immunization
programme: From decision to impleemtation and monitoring(SeeKey Resourcpage 13.

In particular:

Annex 3: Template for a new vaccine introduction plan.
Annex 4: New vaccine introduction checklist, activity list, & timeline.
Both of these annexes can be downloaded in an Excel fofnat
|26 G2 LIXIFY F2NIKFGA2y I AYyONRRC

Immunization programmewithout prior experienceof routinely deliveringnulti-dose
vaccirationsto 9to 14 year oldgirlsmay benefit by planning a phased introductionH#V
vaccine. This enables the identificatiand resolution othallenges and barrietsefore
national scaleup.

Deliverng HR/ vaccine on a small scale (e.g districtsor states/provincesvith different
characteristics such asrban/rural, high/low coveragedifferent levels of school
attendance,etc.) allowsthe nationalimmunization programmeo:

19 http://www.who.int/immunization/programmes_systems/financing/tools/cmyp/en/

“http:// www.who.int/immunization/programmes_systems/policies_strategies/vaccine_intro_resources/nvi_g
uidelines/en/
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fine tunetraining and communicatioplans

evaluate vaccine acceptability by the commity and health professionals
determine the communication and social mobilizatstrategies necessary to
establish and sustain high coverage for HPV vaccine

learnhow to best access the target age group

identify the human andinancialresources required

consider whether the proposed deliverirategies are sustainable

= =4 -4
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National strategies for HPV vaccinatgimouldprioritize high coverage in the primary target
population of9 to 14 year oldgirls, prior to the onset of sexual activity, B¥V vaccination is
most effective when adimistered prior to exposwe to HPV types in the vaccine.

WHO now recommends the vaccination of multiple cohorts of gidld 9ears when HPV
vaccine is first introduced. This has cost implications but results in faster population impact
than vaccinatiorof single age cohortsAfter the initial vaccination of all girlsB years (or

some subset), in the subsequent years going forward, only one age cohort will need to be
targeted (e.g. 9 year old girls).

However, if countrieshaveresource limitationghat prevent initial multiple cohort
vaccination a singleyearcohort (or school gradedf girls within the age range of 9 tet1
yearscan beselected as the target population for HPV vaccination.

Deciding which ager gradecohortto target for HPV vadgation is an important decision
that should consider local factors such as:

1 Average age of becoming sexually active. For example, if it is common for girls to
marry at 1214 years of age, then it would be best to provide HPV vaccine at a
younger age.

1 If knowledge of age is culturally socially unimportant/limitedit may be better to
target an age that is undednumber for example, 10 years, rather than 9 or 11
years. Anecdotallyjt is reported thatrecallof whole years isnore accurate.

1 If gids tend to dropout of school as they get older, it may be bettertémget the
earlier schoofgrades

T 9  Gonhsidewhatever information is relevant fahe particularcountry context.

Ideally, the chaie of what ageohortor gradeto target for HPV vaccination shouié
driven by a goodinderstanding ofvhere the highest number of girls can be found and
easily reached, in order to achieve high coverage.
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How to determine the age of girls who are eligible for HPV vaccination

Once aspecifictarget age group halseen chosen, the nextep is todecidehow this age
will be determined in order to identify the girls who are eligible for HPV vaccination. There
are two common practices:

1 Byageat time of vaccinatione.g.all 10 year olajirls;
1 Byyear of birth, e.gall girls born in the year 2G0

Decidingwhichapproach to usevill depend upn the delivery strategy and the frequency of
vaccination contacts (e.g. continuous if faciligsed, or 12 times per yeaif outreach) and
the level of knowledge/documentation of birth dates.

By age at time of vaccination, e.gll 10 year old girls

With this approach, kgibility for HPV vaccination msedon the ageat the time of the first
dose, usinghe date of birthof the girlg at leastthe month and the year.

Regardless of the location of vaccination (at the health facility or at an outreach site,such a
a school) this approach requires the girls to know their age, or for the vaccinator to have
access to some documentation (e.g. regisenrolment list) for which thege of the girl can

be confirmed

5SGSNYAYAYy3I StATAOAfAGE dzaAy3a aF3S G GAYS 2
to strategies that offer HPV vaccination continuousfpr example, facilitybased

vaccinaton. Girls are told to come for vaccination when they have reached a certain age, if

they come before then they are told to return after they have had their birthday. There is a

risk that they will forget or not be able to return, but if they,dbe HPWaccine will be

administered to them.

Determining eligibility byt  3S I G ( A Y Scar2b& prableniatbdr gutréadh?2 y £
strategies that take place only once or twice a year. For exarigola,twice yearly schoel
basedoutreach not all girls wilhave had their birthday when the outreach vaccination
team visits. Some maynly be of eligible age at the time tife 2" outreach visit (so they

can get their first dose then) but they will have to wait until the next time to complete their
schedule

Byyear of birthe.g all girls born in the year 2005

Eligibility for vaccinatiobased on thalyear of birtté may be progammatically easier to
implementfor all delivery strategies. This approach determines, for example athgirls
born in 200%are eligible because theafl will haveturned 10 years of agley the end of
calendar year 20189n this scenario, hen the HPV vaccine is introduced it is announced
that all girls born ir2005 should receive HRMccination. Bgardless of when the vacean
doses are offered or administered, the cohort who is eligiblénat year receives the
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vaccination Additionally,in places with limited knowledge or records for exact date of birth,
girls, parents, health workers, and teachers may be more likely taloraletermine a year
of birth using significant events cultural milestones as reminders.
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vaccination (e.g. all girls enrolled in primary school Grade/Class 5)

Forcountries that are planning to deliver HPV vaccination primarily using a sbhsetl
outreach strategy it may be tempting to simply select the girls in a particular grade as
target population (e.g. all the girls in Grade/Class 5). However, cautolvised. A
AN} RSkOfl&aa Aa + LINRPE& F2NJ IANI Q&baged!| |
target group is to be used, it must be chosen following an assessment of the age sp3
the grade.

For example, if a country decides to vaccinate déryld girls then it is necessary to fing
out what percent of girls are 10 years old in each grade. If analysis reveals that only
of the girls in Grade 5 are 10 years old, and that the others range in age fi@dny@&ars
then obviously vaccinatinglahe girls in Grade 5 will not achieve the programmes targ
and it will be very difficult to calculate any meaningful coverage rate.

However, if for an example in another country, following an assessment it is confirme
that majority of the 10 year oldirls are to be found in Gradeg@hen indeed it may be
operationally appropriate to select all the girls in Grade 5 for vaccination and not wor
that a few who are older/younger will be vaccinated also. Overall, in this example, th¢
target population ighose girls who are 10 years old. Such an approach would need t
assure that school enrolment levels were sufficiently high that there were not a lot of
8SIFENJ 2f R d2dzi 2F a0K22f¢é¢ IANI & 6K2 ¢2c
complementarystrategies to reach and vaccinate out of school girls are required.

With a grade based approach one needs to be careful that girls in the selected grade
are too young to be vaccinated are not missed the subsequent year when they will bg
eligible agdor vaccination but will now have moved on to a grade higher.

As illustrated in the examples above, graukesed targeting can be very tricky and requi
a good deal of formative research to carefully understand the age composition of var
grades. Moeover, it is likely that the agdistribution of a grade in one part of the count
will differ from others (e.g. urban vs rural schools) and in fact, may change overtime {
more and more girls are encouraged to attend, and remain in, school.

| 26  OIlyWdzYUoKSSNI (2ZF &S ND A0 O & vEI (9 FO OA N
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In order to plan, forecast vaccirseipply, andbe able tocalculate coverage, an accurate

estimate of the number of girls in the target age group is required. Ideally, coustraadd

makethis calculation using ufp-date national or local census data obtained from national

statistical offices.

If such census data are not availaldees inaccurateor are out-of-date (as is often the casg)
it is possible to obtainisgle age annual popation estimatedor females(and also males)
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by countryfrom the United Nations Population Divisierebsite®* These data are revised
every two years.

See Annex 1for an example of this UNPop data file for females.

WHO will beusing these UN Population Division estimates by single year dbagéculate
future WHOUNICEF estimates of national immunization coversggdENIEfor HPV
vaccineby country and globally.

To make access and use of till Population Division datsier for countries and
partners, WHO has extracted tip@pulation estimates for every country by year, sex and
single year of age for the years 202020 specifically fathe 9-14 year old population.
These data may be uséeelyand areavailable from the WHO websfte They will be
updated every two years when UNPop Division publishes its revision.

Thedata are in arExcel interactive pivot table databasdich maybe accessed in Engfi,
French or Spanish and allowsers to select the country and specific singgarof-age
target pgoulation(s) that have been choséor HPV vaccination. Population estimates for
boys arealso provided to facilitat@lanningfor the delivery of adjunct health interventions
to all adolescentgmales and femaless part of integrated approaches to adolescent and
school health service delivery.

2 KSNE Oly @&2dz FAYR GKS 3IAKNI & dal 1t

Once the target population andsitsize has been determined, it is necessary to understand
where the girls my be located in order to plaan appropriate delivery strategy. Girls who
are attending school may be found at schools; hegrenot all girls attendschool Out of
school girlsnay bedispersed and difficult to locate. They mayibehe formal or informal
labour market, assisting families with agricultun@usehold chores, tending livestqak

other activities in the community. Reaching girls who are memberagbpalist

communities orlivein remote locationgmay require specific strategies

Countries are encouraged to work wighlucation, censugabour, school health and other
sectors to map the situation in their countriycluding estimations dhe proportion of girls
attending / not attending schools in all districtSonsultation with district leaders in a
variety of geographic settings may also yield useful information about the local situation
where girls of the target age range of 9 téylears old may be found. Retdeexperiences by
the EPI programe in organizing vaccination campaigns targeting older children, such as

2 hitp://esa.un.org/unpd/wpp/ExceData/population.htm

*The suggested citation is: World Health Organization, Department of Immunization, Vaccines and Biologicals.
Projections of national annual populatiorl® years of age by single year of age and sex,-2020. Geneva;
2012.http://www.who.int/immunization/diseases/hpv/UN_population_estimates13 yearold cohort/en/
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MeningitisA or measlesmay provide additional insight into ways to access young
adolescent girls.
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Adding HPV vaccine to the national
immunization programme will have cost
implications (segrevious section ofinancial
sustainabilitypages ¥ and Box 2 on Costgage
21).

For more information on country
experiences regarding HPV vaccing
costing, financing and sustainability]
see companion documer8calingup
HPV Vaccine IntroductioWHO,

The immunization programme budget and 2016)
financing plan will need to be updated. WHO

has developed and fieltested aCervical Cancer Prevention and Cont@usting(C4P)Tool
(SeeKey Resourcpagel?) to assist countries in determining actual costs amaking five
year projections of both financial and economic cofstr HPV vaccine introduction.

Box4: Possible costs to include when budgeting for HPV vaccine ohiction

Procurement of vaccine, injection materials, and safety boxes

Training of all relevant health workers at all levels

Orientation to school staff, if vaccinations will occur at schools

Increased frequency of health workers leaving post for delivieryugh outreach

Expansion of the cold chain, dry storage, vaccine transport systems

Extra fuel expenses for cold chain and transport

Possible additional health personnel costs for outreach, mobile units, school

delivery

Repairs, expansion or addition of sta management facilities to handle the

additional waste generated.

Development of materials for community sensitization and mobilization

Implementing comprehensive community sensitization and mobilization

activities

() Advocacy activities with key stakehotdeat national, subnational, and district
levels

() Revision and printing of standard immunization forms, such as vaccination ¢
tally sheets, registers, monitoring forms, guidelines, etc.

() Strengthening AEFI surveillance, reporting, and management

gegeegeee
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€ e
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Because HPV vaccine mdiuction should be a part of a comprehensive and integrated
health strategy to prevent cervical cancer, it is important that the efforts of the EPI
programme are closely coordinated with otheakeholders. InvokY Sy i 2F ¢2YSy Qa

health, cancer control, school health, adolescent health, sexual and reproductive health,
non-communicable disease contrdflinistry of Educationand othergroups has advantages
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in building a strong advocacy network fchievement of a shared goal. However,
O2tft 62N GAy3 gA0GK OI yoOtBeNdiniStg gfEEdBatiomayNde ¢ 2 YSy Q4
new for many national immunization programmes

Other stakeholders who may influence the environment of support for HPV vaccine

iy i N2 RdzOGA2Y Yl & AyOfdzZRS YSRAOFf |yR ydzZNEAY 3
equity advocatesgivil society organizations, government officials, parliamentarians, and

even the media. Countries need to carefully consider which stakeholders acalcaitid

supportive of HPV vaccines as a viable mechafosicervical cancer preventiont is also

necessary to distinguish between those stakeholders/partners to be engaged in decision

making and planning, from those needed for advocacy and communiggament.

HPV vaccination targets adolescent girls. Therefore it can use platforms that may exist in
countries for the delivery of other interventions for adolescent health, such as for example
deworming, micronutrient supplementation, health promotiontwalth screening

activities. These activities may be implemented through comprehensive school health or
adolescent health programmes, or by programmes that focus on specific diseases such as
neglected tropical diseases in the case of deworming.

HPV vacciation may provide an opportunity to deliver or expand the coverage of other
adolescent health interventions. Conversely, existing programmes such as the regular
distribution of deworming pills or Iron Folic Acid supplements may be opportunities to

efficiertly co-deliver the HPV vaccifié

Generally, conveningn oversight committee (such as the In#&gency Coordinating
Committeeq ICChasproven to bean effective mechanism to coadrdhte and collaborate

with the diverse set of stakeholdekgho need to be engaged for successful HPV vaccine
introductions Many countries created a national level planning committee led by the
Ministry of Health/EPI in close coordination with the Ministry of Education (for sdbessd
delivery). Creating a sges of subcommitteesfor activities such aSommunications,

Training, Vaccine Management and Logistics, and Monitoring and Evaluation, and holding
regular meetings of these committees (e.g. weekly) helps to keep-plaris on track.

®SeeKey Resourcpage 200 h LIGA 2y a F2NJ f Ayl Ay 3 K SwithHRY vieofitaoNII Sy (A 2 y &
www.who.int/immunization/diseases/hpv/linking _h_interventions/en/
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In general, HPV vaccine introduction should follow the standard procedurealfarating

vaccine supply of other vaccinaad be integrated into existing mechanisms to order other

vaccines HPV vaccine shoultlsobe integrated into the stocknanagement system and
vaccine orders must be timed such that the supply is not disrupted

Doses required for the annual supply is based onsike of the target population, estimates
of vaccinecoverageof the first doseandvaccine wastagelhe simple formula below can
assist

Estimated Estimated HPV
size of vaccine NIVILOED 6 Wastage vaccine

doses per <
Tl OOz doses
schedule required

target coverage
population for dose 1*

* Estimated vaccine coverage for dose 1 assumes no-aubpetween dose 1 and dose 2.
U Wastage factor must be adjusted fordbse or 2dose vials

2 KIG O2O0RLIOOAEYE oAff 0SS NI dzA NB |
The presentations available for each HPV vaccine are listed in the table below.

Table4. Summary of HPV vaccine packaging and presentations

9-valent
(GARDASIL 9®

Quadrivalent

Attributes Bivalent
(GARDAS@SIlgard®)

(Cervari®

Vaccine
picture
Presentation Liquid, 1dose and 2 dose vials Liquid, 1 dose vial Liquid, 1 dose vial
Preservative No preservative for either No preservative No preservative
presentation

Packaging for| 1dose vial 2 dose vial 1 dose vialbox of 1: 75.0 1 dose vialbox of 10: 15.0
cold chain box of 1:57.7 | box of 1: 28.8 | cm’/dose cm*/dose
volume cm’ldose cm’ldose 1 dose vialbox of 10: 15.0

1 dose via| 2 dose vial cm’/dose

box of 10: 11.5| box of 10: 5.7

cm’/dose cm’/dose

1 dose vial 2 dose vial

boxof 100: 9.7 | boxof 100: 4.8

cm’/dose cm’/dose
Storage TYSLI yIxi /Hx 1Y SLI yixid /nx 1Y SLI yixid /Hx
requirements | T Should not be frozen 1 Should not be frozen 1 Should not be frozen

1 Protected from light 1 Protected from light 1 Protected from light
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1 Licenced for use in CTC
0dzLd G2 o RI&a

Shelf life 1 dose vials; | 2 dose vials: 36 months at 8°C 36 monthsat 2-8° C
48 months at | 36 months at
H¥y x [/ H¥y X [/

VVM Type 30 Type 30 n/a
Wastage rate | 1-dose vials 2-dose vials 1-dose vials 1-dose vials
Wastage <5% 10% <5% <5%
factors 1.05 1.10 1.05 1.05

Additional information on the different HPV vaccines is available on the WHO website at
http://www.who.int/immunization_standards/vaccine quality/PQ vaccine list_en/en/index.html

Adequate refrigerator space must be available for storafyeaccins at +2 to +8C The
WHOVaccineVolume Calculator” tool isavailable to help assist in calculatioficold chain
capacity requirements for the amount of vaccine needédequate dry storage will also

need to be available for the additional icfgon materials, such as syringes, and safety boxes
that will be needed for delivery of HPV vaccines.
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HPV vaccine storage

HPV vaccine management should follow the san

procedures as for other vaccines in the cold chai L
Regular temperature monitoring

Upon receipt and confirmation of quantity procedures should be maintained

delivered, the vaccines should be placed in in all cold storage equipment and

designated refrigeratorsAll HPV vaccines should checked twice dailyevery day of

be sbred between +2%0 +8° C the year, including weekends and
holidays.

HPV vaccineSHOULD NOT BE FROZEN asatlaeyl
exceptionally sensitive to temperatures lower than
+2°Cand lose efficacy if frozeWaccines subjected to temperaes lower than +2°€hould
not be usedlf there issuspiciorthat a vaccinénas benfrozen, a shake testhouldbe
performed. Annex 2provides theWHOprotocol for a shake test

HPV vaccirgecannot be placedlirectly onor near the freezer portion ofefrigerators, and
HPV vaccirgeshould not be stored near the liners or walls of cold boxes@ndepacks in
vaccine carrierd?roper procedures for conditioning igacks in vaccine carriers or use of
cold packs in vaccirmarriers should be followed. WHO guidangetbese procedures is
available in thdollowingdocumens: Immunization In PracticeA Practical Guide for

2 hitp://www.who.int/immunization/programmes_systems/supply chain/resources/tools/en/index4.html
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Health Staff Module 2¢ The Vaccine Cold Ch&frand theWHO Vaccine Management
Handbookmodules®.

HPWaccines are sensitive to light and should be stored in tigiral box until ready to
use.

Under specibconditions, soméiPV vaccine products are licenced for Controlled
Temperature Chain (CTC) which permits the vaccine to be kept at ambient tempesratutr
exceedingt2°Cfor upto 72 hours(SeeBox1 pagellfor details).

HPV waccine handling

For use of Zlose vials obivalent HPV vaccine, countries

. Proper handling of 2-dose vial
should ensure that health workers are trained on Cervarix HPV Vaccine :
appropriate handling of unpreserved niatiose vials, per _—
the guidelines set out in th&vHO multidose vial polic¥/ e
(see Box 5) g

Opened vials of the product should be discarded at the
end of the immunization session or after 6 hours,

whichever comes first. Each vial contains a vaccine vial
monitor (VVM) to indicate cumulative exposure to heat.

The VVM provides a warning when the vaccine is likely = sscwoese
have been degraded and should be discardgath HPV e mtuan pems o I
vaccines have been certified for VVM type B@s e —

important to highlight that the VVM does NCalert about vaccine freezing.

Box 5:WHO equirements for2-dose presentation of preservativéree/ S NIJ | N

Speciahttention to training of health carestaff will be requiredfor the properuseof the

/S NI lmidRidSepresentationbecauset is a multi-dosepreservativefree vaccine Specific

pre-introduction measuresare requiredto assureprogrammaticreadinesss achievedprior to

introduction.

Tomitigate againstpotential programmaticrisk countriesshouldensurethat they:

1 Understand thebenefits and potential contamination risks of the twiose unpreserved
presentation and understand the need for special trairiimgl good supervisioto enhance
immunization worker practices.

9 Conduct post introduction evaluations to determine levels of lHe@are Worker knowledge
and compliance with the correct handling of the vaccine; and implement corrective training
needed.

Priorto introduction and before UNICESupplyDivisionwill shipthe vaccinecountriesmust

% hitp://lwww.who.int/immunization/documents/lIP2015 Module2.pdf

26 hitp://www.who.int/immunization/programmes_systems/supply chain/evm/en/index5.html

*’ WHO Stgement on Multidose Vial Policy (MDVP), Revision 2014.
http://www.who.int/immunization/documents/general/WHO VB 14.07/en/
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1 Ensure training materials are itgge in immunization centres prior to the launch of the
vaccine.

1 Place stickers on refrigerators at all levels indicating that opened vials of the vaccine must |
discarded six hours after opening. The stickers should be in place prior to the launch of the
vaccine.

*http://www.who.int/immunization_standards/vaccine quality/cervarix_pgnote_2dose 2013/en/index.htm

Box6: NEW VVM Infographic

WHOhas just released a new infographic that summarises how health workers can use va
vial monitors (VVMs) to decide whether or not to use a vaccine vial. Most notably, it preser
VVM colour change as a continuous progression, rather than as four tistiges.

A VVM is a chemical indicator label attached to the vaccine container (vial, ampoule or drg
by the vaccine manufacturer. As the container moves through the supply chain, the VVM r¢
its cumulative heat exposure through a gradual changeolour. If the colour of the inner
square is the same colour or darker than the outer circle, the vaccine has been exposed to
much heat and should be discarded.

The main purpose of VVMs is to ensure that héamaged vaccines are not administeredeTh
VVM status is also used to decide which vaccines can safely be kept after a cold chain bre
occurs thus minimizing unnecessary vaccine wastage. In addition, VVM status helps the u
decide which vaccine should be used fgst batch of vaccine showirgignificant heat exposure
should be distributed and used before a batch that shows lower heat exposure, even if its ¢
date is longer.

Please use the new infographic in guidance and training materials, and share widely. The
infographic is available #nglish and French on the WHO website:

http://www.who.int/immunization/programmes_systems/supply chain/resources/tools/en/index4.htm
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Vaccine Vial Monitors

Square is Square Square is
lighter than matches darker
outer circle circle than circle
The color of the inner square of the VVMs Once a vaccine has reached or exceeded
begins with a shade that is lighter than the DISEARD PUIHT the discard point, the colour of the inner
outer circle and continues to darken with square will be the same colour or darker
time and/or exposure to heat. than the outer circle.
Inform your supervisor
o Cumulative heat exposure over time >
. J

2 KIFYILIAOGI toA @ OOAYS AYUNRRAzOG A 2
YFEYylF3SYSydK

As with any new vaccine introduction, HPV vaccine introduction wikrgéa additional

vaccine wastéhat requires appropriate disposal. All current waste management facilities
should be reviewed to ensure there is adequate capacity to handle increased waste volume
generated ly HPV vaccine delivery.

Theimpacton the waste management systewill depend on the delivery strategy. Itis
likely to be greaterfiHPV vaccine is delivered in a campastyie twice a yearthan for
continuous delivery of HPV vaccine at health centres throughout the, ygachwill

increase the wastgolume but ina more stable manneiCountries should carefully plan for
the frequency and amount of increased waste.
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Adequatemicroplanning at the district levedrior to introductionis essential. Iparticular,
for HPV vaccmdeliverythere area few issueshat needcarefu consideration.

+SNATeAy3d GKS SadAYIFIGSR GFNBSGO |

Estimaes of the target population wihavemaost likelybeen made using rienal or

subnational data extraolated from the last census. Becausgpplation movements cabe
significant and local circumstances may have changed, it is important to verify estimates of
the eligible population at the district level for each district in the counfilyis is sometimes
referred to as enumeration.

District haalth and education leaders should be involved, especially if schools will be a part
of the vaccine delivery strategZheckngfor new schools that have opened or schools that
have closed may also have an impact on the overall estimates of thelelgipulation in

the district.

For enumeration for schoddased strategieghe followingstepsare suggested:

1 Generate an ugio-date list of all schools in the district (including private schaaol$
special education schoolghichmay bemissing from officialists).

1 Contact the schools and obtain the number of target girls who are enrolled

1 If possible, have the school pregister or enumerate the girls who are to be vaccinated
and provide a list of the gl names and dasof birth to the health facility.

1 Confirm with the schoolandobtain agreementthat the dates proposed for vaccination
are convenient and do not conflict with school exams or holiday periods.

For enumeration for community outreach strategies:

1 Involve volunteer health workers and communiteembers to generate upo-date lists
of girls of eligible age who do not attend school.

Naturally occurring events, such as agriculture migration or natural disasters, could also
influence population estimates. Seasonality could also be a factor if piogndanove when
vaccinations are scheduled in local areas. Planning for these known seasonal migration
patterns can help ensure more accurate projections of the number of eligible girls who may
be available for vaccination. Conflict, famine, and polistability may also be localized

events impacting the movement of people. Understanding if this situation is present can
help inform the estimates of the target population as well.

Oy S G O2f R OKI Ay OF LI OAGe A&

Management of HPV vaccine atél health centres should follow the same procedures as is
done for any vaccine requiring continuous cold chain. A quality and recent effective vaccine
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management (EVM) asssment can inform if any health facilitiegjuire cold chain
expansion maintenarce or strengthening in advance of HPV vaccine introducti&imilarly
it will be necessary to ensure that the health facility has sufficient vaccine carriexo&hd
packs if HPV vaccination will be conducted via outreach to schools and communities.
Transportation costs and peatiems also need to be included.

Vaccine logistics witle impacted by the chosen delivery approach. Offeri#igV vacine
throughout the year alongsideutine infant vaccinations willave different implications for
the logistics forecasting and supplthan providingHPV vaccinenly periodically (e.g. once
or twice a year)The mcroplanningprocessneeds to consider this when preparing health
facilitiesfor HPV vaccine introduction.
tf WA VIR O22 WERAAIAH A §& RBJBXIABGISOBA |
2dz0NBIF OKA2QIOKR2Y & YR O2YYdzy Al
Logistics for vaccinations at outreach locations or at schools requires careful planning and
advanced coordirtgon to ensure efficient implementation, as health worker#l Wwe leaving

the healthpost. SeeBox7 below for a microplanning checklist for HPV vaccination outreach
sessions.

Box7. Microplanning @iecklist for HPV vaccine delivery at schoalsd outreach locations

1 Vaccine delivery outside of health centres may result in additioosis. These costs
should be planned for and secured prior to delivery.

1 Ensure that the human resources needed to carry out the outreach are arranged
without disrupting services at the health centre.

1 Map all health centres and health posts in the distant all schools and outreach
locations to be reached.

M Coordinate with district education officials to ensure all schools are accounted for ir
mapping exercise.

1 Try to arrange HPV vaccination at schools and outreach locations to be conducted
nearest health facility/post in that catchment area. This helps to reduce transportat
costs, shortens the distance to carry vaccines and supplies, and supports building
positive relations between the local staff at health centres with the surrounding
community.

1 Assess opportunities to combine HPV vaccination outreach with other outreach act
for integrated delivery with other health interventions.

1 Coordinate closely with school administration, headmasters, and education officialg
set dates for vagnation that do not conflict with school exams and holidays and whi
reduce disruption to regular classes.

1 Pay particular attention to private schools, religious and other schools that are not |
of the public school network

1 Make sure that parents/commmities are informed in advance that HPV vaccination V)
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take place, and that consent is given (see section below for consent options)

1 If an entire group of girls is to be vaccinated at once, the time needed for one healt
worker to vaccinate twenty giris approximately one hour.

1 Districts should consider utilizing more health workers at larger schools or outreach
sessions to ensure all girls mobilized for vaccination can be accommodated in a sir|
session.

1 Repeated visits to schools or outreach looas for girls missed should be balanced
against time and financial resources required and available with the number of girls
may possibly be reached.

1 If good defaulter records are maintained, missed girls can be told to come to the he
centre or rext outreach session to catch up their vaccination, or they can be vaccing
the next time the health team goes to the school.

1 Important strategies for missed girls include encouraging teachers to refer girls to t
nearest health centre/outreach, remindéext messages to parents or guardians, and
community announcements for vaccination days that will include HPV vaccine.

12y G 2N O OOAY L GA2Y

Consenfprocessegor vaccinatiorshould be reviewed and determindxy countries in
accordance to national EPI polici€pecific paties and procedures for obtainimgdividual
informed consentfor HPV vaccines will need to consider local infrastructure and resources.
For HPV vaccines, some countries have found thaintneduction of a new or different
consent procedure has led to suspicion that the HPV vaccine is experimental or risky.
Therefore, the consent process needs to be carefully planned and implemented.

Consent procedures vary by country, and can include:

1 formal, written consent (e.g. the caregiver signs a form either giving permission or
refusing for vaccination of the child)

1 verbal consent

91 implied consent

As described previousliKéy Resourcpage 2) WHO has developed a short resource
document on onsentapproachedor vaccination oblder children®

When vaccination is carried out in schools, local or national school authorities normally
authorize the intervention to take place at their premises. This authorization is needed for
planning and implementinthe vaccination sessions in schools. The same applies when
community or traditional leaders are asked for permission for vaccination to be carried out
in their communities. This authorization, however, does imply informed consent by the

2 \www.who.int/immunization/programmes_systems/policies strategies/consent note/en/
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individuals inthat school or community. In a legal sense, school or local welfare or other
community authorities do not have the capacity to consent to medical interventions on

behalf of the children in their care. Exceptions, stipulated in local laws and regulatags,
exist in defined, special situations.

When mandatory vaccination is established in relevant provisions in law, consent may not
be required. If the mandatory nature of vaccination is based on policy, or other forms of soft
law, informed consent need® tbe obtained. Some countries allow individuals to express
non-consent (optout) and obtain an exemption for mandatory vaccines.

For childhood vaccination, parental consent can be implied when a parent voluntarily brings
the child to bevaccinated at a hadth clinic.However,older girls may not be accompanied

by parentsat the time ofHPWaccination regardless of locatiorn these situations, implicit
parental consent cannot be as easily assumed, and explicit written or verbal consent may
require additional steps Any explicit consenting or authorization process needs to be
accounted folin the microplan and timelinestablished for HPV vaccine introduction

wS3II NRf Saa 27T [|consetgnliayiNdgngation any &achdynQdrgirls, their
parents, teachers and the commun#iould be givero allowunderstandingof the
benefits and risks of HPV vaccinatanmdto ensure acceptancdffective communication
strategies are described in thext chapter on communication arsdcial mobilization

45



COP2YYdzyAOF GA2Y YR {20Al f
Increasing community awarenegoughtimely, complete and appropriateommunication
is the key to successfahd sustainabléiPV vaccine introduction.

A comprehensive guide entitlddPV vaccine communicatiospecial considerations for a
unique vaccingsee Key Resource below) has been developed by WHO to assist countries to
implement an effective communication strategy for sensitization and mobilization to

improve HPV vaccine uptake. The introduction anttinaed delivery of any new vaccine
requires a communication plan. Countries are encouraged to refer to this guide for detailed
advice.

The basic elements of a communications plan include the following:

A communications team

Technical programme objective

Situation analysis

SMAR communication objectives

Target audiences

Messages for each audience

Strategies, activities, and channels to reach audiences
Branded materials

A crisis communication plan

Monitoring and evaluation plan

Work plan with budget (réised as required)

© NG WDNRE

[
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KEY RESOURCE HPV Vaccine Communication:
Special considerations for a unique vaccifupdated in 2016)

Communication is a key component of any successful public hq
programme, and an investment in communication for HPV vacg
is particularly importantgiven its unique qualities.

Thisdocumentoffers guidance in thremain areas: (i) advice on
basic communication planning and ifementation for
immunization;(ii) specific considerations for HPV vacciaed (iii)
crisiscommunication It draws on theexperiencafrom countries
that have either introduced the vaccine nationally or conducted
demonstration projectslt includesadvice about crossectoral
advocacy, team building and formative research; a description
the recommended target groups; the importance of careful
planning so that communication reachleard-to-reach girls; and
adviceon effective mesaging, materials and channels.

http://www.who.int/immunization/documents/WHO 1VB 13.12/en/

* SMART Objectives afpecific, Measurable Achievable Relevant andTlime bound.
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