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“Application Form for Human
Papillomavirus Vaccine (HPV)
Demonstration Programme

Deadlines for submission of application:
15 January 2016
1 May 2016
9 September 2016

Submitted by:
The Government of Republic of Moldova

Date of submission: September 9, 2016

_ Form revised in 2015 -
(To be used with Guidelines of October 2015)

The application form and attachments must be submitted in English, French, Portuguese,
Spanish, or Russian.

Please ensure that the application has been received by the Gavi Secretariat on or before
the day of the deadline.
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“incidence of cervical cancer was 19.6 per 100,000 women (Globocan), the morality rate from cervical
cancer was 7.9 per 100,000 women, and the 5-year prevalence of cervical cancer was estimated at
106.5 per 100,000 women (Globaocan, 2012}). According the data of the Institute of Oncology in
' Moldova every day is detected a new case of cancer of the cervix, and every two days a woman dying
from cervical cancer. Because more than two-thirds of cervical cancers are caused by HPV, and
because HPV infection is most common in people in their late teens and early 20s, Republic of Moldova
. is very interested in introducing HPV vaccine in young girls. In addition, screening for cervical cancer is |
quite limited in Moldova, and therefore early vaccination with HPV in Moldova is particularly important. |

Moldova's National immunization Technical Advisory Group has recommended the Ministry of Health to .
include HPV vaccination into nationat immunization programme. The recommendations were based on
** consideration of the public health importance of cervical cancer in the country, data on efficacy, :
effectiveness and safety of HPV vaccines, and preliminary data on the impact of HPV vaccine from
countries that introduced this vaccine -earlier. However, there are many guestions about the best
communications strategies and delivery strategies for HPV vaccine in Moldova, particularly in light of
differences in attitudes to vaccination among different communities in the country, including vaccine
hesitant populations in urban areas, different religious communities, and different ethnic groups. One of
the major anticipated obstacles is public concerns about HPV vaccine safety. Rumours about HPV
| vaccine AEFIs are common in the country, when Moldova received nearly 20,000 doses of donated
HPV vaccines from 2010-2012, although nearly all the vaccine was used in the target 10-14 year-old
population, many urban residents were sceptical of the vaccine. In addition, this two-dose vaccine
" poses new challenges for vaccine delivery in an age group that normally does not receive any routine
' vaccinations. For this reason, the NITAG recommended the MoH to implement HPV demonstration
. programme and use an opportunity of GAVI support. The Ministry of Health has decided to submit this
" application to support a vaccination demonstration programme, with the goal of considering national :
. imptementation of HPV vaccine once important questions have been answered through the vaccine
. demonstration programme.

" Moldova has decided to target 10 year-old girls for HPV vaccination based on WHO recommendations -
and programmatic considerations. The Ministry of Health plans to implement the HPV Demonstration
programme in the 37 regions that represent entire territory of the country, with the exception of
Transnitria region. The population of 10-year-old girls in these districts is roughly the same size as the
maximum population allowed for the HPY demonstration programme. 17,400 10-year-old girls reside in
the 37 regions. The Ministry of Health plans to use HPV vaccine provided by GAVI to vaccinate 15,000
of 10-year old girls and procure additional doses of vaccine to vaccinate the remaining 2,400 girls in the
Year 1 and Year 2, respectively.

* Moldova is not applying for the nation-wide introduction because the MoH would like to assess
~ acceptance of HPV vaccine among teenage girls, their parents, and medical workers and develop and
 pilot an effective communication strategies tailored to different communities prior to inclusion of HPV
- vaccine into routine immunization programme, The demonstration project will offer the opportunity to
' conduct a study to learn more about attitude towards HPV vaccine in different populations and develop
effective tailored communication strategies, messages, and materials which are crucial for smooth |
introduction of HPV vaccine.

. Another reason 1o apply for the HPV demonstration project is the need to pilot and select the most
. appropriate HPV vaccine delivery strategy. Moldova has some experience in providing routine
. vaccination to age groups beyond infancy. The second dose of MMR is routinely administered to 7
| year-old children, and high coverage (95%) was reported in 2015. However, HPV vaccination requires a
. 2-dose schedule, and the target group is 10-year old girls. In addition, Moldova is home to many
. children of parents who have left the country. Roughly 400,000 adults are living abroad for work, a
. situation which has the potential to complicate the logistical situation of parents bringing school-aged
 children for vaccination. :






















. district and health facility statf and PCV materials were distributed. Immunization cards and reporting
| forms were updated to include PCV. The evaluation found that all health care workers interviewed had
- been trained prior to the start of the programme but many felt that direct trainings conducted by national
level staff would provide higher quality and more delailed information as well as an opportunity to
. receive answers to questions.

| Vaccine coverage was not being estimated at the health facility level and the reasons for children not ;
being vaccinated were not being properly analyzed although the data were available at health facility
level. Data on reasons for non-vaccinated children in Chisinau were analyzed and showed that up to
- 55% of these children were not vaccinated due to medical contraindications {many were false
. contraindications), up to 10% were not vaccinated due to parental refusals, and up to 7% were not __

vaccinated due to families moving within and outside of the country.

The healthcare workers interviewed reported no problems administering PCV,

PCV was found to be stored appropriately at all visited storage areas in the field and personnel were
monitoring vaccine storage area temperatures in all but one site. Upgrades to the cold chain were
made prior to the introduction of the PCV including new refrigerators, vaccine transport containers and .

LogTags devices.

. At all sites visited, vaccines and supplies were stored in good condition. Healthcare workers reported

the transport of vaccines worked well and vaccines and injection equipment were supplied as a bundle.

. Some challenges with vaccine management were inadequate space for vaccine in two sites and the
reasons were thought to be related to seasonal influenza vaccine supply. Vaccine wastage rates were

- not calculated at any of the evaluated sites, '

* There is no regular schedule for supervisory visits from the national level to the district level. Nearly all
of the visited health facilities had received a supervisory visit since the PCV introduction and received
written feedback. However, only 43% of the visited district public health centers had received a
- supervisory visit from the national level.

Healthcare worker knowledge was generally good and vaccines were stored and handled correctly at
' observed vaccination sessions. |

" Injection safety and waste management was generally good and auto-disable syringes were being used
in visited health facilities and all but one site was disposing of their used syringes in safety boxes. Re- -
: capped needles were not observed and most health facilities had contracts with a waste disposal
- company to dispose of vaccine waste. One-third of health facilities were burning their vaccine waste in

a pit, which is not in compliance with Ministry of Environment requirements. ;

An AEFI reporting system is in place but there are no standardized guidelines or AEF| investigation
: form. The NIP also does not have a risk communication plan in place.

. PCV was added to brochures for parents prior to the introduction and PCV information was provided via
mass media. Of the health facilities visited, 33% reported resistance from the community regarding -
PCV. The evaluation team noted that some healthcare workers were sceptical and lacked confidence in
. vaccines. ?

. All visited sites reported that the implementation of PCV was a smooth process, For future vaccine
introductions, healthcare workers said more time is needed prior to the introduction and more
. information on the new vaccine should be provided using mass media. Also, healthcare workers and .
parents should be further educated in order to improve their confidence in vaccines. More printed
materials should be provided to parents and caregivers to improve their access to information about
vaccines. Community outreach activities should be expanded.

: Recommendations included the following:


































e Support trust in vaccine and those who deliver them

» Build population resilience against vaccine safety scares

¢ Encourage Individuals to seek vaccination

»  Build robust programmes that are able to respond to trust-related event

We plan to conduct behavioral analysis research among different key informants to understand barriers
.; and enablers to HPV vaccination. These analyses will help us identify key messages that will be used in
" our communications plan to sensitize and mobilize communities and other relevant audiences about
- HPV vaccination. Informants could include health care officials, medical scientists, immunization staff,
general practitioners, community leaders, parents and girls, religious leaders, NGOCs etc.

This research will be done through focus groups, individual interviews, and community survey and wil)
- assess the level of knowledge among members of various groups about cervical cancer, how they

| perceive causes of and risks factors of cervical cancer, benefits and risks of HPV vaccination, and their :
. understanding of who makes decisions regarding vaccination. In other words, to identify enablers, -

- influencers and barriers that affect the girl's decision of being vaccinated. Based on the results of the
behavioral analysis tailored approaches will be developed including:

¢ |dentifying the main target audience

infections, and HPV vaccine,

¢ Identify the most relevant and sufficient distribution and communications channels

. Experts and community members will review and pre-test the materials before finalization. As the NIP
. does not have sufficient capacity to conduct a behavioral study and to develop tailored communication
. strategies, we will request technical support from WHO to perform these activities.

. We have listed below some examples of potential target audiences, communications messages and

" materials and channels. The behavioral analysis will form the basis of specific tailored approaches; the

. main target audience, the messages and the communication channels will vary in the strategies for

urban and rural areas. . ’
. Example of target audience:
| s parents
« teenage girls
e community leaders
Examples of communication channels could be:
| + Indirect communication through mass media; TV, radiospots, poster, leaflets, social media etc
+ Interpersonal communication in the community, including home visits.
+ Communication campaign prior to vaccination sessions.
s Counseling commune health centers.

Examples of communications messages could include;

« Develop tailored messages and communications material and activities on cervical cancer, HPV


































10. ATTACHMENTS -

Attachment 1. Minutes of the Inter-Agency Coordinating Committee meeting endorsing the HPV
vaccination demonstration programme application.

Attachment 2. Chronogram for the HPV vaccination demonstration programme.
Attachment 3. Budget and finances for the HPV vaccination demonstration programme.

Attachment 4. Proposed funding mechanism for HPV vaccination demonstration programme. This is
required ONLY for countries without an existing FMA and countries currently receiving Gavi direct
financial support through a UN agency.
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- Minutes of meeting

Immunization Inter-agency Coordination Committee meeting
Date: October 11, 2016 : Time: 09%
Place: Ministry of Health

Chisinau, 2 Vasile Alecsandri str., Meeting Room.
At the meeting were invited 9 members of IICC.

Were present:

DSERBULENCO ALIONA  Deputy Minister (MoH)

2)PINZARU IURIE General director National Center of Public
| Health (NCPH).

3)MELNIC ANATOLIE Head of Center for Inmunoprofilaxis
(NCPH). '

4)GROSU-AXENTI DIANA  Deputy director National Medical Insurance
Company.

S)SEMENIUC MARINA Head of Department financial management in
health care and social protection, Ministry of
Finance,

6)MANGASAREAN NUNE  Representative of UNICEF in Republic of
Moldova.

THAJRULAHOVIC HARIS Representative of WHO in Republic of
Moldova.

8$YONEA LILIA N Representative of civil society,

HYROTARU MIHAIL Deputy director, Mother and Child Institute.

Meeting Agenda

e Review information and proposal on the implementation of vaccine
against human papillomavirus in Republic of Moldova.



In context of review the proposal on implementation of the vaccine
against human papillomavirus (HPV) was reviewed aspects of HPV vaccine and
general information on cervical cancer due to human papillomavirus.

Human papillomavirus (HPV) is the most common viral infection of the
reproductive tract. Cervical cancer is by far the most common HPV-related
aisease and is the second in the world in frequency of all cancers in women
under the age of 45 years and is the second most common cancer in women
« living in less developed regions.

In Republic of Moldova, cervical cancer is responsible for a considerable
amount of disease and death every year. Cervical cancer is the third-most
common cancer in women in Moldova in terms of incidence, mortality and five-
year prevalence. According the data of the Institute of Oncology in Moldova
every day is detected a new case of cancer of the cervix, and every two days a
woman is dying from cervical cancer. Cervical cancer presents a major public
health problem in Moldova. In "Capacity assessment and recommendations for a
national screening program for cervical cancer in Moldova" prepared by Dr.
Philip Davies and Dr. Diana Valuta, (Chisinau, February 2014) is emphasized
that in Moldova mortality rates due to cervical cancer are very high, 17.2 cases
and 7.4 cases to 100,000 women respectively. Republic of Moldova is very
interested in introducing HPV vaccine in young girls. In addition, screening for
- cervical cancer is quite limited in Moldova, and therefore early vaccination with
HPV in Moldova is particularly important. Since 2006 the practice of medicine
‘Has a cure safe and highly effective in preventing infection with two vaccines
that prevent infection which prevent the development of cervical cancer. In 2016
vaccination against human papillomavirus is performed already in 64 countries
(33%) and was proven the high cost efficiency and safety of the vaccine at 92-
100%.

Republic of Moldova, as a graduate country, can benefit from GAVI
support in the implementation of HPV vaccine. GAVI proposes two alternatives
for implementation of HPV vaccine:

The first option is nationwide implementation in which GAVI will
provide free land 50% of its vaccine for one year, additionally a grant for the
implementation of the vaccine for each girl 2.40 US § in a year. Until 2025,
country procurement of HPV vaccine, benefits from GAVI price through
UNICEF. . E



The second option is the so called "Demonstrational program”, where the
country will be provided with 2 doses of vaccine for 15.000 girls over two years.
It also provided a grant for the implementation of the vaccine for 3.60 US $ each
girl for two years. Until 2025, country benefits HPV vaccine procurement price
through UNICEF. HPV vaccine price for GAVI countries will be 4.5 to 4.6 $
per dose which is 3 times less than prices from market.

However, to qualify GAVI support in one of the proposed options,
* country should make the request until 13.10.2016. This is the last time and the
last chance to get GAVI support in the implementation of HPV vaccine.

National Immunization Program proposed to select demonstrational
program by GAVI for implementation. Calculations showed that the amount of
vaccine provided by GAVI will be possible in the first two years of vaccination
coverage reached of young girls up to 80-85%.

ICCI promotes the importance of implementation of HPV vaccine in
Republic of Moldova and proposed to require ,,Gardasil quadrivalent” vaccine,
one of the arguments was that it is packed in one dose/vial, excluding losses.
One of the conditions of GAVI is that vaccination must to be started in 2017 and
after completion of country assistance to ensure further sustainable vaccination.

Decision;

Members of ICCI approved the implementation of the demonstrational program
of vaccination against human papillomavirus proposed by GAVI and
recommended to Ministry of Health in implementing the program given for
country.

Chairman of ICC - ﬁ;ﬁ _/Aliona SERBULENCO

Secretary W /&ntolie MELNIC

P

Translated by Alexei Ceban, Tel. +37368505 323,fémail: alexeiceban99@yahoo.com















