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Provincial /Regional Directors of Health Services,

Heads/ Directors of Health Institutions,

Directors of National Hospital/Teaching Hospitals/

Provincial & District General Hospitals,

Medical Superintendents of Base Hospitals, other Divisional Hospitals
MOOIC of School Medical Office,

Heads of Decentralized units,

Provincial Consultant Community Physicians,

Regional Epidemiologists/ Medical Officers (Maternal and Child Health),
Medical Officers of Health,

Guidelines _on Introduction of the Human Papillomavirus (HPV) vaccine into the

National Immunization Programme

Human Papillomavirus (HPV) vaccine will be introduced into the National Immunization
schedule in the National Immunization Programme from 10" July 2017. Two doses of
vaccine will be given to 10-11 year old girls (in grade 6), with a minimum interval of 6
months , through school based vaccination programmes for prevention of cervical cancer.

Globally cervical cancer is estimated to ].4 million including 528,000 new cases annually.
Among them 12% are from women in developing countries, contributing to 80% of cervical
cancer deaths from developing countries. In Sri Lanka, cervical cancer accounts for 10% of
all female cancers and the second commonest in female cancers. Annually, 850-950
advanced stage cervical cancer patients are admitted to health care institutions for treatment
and palliative care, which is considered as the tertiary preventive strategy for cervical
cancers, which leads to a significant health care , economic and a societal burden,

Human Papillomavirus (HPV) genital infection with high risk oncogenic genotypes cause
cervical cancers in 10-15 years time, with a progression rate of 10%. Of the oncogenic

385, 5uis Adedm® DRgtom H8 @, G 10. 385, aunmssssiseNu LECESL alwasums BaBym wreusms, Gsrugby 10.
385. Rev. Baddegama Wimalawansa Thero Mawatha. Colombo 10. Sri Lanka.




genotypes, high risk genotypes of 16 and 18 are the commonest contributing genotypes for
cervical cancers.

In Sri Lanka, a cross sectional study (in 2008) among 20-59 year old normal women
(n=2000), the HPV prevalence for any geno type was identified as 3.3% (95% CI, 3.2 -
3.4%), and the prevalence of genotype 16 and 18 was 1.2% (95% CI, 1.15 — 1.25%) . High
acquisition and prevalence rates related to societal and behavioural changes would expect
higher prevalence rates over time.

Risk attribution of high risk genotypes 16 and 18 in developing cervical cancer is described
as 70%. Similar results (69%) were found as the country specific risk attribution for genotype
16 and 18 in a case control study carried out in Sri Lanka. In addition to genotypes 16 and 18,
together with other oncogenic genotypes (45, 31, 33, 52, 58, 39,51, 56, and 73), the risk of
cervical cancer development has increased up to 99%.

As the secondary preventive strategy,cervical cancer screening methods are available to
detect early stages of pre-cancers to prevent development of advanced stages. Tests such as
cervical cytology screening by Pap smear screening, human papillomavirus detection (HPV-
DNA) tests, visual inspection with acetic acid (VIA), are practised globally under screen-and-
treat’ approach. In Sri Lanka, Pap smear screening method is practiced since 1996 through
Well Women Clinic Programme.

Vaccine against HPV infection is available as the primary preventive strategy for cervical
cancer prevention. The quadrivalent vaccine was developed to avert the risks attributed by
genotype 16 and 18 (for cervical cancer prevention, also protective for other ano-genital and
oro-pharyngeal cancers), which includes protection for non-oncogenic components of
genotype 6 and 11 ; for the prevention of genital warts and Recurrent Respiratory
Papillomatosis (RRP) / Laryngeal Papillomas).

Human Papillomavirus vaccine has been proven to be an extremely safe and effective vaccine
(seroconversion 99-100%). The HPV vaccine is recommended only for prophylactic use,
thus effective if used in HPV naive females..

1. Introduction of Human Papillomavirus (HPV) vaccine into the National
immunization schedule
Two doses of HPV vaccine should be given to female students in Grade 6 from 10th
July 2017 on completion of 10 years of age (10-11 year old female cohort). The HPV
vaccine is presented as a suspension to be given as an injection.

The HPV vaccine is a recombinant quadrivalent vaccine [major capsid (L1) protein of
HPV types 6, 11, 16, and 18]
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a. Dose.route and site of administration
HPV vaccine is currently available as a single dose vial (WHO-prequalified in May

2009), liquid suspension, hence does not require reconstitution.
* Dose: 2 doses with a minimum interval of 6 months (0 and 6 months)
o First dose : HPV 1: a single dose of 0.5 ml of HPV vaccine
o Second dose : HPV2 : a single dose of 0.5 ml of HPV vaccine, a
minimum of 6 months interval after the 1* dose, but
* both doses need to be completed before 13 years, ideally maintaining an
interval of 6 months to 1year between HPV-1 and HPV-2
* if any delay of gap more than 1 year, recommend to administer the 2™
dose (HPV-2) at the earliest contact ideally before 13 years
* Route and site : Should be administered by intramuscular route (IM) into
the deltoid region of the left upper arm
* In case of decision for co-administartion with another vaccine (e.g.: together
with aTd) , option available to change the HPV vaccine administration site to
deltoid region of the right upper arm
* Required to shake the vial well just before administering the vaccine to
maintain equal suspension of the vaccine : final presentation will be a white,
cloudy liquid to be administered
» Single dose vial is for one dose at a time per person and potency of the
vaccine should be maintained as recommended for all other vaccines

b. Cautions and Contraindications
Should not vaccinate if:

* Presence of any of the general contraindications for any vaccine as mentioned
in the most updated National Immunization Guidelines in Immunization
Handbook, issued by the Epidemiology Unit, Ministry of Health

* Known or documented allergy to vaccine components or known
hypersensitivity to the active substances or to any of the other components of
the vaccine

© (contains individual proteins from four types of HPV viruses 6, 11, 16, 18, : which
produce an immune response, small amount of an aluminium compound which acts
as an adjuvant in strengthening and lengthening the immune response to the vaccine,
trace amount of sodium borate as an acidity regulator)

* Individuals who develop or with a history of severe allergic
reaction/symptoms indicative of hypersensitivity after receiving a dose of
HPYV vaccine

c. Adverse Events:

o Adverse events are transcient and minor, which include
- Mild and transient local reactions: redness, swelling and pain at the
injection site
- Systemic reactions: fatigue, headache, myalgia, pyrexia
o Other major systemic adverse events including anaphylactic/anaphylactoid
reactions are extremely rare
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d. Faesibility of co-administration with other vaccines
o The HPV vaccine can concomitantly be administered with aTd, inactivated

Hepatitis A and conjugate meningococcal vaccine

o Co-administration with influenza and MMR vaccines have not been described
and advised to keep 4-6 weeks gap if required

e. Storage
- HPV vaccine is presented as a single dose vial and should stored at +2°C to +8°C

- HPV vaccine should be stored in the upper basket in the Ice Lined Refrigerator (ILR)
and middle compartment in the Domestic Refrigerator

- HPV vaccine should not be stored in the freezer compartment of domestic refrigerator
as it is highly sensitive to freezing temperature

- Vaccine Vial Monitors (VVMs) are incorporated into the label of the vial to check
the heat exposure and should not reach the discard point at the time of use

- HPV vaccine should be transported at +2° C to +8° C temperature (should not be
exposed to heat or freeze) it should also be protected from direct sunlight

- The cold chain (+20 C to +8° C) should be maintained during the vaccination session
and can be kept inside the vaccine carrier until use or can be kept inside the foam pad
of the vaccine carrier until use during the clinic session

- It is important to ensure that the vaccine is not exposed to heat (VVM - not passed its
discard point) or not frozen at the time of vaccine administration. The potency of the
vaccine will be lost if exposed to heat or freezed and will not provide adequate
protection against the disease.

f. Injection safety:

- AD (Auto Disabled) syringes provided by the National Immunization Programme
should be used in vaccine administration and used AD syringes should be discarded in
to the safety boxes provided

- AD syringes and safety boxes are provided for the National Immunization Programme
through the Regional Medical Supplies Division in coordination with the
Epidemiology Unit. Regional Directors of Health Services, Regional Epidemiologists,
Medical Officers of Health and Heads of Medical Institutions are responsible for
ensuring adequate supply, availability and use of injection safety items at all
Immunization clinics/sessions in their respective areas/ institutions

- Appropriate and safe disposal practices of sharps should be ensured in all instances

g. Accountability of the HPV vaccines
Quadrivalent HPV vaccine vials are presented as single-dose vials and wastage is not
expected unless brocken or expired. If wasted, it should be documented and reported
to both Epidemiology Unit and RDHS office/Regional Epidemiologist
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2. Roles and responsibilities of HPV vaccine introduction and implementation in
National Immunization Programme

a) Medical Officer of Health (MOH)

* Training of MOH staff should be conducted on introduction of HPV vaccine, to be
implemented through school based immunization

* Create school and public awareness on HPV vaccination by organizing school based,
clinic based and other opportunities for parental awareness sessions/ programmes

* School HPV immunization in Grade 6 should be planned in all schools in the MOH
area

* Both HPV vaccine doses need to be planned for administration with minimum of 6
months interval during the same year, preferably the first dose (HPV-1) from January
to May, with adequate time plan for the 2™ dose (HPV-2) during the same year after 6
months
* In case of failure of the HPV-2 during the same year in Grade 6 or if finds inadequate
time for the 2™ dose (HPV-2) within the same year in Grade 6, it should be continued
in Grade 7 preferably together with aTd on the same day : this can be planned with
aTd / SMI in Grade 7 with minimum disturbances for school schedules
© vaccine co-administration with aTd on the same day is possible
o ald recommend to be administered as already recommended to left upper arm
and HPV-2 dose can be administered to right upper arm (in instances when
both aTd dose and HPV dose are given on the same day)
* Should plan annual requirement of the vaccines and should order HPV vaccine
estimates for the month in the Monthy stock return in advance
* Be responsible for timely order, requisition and maintenance of adequate stocks of
HPV vaccines, storage and transport of vaccines and maintenance of cold chain at the
MOH office and clinics
* Plan timely requisition of adequate stocks of supplies, identifying mechanisms for
disposal of used AD syringes , sharp wastes and monitoring the implementation and
sustainability of activities
* Be responsible and accountable for vaccine management at the MOH office. Any
significant wastage should be clearly documented and reported to both the
Epidemiology Unit and RDHS. The MOH is responsible for any losses due to
unacceptable reasons
* Coordially and cooperatively work with school principals, teachers, students and
parents and provide necessary information on HPV vaccination and cervical cancer
prevention
* Adequate screening of girls in Grade 6 for contraindications of the vaccine and
adequate communication with parents
* Adequate distribution and display of communication materials
o Posters to be displayed to disseminate the message
o Information leaflets provided to be distributed in schools and sent to parents
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o Parent information sheet to be sent home through grils in Grade 6 and make
parents aware of the requirement of completion of 2 doses of HPV vaccination
for adequate protection for the preventable proportion of cervical cancer
(Annexure 1)

» Take measures to vaccinate out-of-school girls (if any school drop outs), at the MOH
office or Maternal and Child Health (MCH) clinics in the area

e Organize central clinic to provide HPV vaccination (same mechanism as for the aTd)
for any missed children for HPV vaccination doses in the school due to any reason
(e.g.: abscenteeism)

¢ Monitoring and reporting of Adverse Events Following Immunization (AEFI) and
appropriate immediate management as per instructions given in the “Guidelines on
reporting and investigation of AEFI” by the Chief Epidemiologist in the circular
numbered Epid/75/2012 dated 01/04/2013

¢ Reporting of AEFI monthly at the MOH level to the Central level- Epidemiology Unit

e Prompt reporting and investigation of severe AEFI

e Monitoring and supervision of immunization coverage, vaccine wastage according to
the quarterly EPI return (in the WEBIIS) for the area and reporting of AEFI at MOH
level with regard to HPV vaccine and taking corrective measures when required

e Monitoring of record keeping at school level based on the School Immunization
Register and at MOH level clinic immunization registers

e Monitoring and maintainance of accuracy and timely information of HPV vaccination
in EPI returns sent from MOH office to RDHS/RE and Epidemiology Unit

e MOH is fully responsible for management and accountability of vaccines in the MOH
area

¢ Should seek technical assistance and advice as required from Regional Epidemiologist,
Medical Officer (Maternal and Child Health), Provincial Consultant Community
Physician, Epidemiology Unit and Family Health Bureau.

b) Supervisory Public Health Inspectors
a. District level : SPHI/D

i. Ensure adequate training and awareness of Supervisory Public Health
Inspectors (SPHI) and Public Health Inspectors (PHI) on HPV vaccination
procedure incorporating as school based vaccination programme

ii. Coordination of district level school HPV vaccination programme

iii. Education / communication of the public on HPV vaccine introduction

iv. Monitoring of smooth functioning of the HPV vaccination programme in
the district and maintainanace of high coverage of HPV vaccination for
both doses

v. Involve in correction of any deficiencies identified
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b. MOH level : SPHI

i.  Cordially work together with all MOH office staff on HPV vaccination
under the guidance of MOH , SPHI/D, Regional Epidemiologist, P/CCP
ii. Education/communication of the public regarding HPV vaccine
introduction
iii. Supervision of organization of school based vaccination at Grade 6,
awareness and provision of adequate information to parents to follow up
with 2 doses

iv.  Screen for vaccine eligibility and possible contra indications before
vaccination and adhere to vaccine safety instructions given by the
Epidemiology Unit

V. Supervision to facilitate administration of the HPV vaccine , safe disposal
of used AD syringes and other injection materials

vi. Monitoring of immunization coverage, vaccine wastage and AEFI with
regard to HPV at school /clinic/PHI and MOH level

vii.  Monitoring and supervision of record keeping at school level and at MOH
level

viii. Accurate, and timely compilation of HPV related EPI data and timely
submission to the MOH

ix.  Should correct any identified deficiencies under the guidance of MOH

¢) Public Health Nursing Sister (PHNS) / Supervisory Pubic Health Midwife
(SPHM)
» Cordially work together with MOH office staff on HPV vaccination under the

guidance of MOH , SPHI/D, Regional Epidemiologist, P/CCP

* Education/communication of the public regarding HPV vaccine introduction

* Monitoring and supervision of maintenance of cold chain at MOH office, during
transport to schools and at clinics

* Assist the MOH for timely order, requisition and maintenance of adequate stocks
of HPV vaccines, supervision of storage and transport of vaccines

* Supervision of immunization clinics (school / field) to facilitate administration of
HPV vaccine

* Supervision of safe disposal of used AD syringes and other injection materials

* Monitoring of immunization coverage, vaccine wastage and AEFI with regard to
HPV vaccine at MOH level

* Monitoring and supervision of record keeping at clinic level and at MOH level

¢ Accurate and timely compilation of HPV vaccine related EPI data and timely
submission to the MOH

» Should correct any identified deficiencies under the guidance of MOH
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d) Public Health Inspector (PHI)

¢ Education/communication of the public on HPV vaccination programme

e Maintenance of cold chain during transport of vaccines to and from school clinics
and during school and MOH clinic sessions for HPV vaccination

e Screen for vaccine eligibility and possible contra indications under the guidance
of MOH

e Vaccine administration and monitoring for immediate AEFI at school and clinic
levels

¢ Provide adequate prior information on HPV vaccination to parents, (leaflet and
information sheet) to create self need for administering 2 doses of the HPV
vaccine

¢ Maintain high vaccination coverage in all schools, referals to central clinic if any
missed doses, follow up for the 2™ dose of HPV (HPV-2) for complete
vaccination and ensure adequate protection with vaccination

e Enforce vigilance and provide personal attention to prevent dropouts from
immunization

¢ Detect and report all AEFI with regard to HPV vaccination

e Assurance of safe disposal of sharps and other wastes following immunization
session

e Maintenance of accurate and timely records on HPV wvaccine administration ;
School Immunization Register (new), Clinic AEFI Register, CHDR ( or HPV
vaccination card)

¢ Provision of immunization clinic performance to MOH for necessary data entry
based on the clinic session and as requested

e) Public Health Midwife (PHM)

» Assist school based HPV vaccination programme as a team under the guidance of
the MOH

e Education/communication of the public on HPV vaccination programme

e Identify any vaccine drop-outs or missed children (10-11 year old girls) during
home visits and refer them to Central clinic for vaccination and inform PHI with
relevant details

e Assist and administer HPV vaccination in Central/ MCH clinics for any missed
children

Detect and report all AEFI with regard to HPV vaccination
Assurance of safe disposal of sharps and other wastes following immunization
session

e Maintenance of accurate and timely records on HPV vaccine administration

f) Regional Epidemiologist(RE) / Medical Officer-Maternal and Child Health
(MO/MCH)

e Conduct district training programme for MOOH and hospital staff at district level
and active participation, co-ordination and supervision of training programmes at
MOH level
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* Estimation and maintenance of required stocks of HPV vaccines for each MOH
office and for the district

* Close supervision of the supply of vaccines and AD syringes and safety boxes in
the district

* Close monitoring of requisition of HPV, vaccine storage and maintenance of cold
chain at Regional Medical Supplies Division (RMSD) and the MOH level

* Overall supervision of the mechanisms developed in the district for disposal of
AD syringes and sharp wastes

¢ Close monitoring , supervision and timely reporting of immunization coverage
and vaccine wastage quarterly and AEFI monthly with regard to HPV vaccination,
integrating into existing routine system

® Should seek technical assistance and advice as required from the Provincial
Consultant Community Physicians, Epidemiology Unit or Family Health Bureau

g) Provincial Consultant Community Physician (P/CCP)

* Ensure district training programme for MOOH and hospital staff and active
participation, co-ordination and supervision of training programmes at MOH level

* Coordination with Regional Epidemiologists for maintenance of required stocks
of HPV and other supplies for each district, timely initiation of the programme,
smooth functioning, and overall supervision of the HPV vaccination programme

* Corrective measures for any deficiencies identified together with the
Epidemiology Unit and Family Health Bureau

h) Heads of Healthcare Institutions

* Coordialy communicate with Epidemiology Unit, Provincial Consultant
Community Physicians, Regional Epidemiologists, MOO (MCH) and MOOH to
make aware hospital staff and public on school based HPV vaccination
programme in the country

* Make aware the OPD staff, immunization clinic staff and ward staff for
opportunistic screening of Grade 6 female children ( 10-11 year aged girls) for
HPV vaccination, make them aware, and refer to MOH, area PHI or PHM for
completion of HPV vaccination for cervical cancer prevention in future

i) Officer-In-Charge (OIC) - Regional Medical Supplies Division (RMSD)

* Timely requisition of adequate vaccine stocks and AD syringes for the district

¢ Timely distribution of vaccines and AD syringes to MOH offices and medical
institutions where vaccines are stored with functioning immunization clinics

* Maintenance of cold chain for vaccines during storage at RMSD , and during
transportation. Preparation of timely, accurate monthly stock return for the

district and assure the supply of HPV vaccines on request as planned for school
based vaccinations
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o OIC-RMSD is totally responsible and accountable for vaccine management at
the RMSD and any significant wastage should be clearly documented and
reported to both the Epidemiology Unit and the RDHS

o OIC-RMSD will be held with the responsibility of any losses due to
unacceptable reasons

j) Epidemiology Unit

Ensure public awareness on HPV vaccination

Training of Public health staff : Training of trainers and cascade training up to
field level staff

Coordination of HPV vaccination programme with Education Ministry, School
Health Programme, Well Women Programme, Family Health Bureau, Cancer
Control Programme, Health Education Bureau and other relevant authorities
including provincial and district level staff of Ministry of Health and Ministry of
Education

Ensure overall functioning of the HPV vaccination programme in the country :
vaccine procurement and distribution procedure, planning, coordination,
implementation and data management on HPV vaccination

Overall supervision and coordination of vaccine safety monitoring

Coverage monitoring and ensure adequate protection for cervical cancer
prevention by vaccination

Monitoring the adherence of implementation guidelines for effective functioning
of HPV vaccine implementation in the country

Cold chain and other logistics management

5 ]! Maintenance of records and returns
Following introduction of the HPV vaccine into the National Immunization
Programme, it is crucial to closely monitor the HPV vaccination coverage and the
AEFI. This could be done using the same returns and records that are being used in
the existing immunization information management system . It is important to collect,
enter, consolidate and forward accurate and quality data on time.

The relevant details on HPV vaccine/vaccination should be accurately entered using
the following records, registers and returns.

a.

S@ mo po o

Child Health Development Record
i.  HPV vaccination card
School Immunization Register (new)
Monthly Statement of School Health Activities (1014, revised 2014)
Quarterly School Health Return (H 797)
Clinic Immunization Register (H1216)
Clinic Summary (H518)
Quarterly MCH clinic Return (H-527)
WEBIIS data / Quarterly EPI Return
Clinic, MOH and Hospital AEFI Registers

0
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Notification Form on AEFI (AEFI form 1)

Monthly Surveillance Report on AEFI (Form 2)

AEFI consolidated return (RE)

Adverse Events Following Immunization (AEFI) case investigation form
(AEFI Form 3)

Monthly stock return of vaccines

MOH office Vaccine Stock Ledger

MOH office Vaccine Movement Register

Clinic Vaccine Movement Register

Bl

o= S

a. Child Health Development Record (CHDR, Revised 2014)

The date of HPV vaccination along with the batch number should be entered in the
space provided for “other” vaccines (until updated CHDR is available) and clearly
write the name of the dose (as HPV-1 and HPV-2) in the column “type of vaccine”.

Instances where the CHDR is not available, HPV vaccination card (Annexure 2 -
available as a printed card) should be issued to the child. (Always instruct and

encourage to bring the CHDR or attach the HPV vaccination card to CHDR if found
even later )

b. School Immunization Register (new Register format)

New Register designed as “School Immunization Register” will be introduced for
school based vaccination programmes. The same register should be used for HPV
vaccination in Grade 6 and for aTd vaccination in Grade 7. All HPV vaccinations
carried out in a particular Grade/ class (e.g.: Gade 6-A) in a school should be entered
in the designated page in the “School Immunization Register” for that particular
Grade/ class

One register should be maintained for one school for easy follow up of students for

the second dose of HPV vaccination and documentation instructions are given in the
printed register

¢. Monthly Statement of School Health Activities (1014, revised 2014)
At the end of every month, entries in the School Immunization Register should be
totaled as vaccinations performed at each school during the whole month , separately
for HPV-1, HPV-2 and aTd and should be sent by each PHI to the MOH office before
the 5" of the following month.

d. Quarterly School Health Return (H 797)
At the end of each quarter, entries from “Monthly statement of school health
activities” should be summarized to enter in the quarterly return to be submitted
before the 20" of the following month.
The row mentioned as ‘other vaccines’ in table 5 of the Quarterly School Health
Return has to be divided into two rows to mention HPV 1and HPV?2 vaccinations
performed during the quarter
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Clinic Immunization Register(H 1216)

If any child received HPV vaccination at the central clinic/MCH clinic of the MOH
office , vaccination information for HPV-1 and HPV-2 should be entered separately
under the column “ vaccination for women” (until the updated format is available)

Clinic Summary (RH-MIS 518)

The vaccination performance in the Clinic Immunization Register should be
summarized and entered separately as HPV-1 and HPV-2 in vaccination for women
column (until updated format is available)

Quarterly MCH Clinic Return (H-527)
The vaccination performance in the Clinic Summary should be entered separately as
HPV-1 and HPV-2 in section 5 (Immunization) below under vaccination for women.

WEBIIS data / Quarterly EPI Return (EPID/EP1/1/2013) data

Entries of HPV vaccination in all Monthly Statement of School Health Activities,
received at the MOH office and data on HPV vaccinations performed in schools and
the central clinic/MCH clinic should be summarized and entered in the relevant cages
in the Web Based Immunization Information System (WEBIIS) according to the
Grade.

Number on roll for Grade 6 should be only total number of female students in Grade 6
in that particular year. Female students vaccinated for HPV-1 and HPV-2 in different
Grades need to be entered as requested in the relevant web page.

Clinic/MOH office/Hospital AEFI Registers

A clinic AEFI register should be maintained at school immunization clinics to record
all adverse events reported following vaccination. A fresh row should be used to enter
relevant information of the AEFI reported/identified including the date of
immunization of the relevant vaccine, name of child and the type of adverse event.
The name of the vaccine should be entered in the AEFI register. Same procedure of
entry should be adopted in the MOH office and Hospital AEFI registers

Serial
No:
(N

Registration | Date of | Adverse | Related Vaccine Batch Date of Name | ., | «
number of report/ Event (3) No: / immunization | ofthe | & _“E S
the CHDR | Detection | (4) [ Antigen [ Dose | Lots No ) child | | E=

2) ©) ©6) 1 il

All adverse events following immunizations which are entered in the School
Immunization Register should be transferred to the MOH office AEFI Register on the
day of the monthly conference or at any convenient instance.
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J- Notification Form for Adverse Events Following Immunization (AEFI Form 1)
Revised 2013

All AEFI presented to the hospital should be entered in the Hospital AEFI register
and each case should be reported in ‘AEFI form 1’ to the Epidemiology Unit,

Regional Epidemiologist and MOH of the area where the child was given
vaccination.

k. Monthly Surveillance Report of AEFI (AEFI Form 2) Revised 2013

All AEFI reported following each dose of HPV vaccination should be summarized by
the MOH in the Monthly AEFI return. Copies of this return should be sent to the RE
and the Epidemiology Unit. Total number of AEFI following each dose of HPV
vaccination should be entered in a blank column (divided in to 2 for HPV-1 and HPV-
2). Presence or absence of AEFI should be recorded accurately in the CHDR and/ or
in the HPV vaccination card provided. The identified AEFI should be recorded and

reported accurately and timely. \l

Adverse Penta/DPT JE o

Events m é i g e
Sizl(1[2[3]4] a| 8|S - [1]2]& ¢ |
Q | & S E | = - = | B
@ |0 I EIRIEIBIR k= B &

l. Monthly Stock Return of Vaccine

The number of HPV vaccine doses required for the school/clinic vaccinations planned
for the month should be requested under the column ‘other’ in the monthly stock
return after clearly labelling the column as HPV vaccine.

m. MOH office Vaccine Movement Register
MOH office Vaccine Movement Register should be maintained at the MOH office

level. In the MOH office Vaccine Movement Register, in the first page containing the
“Table of Contents’, HPV vaccine should be entered in the blank row below the space
given for the aTd vaccine and in the relevant pages write the ‘Name of the item’ as
HPV vaccine. Content page (page 1) of the MOH office Vaccine Movement Register
should be updated with HPV vaccine as follows: HPV vaccine should be entered in
the blank row below the aTd vaccine under the heading of ‘item” as HPV vaccine and
the number of pages required should be written according to the column headings.
Selected pages for HPV vaccine should also be labelled as HPV vaccine against the
“name of the Item” on the top of each page

385, uUis Bedm® BBptos B8 @0, emic® 10. 385, auemsssaEG My usGssn siowane GG wraugms, Gstwby 10.
385. Rev. Baddezama Wimalawansa Thero Mawatha. Colombo 10. Sri Lanka.
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Serial No Item Page number Remarks

From To
e =
MMR
DPT
HPV
vaccine

HPYV vaccine
Name of the item: ........ .= e
Date No of Place of No of Batch No: of No: of No: of Balance in
(A) doses/ distribution doses/items | No: vaccinations doses doses/ hand
items in (clinic/ issued (E) performed /items items )]
hand school) (D) (F) used returned
(®) © G) (H)

0. MOH office Vaccine Stock Ledger
Vaccine stock ledger should be properly maintained (including date of receipt,
amount, batch number, Date of expiry and the VVM status) , for HPV vaccine stocks
on receiving vaccine stocks from RMSD and should be balanced at least on monthly,
based on the vaccine usage from the Vaccine Movement Register. Balance should be
clearly documented at the end of each month.

p._Clinic Vaccine Movement Register

In the Clinic Vaccine Movement Register, identify a (blank) row and write HPV to
enter relevant information.

Type of No of Batch No: of No: of No: of No: of Remarks

Vaccine doses/ number vaccinations doses/items doses/items doses/
items performed used returned items
issued required
to the for the
clinic next clinic

BCG

PVV

OPV

LJEV

MMR

DPT

DT

Hpv [T
aTD
diluents

385, s AdeCo® Bebor B8 @0n, emic® 10. 385, amssssis@ il usBssw albasuns GzGrm wrausms, Gomupby 10.
385. Rev. Baddegama Wimalawansa Thero Mawatha. Colombo 10. Sri Lanka.




If you need further clarification or additional information, please contact the Epidemiology
Unit.

Please bring the contents of these circular guidelines to the notice of all concerned in your
province/district/institution/unit.

b Dr. J. M. W. Jayasundara Bandara

irector General of Health Services (Actin
Dr. Jayasundara Bandara irector Gene “rc Hea ;f’ .(._,JLF.mgg
NULT NOUS NICUIGIHNG,
Director General of Health Services =

Ministry of Health and Indigenous Medicine Rev. Baddegama Wimalawansa Thero Mw,
Colombo 10.

Cc:  DDG (PHS)I & 11
Chief Epidemiologist
Director MCH
Director HEB
Director TCS
Director MRI
Director NIHS
Director MSD
Director Private Health Sector Development
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385. Rev. Baddegama Wimalawansa Thero Mawatha. Colombo 10. Sri Lanka.
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Human Papillomavirus Vaccine

Information Sheet for Parents

Human Papillomavirus Vaccine (HPV Vaccine) is introduced into the national immunization
programme to prevent cervical cancer in future. In Sri Lanka, cervical cancer is the second
commonest cancer among women. Annually, 850-1000 advanced stage cervical cancer
Cases are admitted to hospitals for treatment. Majority of advanced cervical cancer cases
are ended up with complications or even die.

Majority of cervical cancers, are due to virus called Human Papillomavirus .this virus has
the ability to change cells in the cervix in to cancer cells without causing external signs and
symptoms. This causes cervical cancer in future as the women grows old. Cervical cancer
screening is one method available for older women for early detection of cervical cancers.
By this stage cancer cells have started to develop. In this method try to identify and prevent
further development into advanced stages of cervical cancer. Vaccination with HPV vaccine
is another method which can prevent cervical cancers due to human papilloma virus types
before develop cancer cells, This is why it is required to vaccinate girls at their young age.

Human papilloma virus has different subtypes called genotypes (more than 100 types) in
which some of these types can cause cervical cancers. [t has been identified that 99% of
cervical cancers are due to any of these types of the Human Papilloma viruses. Out of these
different types, type 16 and type 18 are the most cancerous types causes 70% of cervical
cancers. This cervical cancer preventive vaccine gives the protection for these cervical
cancer causing high risk types of 16 and 18 and prevents development of cervical cancer
due to these types in future when they become adult women. However, it has been
identified that there is a protection for other cervical cancer causing types also by giving
this vaccine. Cervical cancer screening in older women will be continuing and requires
even though the HPV vaccine is given to girls in Schools. In developed ( America, UK,
Australia etc..) and in some developing countries in our region( Bhutan, Bangladesh, Nepal

and some states in India) is implementing school based HPV vaccination programme
successfully.

HPV is given through National Immunization Programme in the National immunization
schedule from 2017. This vaccine is a safe and globally registered vaccine to use since
2006. In Sri Lanka, HPV vaccine is registered to use and available since 2012 and the
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Ministry of Health has taken the decision to vaccinate girls through National Immunization
Programme aing prevention of cervical cancers in future.

All girls in grade 6 are given the HPV vaccination on completion of 10 years. This vaccine
will be given to your daughter in the school as 2 doses. If the child misses the HPV
vaccination due to any reason form the school, this can be taken from your MOH office
clinic. But make sure that you give both doses of the HPV vaccine (in 6 months interval) for
the completion of expected protection for cervical cancer. The vaccine will be given in
grade 6 and the second dose will be given in the school again after 6 months in grade 6 or 7.
HPV vaccine dose can be given together with aTd vaccine on the same day.

HPV vaccine is very safe vaccine and mild common local reactions (such as pain and
redness) can be experienced as for any other vaccination. Severe side effects are very rare
and other country experiences shows no severe adverse events.

Please inform your area Medical Officer of Health (MOH) and the Public Health Inspector
(PHI) visiting your daughter’s school to vaccinate your child with both doses of HPV
vaccine to protect your daughter from cervical cancer caused by Human Papilloma viruses.
Your request for both doses of HPV vaccination is attached herewith for your convenience.

Further information
Contact:
e Medical officer of Health of your area
o Epidemiology Unit (Ministry of Health), No 231, De Saram Place, Colombo 10,
0112695112, email: chepid@sltnet.lk
e Read: Human Papillomavirus Vaccine: WHO position paper, October 2014,Weeekly
Epidemiological Record, No.43,2014,89,465-492,
http: //www.who.int/wer/2014/wer8943 /en/

bk

Epidemiology Unit
Ministry of Health, Nutrition & Indigenous Medicine
231, De Saram Place, Colombo 10.
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QeommaUlled BEL (WeDULGESSLILGHLD Cailw sEUUL®BHCHHMEDL HLLGHHED HmLMUSE
SWSSIU UDMICHMI Qb W6 SMILSDHESTaS wesflly LLNCeLTOT smeurerv (HPV) SGuL &
AN SULESSULL Betag). @eomamsullsdy Qusinaefsd gouU@L UHmICHMUSN &@BmLmUS
SPSHIL UDMICHML 2 g4eug QLS 2 61ong). Geominsued QUGBLMHBHLD 850 — 950 QUIETTIH 6N
SGUOLS SWHHIL UDmICHMO wwHilw Remeoullsd @errismsmmiu @ UG HILIFTEmEL G660
SIWILASSULGATmeT].  @euisened QUEBLUGHWaT uTilu  HE6OEERHG WSL
CQarGuugIL6T &S GmSu &MV SH 6T QmHEH NGHMTTSH6N.
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JOUESSULEGATDeT.  @eileneugay SHVG  FTHMTEUONS  QYIDUSH eTeualls  Qeuer
SIN@D&meMULD HUEESSTLO6 CuetTQlemmT (Heufledr  &(mLenUS &(LPSHSHIeTTen  HeV MG ag) el
LGHS SidsmsesT QuisbLsenen LIMH Bl sTeolICLUTSE 2188660 F i el UDMICHTILIS
HOMRISETS  LIHHNG DS SILCUTTEmISHE — QIUFTEGLCUTE LM MICHTUIS&60 M &6
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&WSHSHIL UHMICHTLISET HPV emeurery QzmHlermed gHuESsILGHsTD JCHCamen SleummleL
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UmISaMGEelp, GruUmend Cumeim SNaNGHHMLHS  62(HLD BrE&sefled LML &memevLl
CIUETTLN 61163 6118 (615 & &T6aT HPV SGULS uPRIGL S L LTerg QaunmMsIonss QFEWHUGSSUUL G
QUBEAMDS).

Qeomimauisr Gl SEUULGHCHOMD S L SHeie 2017 QD ENH (WFHL S(HLINUS
HPHBIU UDMICHTMUWS SOUUSMHSTST HPYV SEUUE 2 eTeUTRISILL. 2 ¢Teng). @&siTeLpevLd
HTHTLHEL JHUGL &(HLIMUS SWSSIU UDmICHTenWS SELILSHETS CusTTTLsiTemena @5 5@
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Annexure 1A

Dear Parents,

An information sheet on Human Papilloma Virus (HPV) vaccine for cervical cancer prevention is attached
herewith for your information.

HPV vaccine is given through the National Immunization Programme as a school based vaccination from
2017 for all girls in Grade 6.

Please be kind enough to send “Child Health Development Record‘(the booklet containing Immunization
details of the child) along with your daughter to the schoolon ................................. for HPV vaccination.

Epidemiology Unit Medical Officer of Health
Ministry of Health

| received the information sheet on the Human Papilloma Virus (HPV) vaccine for cervical cancer
prevention. Herewith | am sending the Child Health Development Record.

Any Remarks

Name of the Mother/ Father/ Guardian Signature of the Mother/ Father / Guardian
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Annexuve 2

INSTRUCTIONS

1 This is your HPV vaccination
record [attach this to Child Health
Development Record (CHDR)J

2. Make sure you bring your CHDR to
the school for necessary recordings

3. Two doses of HPV vaccine are
required for prevention of
cervical cancer

THIS RECORD IS VERY IMPORTANT
KEEP IT SAFE

FOR FURTHER INFORMATON
Medical Officer of Health
or
Epidemiology Unit
Ministry of Health - 5ri Lanka
Tel: 0112 695112
www.epid.gov. Ik

HPV vaccine
for prevention of
Cervical Cancer

Date of Birth : @D/DI%]/ [

D M b A .
o R————

Grade / Class
HPV-1 HPV-2

Telephone
]

HPV Vaccination Details
Type of Da:t'e:qf . Age Batq:ﬁ-—No:pf the Remarks
Vé'tcine ' Vaci:ina_t_ion ; _v_a'ccine_' ; e
HPV-2 e
6 months ';iﬁer
dose .
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