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‘ Background

India has achieved truly impressive milestones threugh immunization and continues
with its efforts to achieve comprehensive immunization covarage through the
Universal Immunization Programme (UIP}. Immunization is considered to be one of
the most cost-effective public health interventions that has delivered excellent
results in providing direct and effective protection against preventable childhood
diseases such as measles, hepatitis B, diphtheria, poliomyelitis, tetanus and
pertussis. Under the UIP programme, significant achievements have baen made in
praventing and contralling vaccine-preventable diseases.

India has aftained another milestone with the
introduction of Hasmophilus influenzaetype b (Hib) BGELLCLE LS ERZULANREL
vaccing into the UIP as a pentavalent vaccine {5 antigens)
{containing diphtheria—perntussis—tetanus [DPT], DPT + Hepatitis B + Hib
hepatitis B and Hib antigens). The intraduction of
pentavalent vaceine will reduce the number of
injections required for vaccinating children at 6, 10
and 14 wesks of age. At these age intervals, the infant currently receives six
injections {threa doses of DPT and three doses of hepatitis B); however, with the
introduction of pentavalent vaccine, the infants will now receive only three injections
instead of the six as mentioned aarlier. This is expacted to have a positive impact on
acceptance inthe community.

The force of five in one

Following the recommendations of the Mational Technical Advisory Group on
Immunization {(NTAGI}), Hib-containing pentavalent vaccing was introducsd in the
states of Kerala and Tamil Nadu in December 2011. The vaccine was subsequently
introduced in late 2012 and early 2013 in a phased manner in six other states and
union territories — Goa, Gujarat, Haryana, Jammu and Kashmir, Kamataka and
Puducherty. The states of Andhra Pradesh, Assam, Bihar, Chhattisgath, Delhi,
Jharkhand, Madhya Fradesh, Punjab, Telangana, Uttarakhand and Wast Bengal
have planned to introduce the pentavalent vaceine in the latter part of 2014. The
remaining states are scheduled to introduce this vactine by mid-2015.Since DPT
and hepatitis B vaccines are already an integral part of the UIP programme in the
country, these guidelines focus on the introduction of Hib-containing pentavalent
vaceineintothe UIP.




Fig. 1. Pentavalent vaccine introduction in India
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The introduction of any néw vaccine inte thé immunization programme is an
opportunity to strengthen health systems and improve the reach of immunization
services to disadvantaged populations. World Health Organization (WHO)
recommends that a post-introduction evaluation {PIE) of a new vaccing be
conducted within 6-12 months to assess community acceptance and its impact on
the existing immunization systam. Although a PIE is done in the context of a new
vaceing introduction, the exercise provides a broad overview of the immunization
programme performance and thus boosts confidence to further scale up and
intreduce néw and underutilized vaccines in the programme. The effect of
pentavalent vaccing on the health system was assessed as part of the PIE
conducted in Tamil Nadu and Karala in 2012, while the recently conducted FIE in
March 2014 included assessment of both pentavalent vaccine and measles-
containing vaccinge second dose {MCV-2) inthe six states and unicn territories.




This is an updated version of operational guidelines published in the year 2011. The
findings and recommendations of tha two previously conducted FIEs of pentavalent
vaCCing have been used to update these operational guidelines. The update has
incorporated experiences, lessons learnt and best practices from the pentavalent
vaccine introduction in the eight states where the vaccine has already been
introduced (Annaxure 1). These guidélings will be helpful in pentavalént vaccing
introduction in the remaining states.







The Disease

Haemophilus Influenzae Type b (Hib)

In 2000, Hasmophilus influenzae bacterium was estimated to cause approximataly
8.1 million cases of serious Hib diseass and an estimated 371 000 deaths globally
{(Watt et al., 2009}, The most important manifestations of Hib infection—pneumonia,
meningitis and other invasive diseases—occur primarily in childran aged less than
2 yaars, particularly in infants. Yaccines are the only public-health tool capabla of
preventing a majority of cases of serivus Hib disgase. In view of their demonstrated
safaty and efficacy, WHO recommendead in 2006 that Hib vacecines be included inall
routine infant immunization programmes (WHO, 2006). The Hib vaccing has since
beenincluded in routine childhood vaccination programmes of nearly 180 countries
across the world. As a consaquenca, invasive Hib disease has bean practically
eliminated inmany industrialized countries, and its incidence has beén dramatically
reduced in these parts of the developing world where this vaccine has been
introduced.

In India, available data on Hib disease indicates that it is one of the léading causes of
meningitis and pneumecnia in children aged less than 5 years. Hospital-based
studies in India show that Hib contributes 40-50% of all meningitis and 25-30% of
all pneumnania cases. The case fatality rate for Hib meningitis and pnéumonia is in
the range of 10-30%. In addition to morality, Hib causes a substantial morbidity
burdan, with 25-30% of Hib meningitis survivors suffering from long-tarm
neurological sequelae (NTAGI sub-committee, 2009).

Actording to WHO estimates, 2.4-3.0 million cases of Hib disease occur annually in
the country, with an estimated 72 000 deaths due to the disease (Walt et al., 2009;
NTAGI sub-committes, 2009). As per UNICEF estimates on under-5 mortality
figures in India for 2009 {UNICEF, 2010), 1 726 000 children died bafore reaching
thair fifth birthday. Going by these two estimates, Hib-associated deaths comprise
4% [(72 00071 726 000)*100] of all under-five deaths in India.

The raduction in child mortality will play a vital role for India to achieva its national
and international child-health related goals (National Health Policy 2002, National
Rural Health Mission Goals and Millennium Developmeant Geal 4).The introduction
of Hib-containing pentavalent vaccine in tha UIP will prevent the morbidity and
moriality associated with Hib disease and will bring down the infant and under-5
moHality rate (USMR) in India. It has been estimated that contrel of Hib disease
would reduce USMR by four percentage points. .




2.1 What is Haemophilus inffuenzae?

Haemoephilus influenzae is & gram-negative coccobacillus that affects only humans.
There are six types of Haemophilus influenzae {a, b, ¢, d, & and f}, but Haemaophilus
influenzae type b (Hikb) accounts fior more than 90% of serious infections in children.
Haermophilus influenzae bacteria live as commensals inthe upperrespiratory tract.

2.2 Modes oftransmission

Like measles, Hit: is passed from an infected person to an uninfected person via
droplets of saliva/respiratory secretions when an infected individual coughs or
snegzes. Hib can alsy spread when children share toys and other objects that they
have put in their mouth. The probability of transmission increases when children
spend prolonged periods of time together in settings such as day-cares or créches.
Children are often asymptomatic carriers of the Hib bactefia, showing no signs of
symptoms, but can stillinfect others.

2.3 Riskgroups for Hib disease

Hib diséase most commanlty occurs in children aged less than Syears (4—18 months
age group is at the highest risk [WHQ, 2008]). It is important to immunize children
and prevent disease very aarly in lifa. At birth, maternal antibodies protect most
infants. At 2 to 3 months of age, the level of maternal antibodies decréases and the
risk of Hib disease increases for the child. By the age of & years, most children would
already have developed immunity against Hib. For this reason, Hib disease is
considered rare afterthe aga of Syears.

2.4 Slgnsand symptoms of Hib

Hib disease should be suspécted in the case of any child with signs and symptoms
of the following:

2.4.1 Bacterlalmeningltls Remember

Bacterial meningitis is the inflammation of FRUCELERIEMEERGEC LIS
membranes that cover and protect the spinal !“ffl'“e'“zae_‘ d;:-has ,ﬁr':uc,’,t ca”tﬁe
cord and brain, known collectively as the :;L;?:Eﬁ gfl'd gi mil a}rl: f HiE
meninges. In the absence of vaccination, s T T
bacterial meningitis in children is most often BRI
caused by Hib. In developing countries, 40% B oy U b et D

of Hib meningitis cases result in death.
Further, 15=35% of children who survive Hib
meningitis are left with permanent neurological disabilities such as mental
retardation, developmental delay and hearing loss (NTAGI sub-committee, 2009,




2.4.2 Pneumonia {inflammation of the lungs)

In developing countries, Hib i a major cause of pneumonia or acuté lower
respiratory tract infection (ALRI} in children, accounting for 20% of severe bacterial
phneumaonia casas.

2.4.3 OtherHib dissases include

» septicaemia: infection of the bloodstream,

*  gaptic arthritis: infaction in the joints,

» osteomyalitis: infection of tha bones, and

»  gpiglottitis: infection of the larymx and pharynx.

In the absence of approptiate and immediate treatment, up to 50% of such tases are
fatal.

2.5 Diagnosis of Hib disease

Diagnosis of Hib disease can be made by bacterial culture, latex agglutinatioh test or
by polymerase chain reaction. In actuality, it is difficult to identify Hib in poar
resource settings. The bacterial culture of sterile fluids such as cerebrospinal fluid
{CSF) or blood is needed. Lumbar puncture, which is an invasive procedure, should
be done for CSF. To culture Hib bacteria, the samples collected need to be stared
and transported within a short peripd of time, in suitable media, while maintaining
the appropriate temperature {between 20°C and 35°C).

2.6 Treatment

Treatment for Hib disease is not always effective because some strains of Hib may
be resistant to antibiotics. Antibiotic resistance is a sarious problem, which is
continuously increasing in developing countries including India. Immunization is a
sost-effactive strategy for the prevention of Hib disease.




Frequently asked questions —
Haemophilus influenzae type b

1. Whatls Hib? What diseases does I cause?

Hib is the abbreviation for Haemaphilus influenzae type b, a bactérium that causes
severe diseases, as listed below:

Bacterial meningitis —inflammation of the membranes that cover and protect the
spinal cord and brain. ltis 2 seripus infaction

Pneurnania—inflammation of the lungs

Septicaemia— presence of pathogenic bacteriain the bleod
Septic arthritis —inflammation of the joints

ostaomyslitis: infaction of the bonas, and

Epiglottitis — inflammation of the aréa around the vocal cords and obstruction of
the airway.

Hib disease is notthe same as hapatitis B, which is a viral disease that affects the liver.

2. Whyis Hib disease a public health problem?

Hib diseasa is a public health problem because it causes serious infections that can
resultin haspitalization ar death from diseases such as pnaumonia (sne of the major
¢auses of death in children) and meningitis.




3. Howdoes the Hib infection spread?

Hib bacteria are passed from child to child through droplsts of saliva expelled when
an infected child coughs or sneezes. Hib also spreads among children when they
share toys and other things that they have putin their mouths.

4. Whocan getf Hitrinfecitions ? Who is most al risk v

Hib mostly affects childran under five years of age; children between four months
and 18 months of age are most at risk. By the age of five years, most children have
devsloped antibodies against the disease; hence serious diseases from Hib are
uncommon in oldar ¢hildren and adults.

5. Doantibiotics work againgt Hib infectiong?

Antibiotics are used for treatment of Hib disease, but they are not always effective.
Even with antibiotics and the best medical care, 3-5% of meningitis patients die.
Some straing of Hib are now resistant to antibiotics, making treatmant even more
difficult.

6. Howcan Hib infections be prevented?

Most Hib irfections can only be prevented by the Hib containing pentavalent
vaccing. A small proportion of cases can be averted by giving antibiotics to members
of households where children have been infested, but at best this amounts to only
1-2% of all cases.

7. Whatare the fimifations of Hib vaccine?

Hib vaccine protects only against diseases caused by the Hib bacterium. After Hib
immunization, a child may still get pnaumaonia, meningitis or flu causad by other
bacteria and viruses.

8. Who should ba immunized with Hib vaccine?

Generally, all children aged up to 1 year {after 6 weeks and less than 1 year of age)
should receive Hib vaccine as part of Al.

9. Whyis Hib ghven as a pentavalent vaccine and not separately ?

The schedule for DPT, hepatitis B and Hib is the same at 6, 10 and 14 weeks.
Thersfore, if these three vaccinas are given separately, a child gets three injections
at the same time. Giving a pentavalent vaccine will reduce the number of injections.







3 ‘ Hib-containing

Pentavalent Vaccine

Hib vaccines (either alone or in combination) only provide protection against
Hasmophilus influenzae typa b. It is important to note that the above-mentioned
illnesses may also be caused by other etiological agents. Hence, administration of
Hib-containing vaccines will only prevent infections due te Hib but not due to other
etiological agents.

3.1 Formulation

Hib vaccines are available in different formulations of liquid or lyophilized (dried
powdar), stand-alone {monovalent)

and as a combination (DPT + Hib,
or DPT + hepatitis B + Hib). Hib
vaccines {in various formulations) Liquid - : DPT + Hap B + Hib
are being licensed in India since Vaccing

almost a decade and are widely
used in tha private sactor.

~

Hib-containing pentavalent vaccine
is provided in the UIP as a liguid
pentavalent vaccine. Hence, it doas
not require any reconstitution of
vaccine. The pentavalant vaccine
contains five antigens (DPT +
hepatitis B + Hib) in a single
formulation.

3.2 Presentation

The pentavalent vaccine will be available as a multi-dese vial {10 doses per vial )
inUIP.

3.3 Storage volume

The storage volume of Hib-containing pentavalent vaccing in 10-dose vials is
approximately the same as currently used DPT or hepatitis B vaccine in a similar
presentation. Hence, less cold chain space would be required while introducing the
pentavalent vaccine.




3.4 Storage temperature

The Hib-containing pentavalent vaccine is
freeze sensitive and hance, it should be storad PLEELE D 0
at temperatures ranging between +2°C and B e e oo el i oo

+8°C, in the basket of an ice-lined refrigerator gansitive and should never be
{ILR} It is important to use conditionad ice sgtorad at the base of an
packs to prevent freezing during transportation. ice-lined refrigerator (ILR).
It should be placed in the
B vaccine and preferably
The Hib-containing pentavalent vaccing in India abave/with DPT vaccine.

is recommended for infants from 6 weseks {11
manths) to less than 1 year of age.

3.6 Vaccinationschedule

A primary series of three doses have been included as part of the Rl schedule. The
first dose is given to children at 6 weeks (1 1% months) or more in age. Table 1
describes the current immunization schedule {i.e. prior to pentavalent introduction)
and immunization schedule post Hib-containing pentavalentintroduction.

Tahle 1. Immunization schaduls—currant and post-pantavalant intraoduction

Cunrent Immunlzaton Immunizatlon schedule  Remarks
schedule {Prior to {post pentavalent
pentavalent Intreductlon)  Introduction)
At birth BCG, OPY (0 dase), hepatl- BCGE, OPY (D dose), (1) BCGE vaeelne
Hepatitls B (ki dose) heapatitis B {Blrth dose) can be glven up
oy to 1 year of age
G wapks OPY-1, DPT-1, hepatitis B-1  QFY-1, pentavalent-1
[.1 1% manths :I [2} DPT vaccine
. can be glven
1ﬂiwaaks OPY-2, OPT-2, hepatitis B2  OPY-2, pantavalent -2 up ta 58 years
[2 % months ] {not beyond 7
14 woaks QPY-3, DPT-3, hepatitis B-2  OPY-3, pentavalent -3 years) of age
(3 ¥ months ) (3) Measles
8 manths Measles first dose, JE-1 Measles first dose, JE-1 Eﬂﬁ'“e can
fwhere applicable] (where applicable) 5 yg:;";';gu;
16—24 months | DPT-haaster first dose, DPT-booster first dose, {4} JE vacclhe can
measles secand dose, OPY  measles second dose, be glven up to 15
bonster dose |, JE second OFY booster dase, JE years of age.
dose {where applicable) second dose [where
applicable)
B years DFT-baoster secohd dose DFT-botster secand dose
10 years TT first booster dose TT first baaster dose
16 years TT second booster dose TT second booster dose

BCG: Bacifius Caimefe-Guann; OPT: diphtheria-perussis-tetanus; Hib: Haemophilus influenzae type
b JE: Japanese Encephalitis; OPY: oral polio vaccing; TT: tetanus toxoid




3.7 Phasing in of pentavalent

vaccine in UIP Remember

s Even after the introduction of

During the initial months of pentavalent
vacting intradaction, anly these children who
arg coming for the first dose of DPT and
hapatitis B will be administered pentavalent
vaceing. Infants who have already reteived
gither their first or second doses of DPT and
hepatitis B (i.e. DPT 1/hepatitis B1 or DFT
2fhepatitis B2} will complete the schedule
with DPT and hepatitis B only. This is called
'‘phasing-in' of pentavalent vaccine in UIP.

3.8 Dosage and route

The dose of pentavalent vaceine is 0.5 ml.
The route of administration is the same as
DPT vaccine, i.e. by intramuscular injection
in the antere-lateral aspect of mid-thigh.

3.9 Interchangeability of the
vaccine manufacturers

In the UIP, pentavalant vaccina from differant
manufacturers can be used to complete the
immunization schedule of aninfant.

3.10 Adverse events following
immunization

Hib-containing pentavalent vaccine has not
been associated with any serious adverse
effects. Howewver, redness, swelling and pain
at the site of injection may ocour in 25% of
vactinated children. Less commanly, children
may davelop fever or bacome irritable for a
short pericd. Additionally, introduction of

pentavalent vaccine {(or any other new
vaccine) may coincide with an increased

pentavalent vaccine, DPT and
hepatitis B will continue to be inthe
national immunizaticn schedule.
Blrth dose of hapatltls B will
continug to be administered in
institutional delivery cases and
rust be provided within 24 hours of
birth.

Children will continue to receive
DPT boosters at the age of 16-24
manths and 58 years { not bayond
7 years) of ags.

In case where child has not
received any dose of pentavalent
vaccine before hisfherfirst birthday
then the child must ke given DPT
vaccine doses as perguidslines.

reporting of adverse events following immunization

{AEFIs) in the states and districts. Such AEFI cases, including those following
administration of pentavalent vaccine, if any, should be reported as per the
Gavernment of India's {Gol) revised “AEF| Surveillance and Respanse Operational
Guidelines”.




3.11 Contraindications

Remembear
There ars two major contraindications for the BORLERCIRASEN LR
administration of pentavalent vaccina: child should ke observed at the

session site for at least
A0 minutes after vaccination

The auxiliary nurse midwife
Although rare, an individual may have a (ANM)/vaccinator must ensure
savere allergic reaction 1o a component of the that the reasons for any dose
vaccine following a prévious dose of missed ars entered in the
Hib/pentavalent vaccine. In such an avent, immunization counterfail (MCP
subsequent doses are contraindicated and Gard) and followed up

should not be given. subsequently.
Reasons dua to AEFIs, if any,

3.11.2 Children with moderate or severa [gﬁdt;?jﬁdgif,ﬁg Eg:is (refer

acuteillness to Fig 5: Revised immunization

Such children should not be administered (QdkikdailisiEitls)
pentavalent vaccine until their ¢ondition

improves. Minor illnessas, such as upper raspiratory tract infections are not a
contraindication to vaccination.

3.11.1 Severe allergle reactlons

3.12 Immunogenicity, efficacy and effectiveness

AllHib-containing vaccines including pentavalent vaccines are safe and efficacious.
They provide 85-95% protection after completion of the schadula. The vaccination
reduces nasopharyngeal colonization — or carriage — of the organism, leading to
substantially greater reduction in disease transmission and incidence than can be
directly aitributed to the effects of the vaccine. This indirect effect or “herd immunity”
has been demonstrated in several post-introduction effectiveness studies.

3.13 Long-term protection and Remember
booster dose

Cpen ¥ial Policy not applicable to

In general, the Hib vaccine provides protection
for at least 15 years. Current scientific
avidence suggests that the vaccing provides
lifelong protection. In cases whera serum
antibodies wane, an anamnestic response of
antibody production triggered by memory B
cells and memory T4 cells often ocours
following re-expasure to the pathogen.
A booster dose is netrecommended in India.

3.14 Open vial policy

The Gol has adopted the open vial policy for pentavalent vaccine in UIP. The policy
guideline was issued in October 2011. In February 2013, the Ministry of Health and




Family Welfare {MoHFW) issued revised guidelines for the open vial policy for
vaccines undar the UIP. The current open vial policy is applicabls to only multi-dose
vials—DPT, tetanus toxoid, pentavalent vaccing, hepatitis B and ofal polio
vaccing (OPV).

The guideling, when followed corractly, ensures effective utilization of vaccines and
minimizes wastage. This policy is being followad in the eight states where Hib-
containing pentavalent vaceine has been introduced into the UIP. The open vial
policy will be applicable to all states introducing Hib-containing pentavalent vaccine.
The post-introduction evaluation (PIE) of pentavalent vaccine in the sight states that
have introduced this vaccine shows that the open vial policy for multi-dose vials has
had a positive impact on the overall vaccing wastage. The states need to have a
robust alternate vaccine delivary mechanism to ensure effective implemantation of
the open vial policy.

3.15 Open vial policy guidelines

Vaccine vials opened in a fixed or outreach session

can be used at more than one immunization session [Nkt

for up to four weeks provided: Write tha data and time of

opening the vial.

* thaexpiry date has not been reachad;

+ the vaccine vial monitor {(VVM) has not reached
the discard point;

* vaccines are stored in appropriate cold chain
conditions both during transportation and in
storage in the cold chain storage point;

* vaccine septum has not been submerged in water
or contaminated in any way; and

+ nocase of AEF| has been reported.







Programme level actions

and decisions to be taken

4.1 Estimating vaccine and syringes needed

The auto-disabla {AD) syringes (0.5 mil}
available under the UIP are to be used to BELE Y

administer pentavalent vaccine as well. Hepatitis B and DPT vaccings
will continue ta be given in the
UIP programme as hepatitis B

Currently, DPT and hepatitis B vaccines hifth dose and DPT booster

provided under the UIP require two separate dosas. Do not forget these dosas
injections. With the inclusion of pentavalent RS calculating the auto disable
antigens {DPT + hepatitis B + Hib), thus reducing
the requirement of AD syringes.

Every beneficiaty will require three doses of pentavalent vaccine. Considéring the
standard vaccine wastage rate of 15% and buffer stock of 25%, the annual vaccine
requirement in the first year can be calculated as follows:

Targeted annual beneficiaries x 3 doses x wastage multiplication factor
{(1.18}X1.25

A IR G R (e al IRy sl Requirement for AD syringes related 1o
districts need to forecast their BULEELEERLIEENIEVE CHISERE LT

vaccine needs for the stipulated BERRECELRLTVCTElydy BRI EER (R - 1
time period to ensure that the right stats, district and sub-district levels with tha

cold chain Equipment are available vaceing {which will replace 6 injections of

to vaccinate all eligible infants at a 'EPThaTE:.I EF’#H'S B]! kad st
given time in a given area. Each of h:ﬁc A mgm?:l ISBE;?SSEiblsaﬂr;t:};
thasa levals should monitor the ! P g

stock of vacting and syringes in
order to assess the lead time and
re-ordering levels.

tate for AD syringss is 10% (Wastage
multiplication factoris 1.11}




4.2 Wastage rate and buffer stock

Remember

The open vial policy is recommended for BN N Bl R EE = 0
pentavalant vaccine to significantly reduce BEGRGERTERES GRS EVEIEUTRENT
vaccing wastage. The buffer stock is meant for BER G R Tr SER = =12 11
managing sudden and unexpected shortages. BEETEEELNEGLERVEIR T Tl
The amount of buffar stock recommended is TS

generally 25% of the annual réquirement. Buffer
stock is supplied only in the first year of vaccine
introduction.

The maximum acceptable wastage tor vactines eligible for reuse under the open
vial policy (such as pentavalent vaccine, OFV, hepatitis B, DPT, TT vaccine) is 15%.
The wastage multiplication factor for calculations is 1.18.

For othér vaceines such as measles and JE, the maximum acceptable wastage is
25% and the wastage multiplication factor is 1.33. For BCG, the maximum
acceptable wastaga is 5% and the wastage multiplication factoris 2.0.

4.3 Managing DPT and hepatitls B vacclnes stock bhalances
(phasing in, phasing out and repositicning)

The pentavalent vaccinse will be “phased in” undar the LIIP in the initial months of
pentavalent vaceine introduction. The vaceing will bé administered to only thase
infants who will come for their first doses of DPT and hepatitis B. The phasing in of
pantavalent vaccine requires saveral considerations by district and sub-district
officials in orderto properly manage the existing stock balances:

» Children who have already received DPT1 + hepatitis B1 or DPT2 + hepatitis B2
should complete vaccination as per the earlier recommended schedule.

*  Two booster doses of DPT vaccine will still be required in the programme at
16-24 manths and 5-6 years (not beyond 7 years) of age.

» Hepatitis B vaccine stock will be required for administration of birth dose atthase
facilities where deliveries are conducted.

Pracise local leval planning is necessary to manage existing stocks of DPT and
hepatitis B vaccinas and minimize vaccing wastage, taking into account vaceines'
VWM status and expiry date. Afterintroduction of pentavalent vaccine, DPT vaccine
dosa for avary child would ba reduced from five doses {threa in the first vear of life
and two booster doges) to two doses only {for booster doses). Similarly, only one
hapatitis B dosa at birth would be required for each infant, reducing the requirement
from the previous four doses per child. Stocks of hepatitis B vaccine need to be
shifted from health facilities which are not conducting deliveries and not offering
hapatitis B birth dose. All these factors would require consideration at the time of
indenting and re-distribution of DPT and hepatitis B vaccines immediately aftar
pentavalent vaccine introduction. Medical officers in charge should ensure that the
guidelines ara followed by vaccine and cold chain handlers.




4.4 Estimating cold chain storage needs and managing the
cold chain

Thare will not ba any additional cold chain space requirament for pantavalent
vacting since two vials of vaccines {one DFT and one hepatitis B) will be replaced by
a single vial of Hib containing pentavalent vaccine. However, a small quantity of
DPT vaccine (for booster doses) and hepatitis B vaceine {for birth dose) will still
needto be stored.

4.5 Updating recording and reportingformats

Allrecording and reporting formats should be revised to include pentavalent vaccine
and ba distributed befora introduction. Forms that will nead revision include: vaccine
stock forms, immunization cards, due lists, tally sheets, monthly progréess reports at
all levels, matemal and child health (MCH)/immunization register, coverage
monitoring charts, supervisory checklists, computer databases, immunization
coverage surveys and evaluationformats.

The reporting of pentavalent vaccination will be done through existing reporting
meachanisms such as the health management information system (HMIS) and the
meother and child tracking system (MCTS). The HMIS and MCTS portals have been
updated to include pentavalent vaccine. Figures 2 and 3 reflect the uploaded
pentavalent vaceine coverage in the HM1S and the MCTS.

Fig. 2. Reporting pentavalent vaccine coverage in the HMIS
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Fig. 3. Reporting pentavalent vaccine coverage in tha MCTS

4.6 Communication, reporting and tracking

It is important to revise and distribute
information, education and communication
{IEC) matarials for creating awaraness
among the community and caregivers before
the vaccine is introduced in the programme.
Materials that must be revised include
posted immunization schedules (tin plates,
posters, wall paintings and billboards),
immunization cards and counterfoils and
training material for health warkers. The
prototypes of IEC material are available from
the Gol and have beéen shared with the
states. The states can adapt these IEC
materials as per their requirements.

Figure 4 shows a prototype of a tracking bag
used to keep track of immunizations using
immunization counterfoils (MCP Card).
Figure 5 reflects prototypes of immunization
component that need to be replaced in
mother-child protection (MCP) cards. All

Fig. 4. Immunlzatlon tracking bag
o

Immunization Tracking Bag

MCP cards should have a counterfoil as per the pretotype and should be osed to

track banaficiaries using the tracking bag.




4.7 Prepare and train health-care
staff Fig. 5. Rl component of MCP card
The succassiul introduction of pentavalent S M

vaccine will largely depend apon the
training conducted for all levels of health
functionaries. Health-care providers are
not only responsible for handling and
administaring the vaccine but are also a
majar source of information for parents and
the community.

o Couran=d

Health-care personnel who require training
include district immunization officers
{D10s), madical officers (MOs), cold chain handlers, supervisors, data managers
and frontline health workers. The officials and staff of the Department of Women and
Child Development such as child development project officers (CDPQs), integrated
¢hild development setvices (|CDS) workers and anganwadiworkers also need tobe
trained. In addition, plans should ba drawn up to train the faculty of paediatrics and
praventiva and social medicine departments in medical colleges as well as private
practitioners involved in immunization service delivery.

4.8 Training approach

As mentioned earlier, training activities should commence at the state level. Each
state where pentavalent vaccine is to be introduced is expected to conduct five
training workshops {of one day duration each). This includes the pentavalant
advocacy and launch workshop.

It is important to ensure sensitization of pediatricians/medical practitioners through
involvement of Indian Medical Association (IMA), the Indian Academy of Pediatrics
{IAP) and tha Indian Public Health Association (IPHA).




Every opportunity should be utilized for sensitization to the new vaccine introduction
{pentavalent vaccineg). State/district task force meetings and medical officers'
training sessions are ideal fora for discussing pentavalent vaceine introduction. The
state, district and sub-district programme managers should remember that training
should be held strictly as per the timelines
recommaended in this guidsline. Rsmember
Training materials should include standardized Ba:ULEVELLNESSERTE LA (TG
: : sensitization training should be
F‘ower.P-:nnt p.resgntatlons. from .the.se oot ol (b sy negs gy
operational guidelines and immunization N IR LEI LG,
handbocks for MOs and health workers. The RellsEREEGERRT RS QTR GT TS
materials include FAQs on Hib-containing RUGELLLER-INCHE TR S ES
. . However, it is encouraged to share
pantavalent vaccine. Thasa matarizals should ba key messages at appropriata
translated into the local language and used BEEGGES

appropriately.

4.9 Launch of vaccination programme

Tha launch of pantavalent vaccine provides states with an cpportunity to educate
the public and policy makers alike about Hib disease, its prevention and the positive
health benefits to individuals and the community. A well-publicized launch
ceremony should be planned for pentavalent vascine introduction to improve
general awareness about UIP and specific knowledge related to pentavalent
vacecine. A successful launch of pentavalent vaccine will include mass media
components as well as capacity building of health workers in interpersonal
communication to respond to queries posed by the community. Other related
govemment departments, local media and NGOs should also be briefed and
brought on beard, so that they may alse spread the message and motivats the
community to banefit from immunization. The state and district task forces on
immunization should steer the planning, coordination, implementation and
moenitaring of tha programme.

Operational guidelings, tools and approptiate communication materials should be
distributed well in advance in the lecal language to target audiences. Failures in
communication commaonly occur because the disseminated matenials do not reach
the intended targets and/ocr the informaticn is not appropriate for the intended
audience.




General quidelines for more effective dissemination are as fallows:

4.9.1 Advocacy

Advocacy is the pracess of raising awareness, [biakkad _
Sensitize ANM/ASHA/AWW

especially among decision-makers and service regarding revised immunization
providers, to ensure that pentavalent BN e TR
vaccination is available for all targetad childran. BsEflicnll
Decision-makers and opinion leaders who |tk i b
_ ) _ ) in tracking beneficiaries by wusing
should be considered for advocacy efforts will BT R
include health department and govemment RS
officials; elected representatives at state,
district and panchayat levels; private sector clinicians; nongovernmental
organizations; professional bodies such as the IMA, 1AP, IPHA, Indian Association
of Prevantive and Social Medicine (|APSM); community leaders including
panchayatiraj institution members; influencers such as religious leaders, teachers,
self-help groups(SHGs) and the media.

4.9.2 Social mobilization

Social mobilization is one of the most important activities in tha immunization
programme. High quality social mobilization efforts lead to better community
awareness and acceptance of the new vaccine. A range of communication
media should be used to deliver messages to frent line workers such as auxiliary
nurse midwives{ANMs), anganwadi workers [AWWSs), accredited social health
activists (ASHAs) and community volunteers. Health workers, if properly trained
and informed, can motivate and generate community interast in the U|P and the new
vaccine. They are the main source of information for the general public. It is
therefore critical to ensure that all ASHAs, AWWSs and link workers are trained on
key aspects of pentavalent vaccine, including the four key messages daring their
half-day training workshop.

Four key messages for careglvers
What vaccine was given and what diseases it pravents

¥¢hat minor adverse events could oceur and how to
deal with them

When and where to come far the next visit

Keep the immunization card safe and bring it along at
the next visit.







Steps for inclusion of

Pentavalent Vaccine in UIP

The inclusion of pentavalent vascine into the UIP schedule requires careful planning
at all levels. This initially involves top-down macroplanning at the state level,
followad by bottom-up microplanning and detailing precise logistic and financial
naeds for each district and sub-district, starting from the mora paripharal levels and
moving towards the higher levels.

It is recommended that planning activities start 3—6 months prior to the schaduled
introduction of the vaccine. Moreover, the introduction of pentavalent vaceine
should be viewed as an opportanity to strengthen the overall Rl service delivery in
the states and districts.

5.1 Assessment of preparedness

The Ministry of Health and Family Welfare (MoHFW), Gol has developed and
disseminated state- and district-lavel checklists with the support of partners.
These checklists have been developed to support the state and district
programme managers in
assessing chitical infarmation
on 14 key immunization
components as given in Table
2. Thesa chacklists will help in
assessing and identifying
strengths and weaknesses at
state, district and block levels to
take correctiva actions for
effective and successful
intraduction of Hib-containing
pentavalent vaccing in the UIP
in respactive states.




Table 2.Checklist components

1. Human resourca | 2. Background 3. Microplanning status | 4. Training status
vitals |nfermatian
5. Reporting and & Vaceine coverage | 7. Vaccine management, | 8. Waste managemsent
racording practices | and wastage transport and logistics and injection safety
8. Menitoring and o 12 Advocacy and
- 1. AEFI 11. Mobilizaticon BOmIMLRICAtion

14. Cald chain . . 16, Additional remarks/
13. Survellance mainfenance 15 General imprassicns commants

5.2 State-level pentavalent vaccine introduction activities

The following activities should be undertaken at the state level for the successful
introduction of Hib-containing pentavalant vaccina inta tha UIP,

5.2.1 State taskforce for Immunlzatlion {STFI)

=  STFI should be convened periodically to steer all activities for introduction of
pentavalent vaccine in the state, including ¢ommitment and support from
various departments and stakeholders. Issues identifiad in activities for smooth
introduction of the vaccine should be addressed during meetings of the STFI
and the State Health Society (SHS).

« States should make best uss of lessons leamt from the polio programms to
strengthen HI. Use the oppartunity that introduction of this new vaceine provides
to highlight issues that need attention for corrective action.

»  WHO-India's National Polio Surveillance Project (NPSP), UNICEF and other
key Rl partners involved inimmunization at state and district levels are expected
to proactively support the authorities in providing quality information/meonitoring
data at STFI and district task force for immunization (OTFI) levels for
appropriate actions.

5.2.2 Apsesadistrict preparedness

The state needs to assess the preparedness of districts using standardized
checklists. The qualitative and quantitative data should be reviewed, compiled and
reflected in the state preparedness checklist. State preparedness assessment
chechlist should be completed as per timelines and forwarded for review at the
national level to the Deputy Commissioner, Immunization Division, Mirman Bhawan,
New Delhi.

5.2.3 Track high priority districs

Assign high priority districts identified under reproductive, maternal, newborn, child
health and adeclascent hsalth strateqy {(BMMNCH+A} and polic amargency
preparadness and response plans to state-level health officials. They should visit
these districts and provide oversight to activities for introduction of pentavalent
vacting, including participation in DTFI and assessment of district preparednass
using checklists.




5.2 4 Strengthening Rl micro plans

All high-risk areas identified in polio microplans should bé incorporated into tha
RImicraplans. Ensure all vulnerable sections are provided an equal cpportunity
to avail services.

Monitor completeness of all compensents of microplanning.

5.2.5 Indenting and delivery of vaccine and logistics

Ensure availability of required dosas of pentavalent vaceing and other logistics.
Ensure that the plans for phasing in and repasitioning of hepatitis B vaccine arg in
place. DPT vacgine stocks would also need attention.

5.2.6 State-level training workshops fortraining the health workforee

This is a critical activity and needs timely planning and implementation.
Conducting these training of trainers (TOT) workshops will create a pool of
master trainers who will in turn ensure that the officials concerned at all levels
are sensitized well in time prior to introduction. The state immunization officer
will be responsible for planning and conducting state-level training workshops
as pertimelines. Key development partners such as WHO, UNICEF and athers
should proactively suppert the states and districts in planning, sensitization of
health officials and monitoring the quality of training.

Five training workshops should be conducted at the state level. This includes
the pentavalent vaccine advocacy and launch workshop. Details are given in
Tabla 3.

Table 3. State-level training workshops/TOTs

S.Np. Tralnaas Tralnera Duratlan Timeline
1. Mas: DT and 2 MO= per district | 81O with support from
{3 persons per diafriet). Also State CCO, HMIS ancd
Include SMOs of WHO NFSF | MCTS codrdinators,
LUNICEF diatriet conrdinators, and | [EC consultant and Within A
others such as State Programme | pariners — WHO weaks after
Manager (NRHM}, State IEC NFSFUNICEF, others | n.n day completion
Consultant, State ASHA workshop of national
Coordinator, State Cold Chain laval
Officer, State Data Manager, workshop
State M and E Coordinator
(NRHM]), State Finance and
Accaunts manager [NRHM}
2, Dals handlers: Dislicl lavel Slale Immunizalion
HMIS and MCTS coordinators, Officar (310}, State
district computer assistant to HMIS and MCTS Within 2
DICs, District M and E focal coordinator, State M weeks after
person (NRHM}, focal person and E focal Cine day completion
responsible for immunization parsonfcobrdinatar, wiorkshop of national
reports in CMO office {districts to | representatives from leval
identify and nominate |east 3 partner organizations workshop
parsons par district) such as YWHO,
UNICEF and cthers




Trainees Duraticn Timzline

Vaccine and cold chain handlers: | State Immunization o
District refrigerator mechanic, officar {510), State cold Within 3
vaccine storskespsr in charge of | chain officer (CCOY, wasks after
immunization programme at representatives from ~ One day completion
district level (at lsast 2 persons | pariner organizations ~ Workshop of national
par district) such as WHO, leval

UNICEF and others workshap
IEGmedia handling focal 510 with suppart fram Within 3
persans: DistHots to Identfy and WHG, UNICEF and Ona day weeks after
nominate at least 2 persans other parmers, State workshop completlon of
dealling with medla and |EC for IEC eansultant, medla nathonal level
sensitizatlon at state level offleer, partners workshop
Pentavalent vaccine advocacy S0 with support from
and launch: Workshop for key WHO, UNICEF and
state/ district officials, other partners, State
davelopmant partners including IEL Consultant, media
madia {print/ alacoonic} officer, pariners. PS o One day

chair and MD NRHM  workshop

to co-chair. Directors

and all CMC= should

be present

Motes: 1. Refer to Annexuras 2, 3 and 4for agenda and tips for trainers for Seral Mos 1, 2 and 3,
respectively. 2. Submit distdet-wise formightly pragress an training status to the Gol on the firet and
fifteanth of 2ach manth

5.2.7 Dissemination of guldelines/revised formats/IEC materlals

Disseminats relevant guidelines and training matearial during training to each
category of staff for introduction of pentavalent vaceine

Ensure printing of IEC matarials {as per prototypes) in local languagses in
adequate nambers

Ensure that all the updated reporting and recording tools including
immunization componeént in MCP card, registers, due lists, etc. are printed and
disseminated in time. Appropfiate translation in local languages should be
undertaken if required. Ensure use of this updated material in the sensitization
workshops at all levels.

5.2.8 Tracking bengficiaries {left outs and drop outs)

Undertake headcount for estimation of beneficiaries by ANMs/ASHAS/AWWSs
for improved micro planning and tracking.

Use standardized tools for microplanning and estimation of beneficiaries.
Ensure itis a time-bound activity and gets completed in 1-2 weeks

State health authorities and partners should intensively monitor this activity and
share findings at all relevant platforms




»  Implementation of immunization tracking bag {one per session site). ASHA or
AWW of that area to be made responsible far this.  ANM t¢ provide oversight
and cross check counterfuils to ascertain reasons for drop outs.

5.2.9 Intenslfylng monltoring and supervision

+ Intensify supervision and monitoring of programma at district, block, session
and house-to-house lavals through government functionaries and partners.
Use standardized BRI monitoring formats provided by MoHFW,

5.3 District-level pentavalent vaccine introduction activities

The following activities should be undertaken at the district level for successful
introduction of Hib-containing pentavalent vaccine into UIP:

§.3.1 District task force for immunization {DTFI)

* DTH should be convened periodically to staer all activities for intreduction of
pentavalent vaceine in the district, including obtaining commitment and support
for introduction of this vaccine from varicus departments and stakeholders.
Issues identified in activities essential for smooth introduction of pentavalent
vaccine in the district should be addressed during meatings of the DTFIl and the
District Health Society (DHS).

* Districts should make best use of lessons leamt from tha polio programma to
strengthen Rl Make best use of the opportunity that intraduction of this new
vaccine provides to highlight issues that naed aftention for corrective action.

»  WHO, UNICEF and other key Rl partners at district level are expected to
proactively extend support in praviding quality information/monitoring data to
DTFI for guiding and taking appropriate actions.

5.3.2 Assess distrlct preparedness

The district needs to assess the praparednass of the blocks using standardized
checklists. The qualitative and quantitative block/planning unit data should be
compiled and reflected in the district preparedness checklist. The district
preparedness checklist with necessary annexures should be completed and
submitted to the district oversight team {CMO and DM).Following their approval, the
District Immunization Officer {DIO)Y neads to forward the checklist to the state as per
thetimeline.




§.3.3 Track high-prority blocks

Senior district health officials have to be identified and deployed to visit and provide
oversight to activities for introduction of pentavalent vaccine in high-priority blocks
and urban areas, including patticipation in DTFl and assessment of district
preparadness using checklists,

5.3.4 Strengthen Rl microplans

All high-risk areas identified in polio microplans should be incorperated inthe R
micraplans. Ensure that all vulnerable sections are provided an apportunity to
avail of the satvices.

Forimproved microplanning, a head count should be undéttaken for estimation
of beneficiaries by ANMs/ASHAS/AWWSs using standardized tools. This has to
be a time bound activity (1-2 weeks) and has to be intensively monitored by
govarnment functionaries and pariners. DTFIto monitor its completanass.

5.2.5 Indenting and delivery of vaccines and logistics

Estimate vaccine and Iogistics reguirements at each level for pentavalent
vaccine and submitthe indent to the state for timely supply of vaccine.

Ensure timely availability of required doses of pentavalent vaccine and other
logistics. Engure that tha plans for phasing in and repositioning of hepatitis B
vaccine are in placae. DPT vaccing stocks would also need attention.

§.3.6 Diatrict-level training workshops for training the health workforce

Prepare atraining calendarto train the health workforce.

Conduct district-level TOTs to create a pool of trainers at district and block
levels. The DIC will be responsible for ensuring timely completion of training as
per guidelines. Key developmant partners such as WHOQ, LINIGEF and others
are expected to proactively support the district in planning and sensitization to
the workshop activities including monitoring the quality of training.

The district and block level pool of trainars ara expected to follow the cascading
approach for sensitizing the health work force at district and block levels. These
include training of identified blockiurban planning unit MOs, cold chain
handlers, data handlars, health workers and supstvisors (ANMSs, lady health
visitors {LHVS) and health supervisors) and community mobilizers {(ASHAsS,
AVWWS and link workers).

Five training workshops néeed to be conducted at the district level incloding a
district pentavalent vaccine advocacy and launch wotkshap. Details are givenin
Table 4.




Table 4. Summary of district training workshops/TOTs

Trainaas

MOs: Blocks to identify and
neminate the names of at least 2
MOs per biockiurban planning

unit. Mominations e be forwarded

te DIC. Othars include District
Programme Manager NEHRM,
Diztrict |IEC Consultant, Distrist
ASHA Coordinator, Dlatdct Sold
Chaln Handler, Clstrict Data
Manager, Cstrict M and E
Coordinator (MEHM), District
Accolnts Manager (NEHM}

Data handlers: Block/planning
unit ta identify and nominate at
lazgt 2 data handlers involved in
immunizgtion data sniry (HMIS
and MCTS dabsjper
blockiplanning unit. Momination
e be forwarded to DIO

Vaccine and cald chain
handlars: Blockiplanning unit b
identify and naminate at least 2
persans per vaccihe storages
polint. Mominations o be
forwarded be DIC

|[ECmedia handling focal
persons: Blocks o identify and
neminate at least one person
dealing with media and |[EC.
Merminations o be forwarded to
DG

FPentavalent advocacy and
launch: Workshop for kay
district/block officials,
devalopment partners including
media [printfalectronic). DD with
support of partners to prepare the
agenda and list of invited officials

Trainers

Master frainers: DO
and 2 M5 frained at
state level

Master trainers: DIQ
and 2 MOs trained at
state laval.

Ingluda HMIS and
MCTS staff trained at
state level

Master trainers: DIO
and 2 MO trained at
state level alang with
dlatret cold chaln
handler, refrigerator
mechanls ralned at
state lenvel

DIO with suppart frem
WHQ, UNICEF and
othar parmers, district
IEC consultant, madia
officer, parimers

DI with suppert from
WHO, UNICEF and
ather parmers, district
IEC: consultant, media
officer. DM to chair

Duaraticn

Ona day
workshop

Ona day
workshop

Ona day
workshop

One day
WOorkshop

One day
Workshop

Timslina

Within 2
weaks after
Camipletion
af state-

| =l
warkshop

Within 3
weeks after
completion
of state-
|avel
workshop

Al least 2
weeks prior
o the
launch

At least 2
weeks prior
to the
launeh

Motes: 1. Rafer to Annexures 2, 3 and 4 for agenda and tips for frainers for Serals 1, 2 and 3
raspestivaly.
2. Submit fortnightly progress on training status of each level of unctiomanss to the State Immunization

Officer




5.3.7 Dissemination of guidelines/reviged formats/IEC material

* Disseminate relevant guidelines and training material to the participants in
the workshops

»  Ensure that the district has an adequate number of printed IEC materials {(as
per prototypes)

»  Ensure that all the updated reporting and recording tools such as MCP cards,
reqisters, due lists, etc. are printed and disseminated to blocks/planning units
in time. Ensure that these materials are discussed and used in the
sensitization workshops.

5.3.8 Tracking beneficiaries {left outs and drop outs)

Implementation of immunization tracking bag (one per session site). ASHA ar AWW
of that area to be made responsible. ANM to provide oversight and cross-check
counterfailteidentify reasons for drop outs.

5.3.9 Coldehaln

Ensure cold chain assessment is undertaken prior to the pantavalant launch. Key
issues and gaps identified should be followed up.

5.3.10 Intensifying monitoring and supervision

Based on Gol guidzlines intensify supervision and monitoring of Al at district, block,
session and house-to-house levels through government functionaries and partners.
Use standardized formats provided by MoHFW.

5.4 Blocklevel pentavalent vaccine introduction activities

The following activities should be undertaken at the block level for the successful
introduction of Hib-containing pentavalent vaceing inta UIP:

5.4.1 Strengthen Rlmleroplans

» Al high-risk areas identified in pelio microplans should be incomporated in the
Rl microplans.

* Reavige microplans. Lge prescribed formats for UIP at each level to ensure
inclusion of identified high risk areas in session plans.

» LUndertake head count for estimation of beneficiaries by ANMs/ASHAS/AWWS
for improved microplanning. Use standardized tools. Ensure that this is a time
bound activity (1—2 weeks) and that it is intensively monitered by government
functionaries and partners. MO in charge to monitor and provide oversight to
this activity.

* DTFlto menitor progress.




5.4.2 Indentingand dellvery of vaccines and loglstics

Estimate vaccine and logistic requirements at block and sub-center level for
pentavalent vaccine and submit the indent to the district for timely supply.
Ensure timely availability of required doses of pantavalent vaccine and other
logistics. Ensure cold chain handlers are trained for phasing in and repaositioning
of hepatitis B vaccing. DPT vaccine stocks would also nead attention.

5.4.3 Blocktralning workshops for tralning ANMs/ASHAS/AWWS

ANMs/LHVs/health supervisors: The district may plan to train the ANMs at
district or block level. If training is planned at the block level, efforts should be
made to conduct high quality training.

Mobilizers (ASHAs and AWWSs) are 10 be trained at block level by trained block
leval officials.

WHC, UNICEF and other pariner agencies are expecied to support the
pentavalent introduction activities at district /block level, including monitoring
the quality of training.

Details of training at block level are givenin Table 5.

Table 5. Block-level tralning workshops/TOTs

S.No Tralnees Tralners Duratdon Timellne

1.

Health workers (ANMs, LHYS, District and blook
health supervisors miaster treinars

(D13 and 2 MOs trained
at state level + 2 block

leval MOs trained at Wyithin 3
district level}, weeks of
They will be supported | One day completion
by other trained officials | WOTKshop of the

such as districkblock district-lavel
laval data handlers, workshop

district vaccine and cold
chain handlar and
others

Maobilizers (ASHAs and AVWWs) District and klock
mastar trainars
DI and 2 MOs trained

at state lavel + 2 block Within 3
laval MOs frained at woeaks of
digtrict level. One day completion
They will be supported | Werkshop of the

by other trained officials district-level
such ASHA workshop
coordinators at the

district level and others

Notes: 1. Rafer to Annexurés 5 and 6 for agenda and tips for trainers for Serials 1 and 2, respeactively.
2. Submit fortnightly progress on training status of each level of fungtionary bo DIO




5.4.4 Dissemination of guidelines/revised formats/IEC materials

» Disseminate relevant guidelines and training materials to the participants during
the training workshop.

» Ensure printed IEC matérials are shared with the paricipants. Ensure
appropriate display of IEC matetials.

»  Ensuréthatallthe apdated reparting and recording tools including immunization
component in MCP cards, registars, due lists, ete. are shared during the training
workshops.

5.4.5 Tracking beneficlarles {left outs and drop outs}

* Emphasize on implemantation of the immunization tracking bag (cne per
session site). ASHA or AWW of that area to be made responsible. ANM to
pravide aversight and cross-¢heck countarfoil to ascertain réasons for dropouts.

» Share the due list formats and revised immunization component in the MCP
card. Demonstrate the use of counterfoil using immunization tracking bag with a
focus on“missed dose tracking”.

8.4.6 Intensify monitoring and supervision

Strengthen monitaring and supervision through LHVs and health supervisors.
Explain preparation of supérvision plan based on prisrity and use of standardized
formats.

Remambear
Dates for task force meatings at state and district levals should be decided
on priofity.
All stakehalders and partners should be invited to task force meetings.

Identified issues should be raised in task force and health society meetings
at appropriate levels for solutions.

Caleulate requirement of vaccine and logistics at all levels timely.
Trainees should be timely intimated.

Training bateh should not éxceed 40-50 participants.

Catch-up training should be planned in case of absenteeism.

State should collate training feedback from all districts and launch the vaccine
only when all frontline health workers have been trained.










Supervision and

Monitoring

6.1 Supervision and monitoring of implementation

Owvarsight of the implementation activitias at all levels is crucial. Supervision should
focus on bridging the gaps identified through the state and district preparedness
assessment checklists.

6.1.1 Atthe natianal level

Reviaw of the state preparadness checklists
and assessment of progress achieved in
addrassing the identified issues at regular
intervals will contribute to effective
implementation and also have the added
benefit of strengthening the RI system in
each state.

Field visits by national observers will provide
real-time information. The observérs must
visit the health facilities at all levels to assess
the preparedness of states prior to
introduction. The observars must share their
observations with the district and state level
officials for further action (if any).

6.1.2 Atthe =tatalevel

Review of the preparedness checklists of the digtricts must be done by the SI0. It is
recommended that a state team be formed to oversee the implementation process.
Officers from various departments can also be invelved in the state-level training to
enablse participation in monitoring.

Fisld visits by tha 510 and state observars (assigned for high-priority districts} must
focus on checklist findings and visit the district training sessions. Issues identified
must be sharad with district and state task forces for corractive actions.




6.1.3 Atthe district level

In addition to officers of the health department, officials from ICDS department
should also be involved in block level monitoring of training. COPO and local
administrative officers should be invited by block MOs to obsarva training of ASHASs
and AWWs at the prirnary health center (PHC).

6.2 Monitoring the process of pentavalent vaccine
implementation

Standardized data collection formats and operating procedures have been
developed by the Gol to monitor the provision of Rl services at immunization
session sites and community level coverage of all antigens offered thraugh UIP to
detect coverage gaps. The intreduction of pentavalent vaccine in the UIP provides
an oppoertunity to strengthen the overall monitoring of RI programme. The Gol
mandated intansified Rl monitoring strategy should be usad far pentavalent vaccine
related monitoring as well. Appropriate information may be collected on the status of
impleméntation through all somponents of Rl monitoring.

8.2.1 Sesslonsite monltoring

This capturas information on wvaccine supply and the availability of logistics,
functioning of alternate vaceine delivery (AVD) system, injection practices of ANMs,
injection saféety and waste disposal, record keeping and inter-personal
communic ation of sérvice providers.

8.2.2 District and block level monloring
This providas information on coverage, vaccine stocks, wastage rates, elc.




6.2.3 Household monltoring

Remember
Thig uses convenience Sﬂmpling » Pentavalent vacgine will replace DPT 1,2, 3
in the community surrounding and hepatitis B 1, 2, 3 doses
R| se5sion sitas to assass the After the launch of pentavalent vageing,

hepatitis B vacging will be continued only as
birth dose {within 24 hours) in case aof
instituticnal deliveries. The existing DPT and

The existing mechanisms such hepatitis B vaccine stocks will need

as the task foree for repositioning
immunization, other interactions DPT vaccine will be continued in the Rl

programme as booster dose at 16-24 menths

coverage of Rl antigens of
childran under 35 moanths of agse.

and review meetings should be and 5-6 years (not beyond 7 years) of age
used for feedback and Infants that have already started with DPT
information sharing for vaccination will continue and complete the
appropriate corrective measures schedule with DFT vaccine

and follow-up. Open vial policy will be followed for Hib-

containing pentavalent vaccine

6.3 Monltoring supply of vacclnes and loglstics

Available records must be examined for

o < Remember
supply, utilization and balance of o
vaccines and AD syringes and verified Store pentavalent vaccine in ILAs
icall N ai— phly batwean +2°C and +8°C.
physically to see whether there is a InLRs, place pantavalent vaccine at

logical association between vaccinas and the top of the basket.

AD syringes supplied and used. Pentavalent vaccine should never be
frozen
Patform shake test as per WHO

guidelines when thera is suspicion of
vaceine baing frozan.
Freaze sensitive vaccines Including
pentavalent vaccine if found frozen
should be discarded.




I the following are found, thara is a need to explore and address tha reasons:

» The utilization of the vaccine and AD syringes shows a pattern of rapid increase
or decrease weak after waslk
» Doses consumed for vaceines that are provided at the same time (pentavalent

vaccine and OPV} differ widaly from sach other for the same pariod.

If there is any mismaich between the reported number of doses and AD syringes
used, tha concerned wvaccinators, doctors, stores-in-charge and supservising
authorities must be consulted 16 determine the reason for the variation or mismateh.
If their reply is found convincing and realistic, no action is reguired other than
appreciating them. If the reply points towards problems or irregularities in
work/management, sclutions need to be discussed with the persons concemed.
The saniar authorities should be informed well in tima.

6.4 Monltoring the cold chaln

Pentavalent vaccing must be stored between +2°C and + 8°C. It is damaged by
freezing as well as at higher temperaturas. Therefars, strict attention to conditioning
of icepacks and the maintenance of cold chain is essential.

6.5 Monitoring immunization safety

Pentavalent vaccine is a safe and effective vaccing; however, as with any naw
vacecine added to the programme, adequate attention should be paid to ensure that
sansitiva surveillance for AEFIs is in place. Any suspectad AEFI thought to be
associated with pentavalent vaccination should be reported in the prescribed Gol
formats, incloding hospitalizations, deaths and any other sévére of unusual medical
event or event clusters. If an AEF| occurs, measures should be taken to check the
compliance with safety strategies from existing supervisory checklists and
explanations sought for deviations from safety norms, such as recapping, non-use
of hub-cutters and other incorract practices.

6.6 Monitoring implementation of hepatitis B birth dose and

DPT booster doses

It has been noticed through evaluation surveys and from review meetings that
coverage with hepatitis B birth dose has been lower than other antigens in UIP. This
situation requires specific attention, considering that the birth dose needs to be




administered within 24 hours of delivery. Itis recommeénded that in the backdrop of
pentavalent vaccing introduction, when hapatitis B vactine standalone formulation
will be withdrawn from the §, 10 and 14 weeks' schedule, attention needs to be paid
1o increase coverags with hepatitis B birth dase. Similar attention should be paid to
increase coverage with DPT booster doses and second dose of measles-containing
vacting (MCVZ).

6.7 Post-introduction evaluation and impact assessment

Disease surveillance for bacterial meningitis and invasive bacterial disease is being
strengthened in India. As per recommendations of the NTAGI, a hospital-based
bacterial meningitis survaillance network has been initiated at 11 sitas in six states
of india. Bacterial meningitis surveillance is being conducted jointly by the
Immunization Division of MoHPW and Indian Council of Medical Research (ICMR).
There is a plan for further expansion of this sutveillance natwork.

WHO recommends that a past introduction evaluation (PIE) be conducted within
6—12 months of introduction of a new vaceine. The aim of such evaluation is to
determine the status of vaceine introduction and its effect on the health system, to
derive lessons for necessary comrective measures. A PIE of pentavalent vaccine
was conducted in Tamil Madu and Karala in 2012 and in Gujarat, Haryana, Jammu
and Kashmir, Karnataka, Puducherry and Goa in 2013 (refar to Annexure 1 for key
findings and recommendations). The findings of PIE in these eight states have been
used to update these guidelines. The national and state govemments muost plan to
conduct P|E of pentavalent vaccing within 6 — 12 months of vaccine introduction.







1.

Frequently asked questions

Hib containing Pentavalent Vaccine

What is parntavalent vaecina?

Pentavalent vaccine is a vaccine that contains five antigens (diphtheria, pertussis,
tetanus, hepatitis B and Haemophilus influenzae type b).

2,

i.

What are the advantages of peniavalent vacecineg?

The addition of Hib vaccing provides protection against one mare deadly
disease.

Tha number of injections administersd undar UIP during the first year of life
reduces fromnine t6 six.

It does not require reconstitution.

Till what age can pentavalent vaccine be administered?

As per National Immunization Schedule, pentavalent vaccine should be started
for any child aged more than 6 weeks and can be given up to 1 year of age.

Whatis the schedule for pentavalant vaccine?

Three doses of pentavalent vaccine are included in UIP. The first dose is given
only after a child is § wesks old. The second and third doses are given at 10 and
14 weeks of age respectively, also in the form of pentavalent vaccine. There is
na booster dose racemmended under UIP.

is there any reason why a child should not be given pentavalent vaccine?

Age — a child below & weeks of age should not be given pentavalent vaccina.
Vaceination history — a child whose vascination schadule has been initiated with
DPT/hapatitis B vaccine will continue to receive subsequent doses of
DPT/hepatitis B and not pentavalent vaceing.

Severe allergic reactions—although setious side effects have not béen reported,
a child who has had a severe reaction to pentavalent vaccing earlier should not
be given another dose.

Children with moderate or severe acute illness should not be administered
pentavalent vaccine until their condition improves. Minor illnesses, howevar,




10.

such as upper respiratory infections 8
. S Remsmber
{URIs) are not a contraindication to All efforts should be made to

vaceination. mobilize the beneficiary to the

] ) session site to receive the primary
A child who is 10 months old hag not S T SIS SR 1S

received any immunization. What
are the vaccines that can be given to
this child?

The child should receive BGQ, measles, first dose of pentavalent vaccing and
first dose of JE vaccing {if child is living in a Japanese encephalitis(JE) endemic
district where routine JE vaccine is being offered) with OPV dose and Vitamin A
Syrup.

What vaccine wili be given to a chilid who has recelved af least one dose of
pentavalant vaceina before his/her first birthday ?

If & child has received at least one dose of pentavalent vaccine before his/her
first birthday then tha child should be administered the dua pentavalent doses at
a minimum interval of four weeks, atthe earliest available opportunity.

i a child comes unimmunized after completing 12 months of age, what
vaccines would you give?

Three doses of DPT and OPY at intervals of four weeks and a booster dose of
DPT after six months are to be administered. Also, measles vaceine and
Vitamin A solution should be given with the first dose of DPT. Such a child will
not receive BCG, hepatitis B and pentavalent vaceines.

Should pantavalent vaccine be given to a child coming from a atate which
has nof yet introduced pentavalent vaccine in its UIP schedule?

Yas, pentavalent vaccine should be given to a child irrespective of the state
hefshe cames from, provided the child is less than 1 year of age and has not yat
received any dose of DPT vaccine.

What are the side effects of pentavalent vaccine?

Pentavalant vaccine has not besn associated with any serious side aeffects.
However, redness, swelling and pain may occur at the site where the injection
was givan. Thasse symptoms usually appsar the day after the injection has been
given and last from 1 to 3 days. Less commonly, children may develop fever far
a short time afterimmunization.




Annexure 1
Key findings and recommendations

of post-introduction evaluation (PIE)
of pentavalent vaccine in India

The introduction of any new vaccine
into the immunization programme is
an opportunity to strengthen health
systems and improve the reach
ef immunization services to
disadvantaged populations.

WHO recommends that a post-
introduction evatuation {PIE} of new
vaceines be conducted within 612
months to assess community
acceptance and their impact on the
exigsting immunization systam.
Although a PIE is done in tha context
of new vaccine introduction, the
exercise provides a broad overview of
the perfarmance of the immunization
programme and thus boosts the
confidence to further scale up and
introduce new and underutilized vaccines in tha programme. The saffect of
pentavalent vaccine on the health system was assessed as part of the PIE
eonducted in Tamil Nadu and Kerala in 2012, while the recently conducted PIE in
March 2014 included assessment of both pentavalent vaceing and MCV-2 in six
states and union territarias.

The major abjectives of PIEs conducted in eight states and union territories wera to
understand the vaccine introduction process from policy to implementation, map
critical success factors and challenges, identify lessons learnt for future introduction
of new vaccines, and assess whether lessons learnt from the polio programme are
baing applied ta strangthen RI.




India is planning to intraduce a number of new vacoines such as IPY, rotavirus,

rubella and pneumacoceal vaceines in the near future. The lessons leamt and
recommendations frem the two PIEs would be useful for national and state
governments to strengthen components of the immunization-related health
systems as they plan to roll out pentavalent vaccine and other new vaccines
in the country.

Key legsons learnt from the two PIEs :

Preparations for roll-out of a new vaccine should begin early, at |¢ast three to
four months in advance of the actual vaccing launch. An gperational plan should
be prepared with detailed activities and timelines.

Standard chacklists should be usad by review teams in each state and district to
review their preparedness. Only after the review has determined the
preparedness to be satisfactory should the state be allowed to introduce any
naw vaccina.

A state-level official launch ceremony should be organized under strong political
leadearship, with the engagement of media, to increase programme visibility and
boost confidence among public about the new vaccine.

Districts should also organize launches for greater public awareness and
ownarship atlocal lavels.

State and district task forces for immunization should regularly review
performance of the immunization programme and monitor Rl activities. The task
forces should alss review preparedness forvaccing introduction.

Staff vacancies at all levels, patticulady in high-risk areas, should be filled up.

Existing Rl microplans should be revised to include high-risk areas and

migratory/mon-migratory settiements identified under the polic programme.
Mew micraplans should be prepared using a bottom-up approach to ensure
inclusion of all components.

State and district level planning workshops should be organized prior to the
launch to orient all stakeholders about the pentavalent vaccine.

Prior to the introduction of new vaccine, good quality training should be provided
to the health staft {including data managers and cold chain handlers) on all
aspects of vaccine delivery, from oparations to appropriate use of
communlication channels. Tralning should also cover toples such as open vial
policy, injection safety and waste management, dug list preparation, four key
messages, bengficiary mobilization to session sites and use of data for actions.
Reporting and recording tools such as mothar—child protection {MCP) cards,
registers, tally sheets, ete. must be revised and printed in adequate numbers
wellin time befare pentavalent vacecine introduction.




Encourage use of immunization tracking tools such as tracking bag, MCP card,
immunization counterfail, etc.

Cold chain management and vatcine management should be strengthened to
avoid vaccine stock-outs and wastage. Waste disposal practices should be
reviowad and strengthened at all facilities. Outsourced modsls of waste
managamant wark wall and may be adoptad.

Adaguate numbers of hub-cutters and black and red bags should be avzilable at
immunization sites.

AEFI surveillanca should be strengthened through capacity building of medical
officers and health warkers. All serious and severe AEFIs should be promptly
investigated to establish causality and build trust within the community. AEFI
kits should be available at session sites.

Mational and state level officials should undertake field visits for supportive
supervision with appropriate and timely feedback for corrective actions.

IEC materials should be made available in ample quantities before the launch of
the vaccine 1o raise awaranass in the community. IEC matsrials {bath written
and pictarial) should be clear, attractive and easy to read. They should provide
focused messages and contain adequate information about the vaccine. If
necessary, they should be translated into the local language for wider
dissemination.

All communication channels should be harnessed — FM radio, television, print
and social madia — for wide publicity and increased vacecine acceptance among
the public. Engagement with the media should be sustained in the post-
introduction phase for dispelling myths and motivating and educating
communities. It should be highlighted that pentavalent vaccine, which was
earlier available only in the private sector, is now available free of charge in
govemmentinstitutions. This will help increase immunization coverage.

It is recommeanded that advocacy be conducted both befors the launch of a new
vaccine and periodically thereafter to highlight the benefits of the vaccine and
increase awareness. Staksholders at all lavels, including the community and
careqgivers, nesd to be angaged, educatad and mobilized.

States should ensura that ASHAs and other health workers are paid their
incentives and other dues ontime.




Annexure 2

Pentavalent vaccine training workshop
for Medical Officers at state/district level

Aganda for pentavalent vaccine training workshop for medical officers

Total time: 6 hours

Time @ Activity Person!s responsible
Registration

18 min | Objsctives of the workshop and apening remarks

15 min | Basic facts sbout pentavalent vaccinge

20 min | Current and revised vaccination schedule

20 min | Concept of “phasing in”, “phasing out" and
repositioning of vaccine

18 min | Introduction to the immunization component of the
MCP card feounterfeil and its use through tracking bag
20 min | Understanding “full immunization™ and "complete
immunization™

30 min | Use of coverage monitaring chart, including
demaonstration of the toal.

30 min | Update on revised data entry tools and logistic
requirements (MCP cards, tally sheets, MCH
ragisters, HMISMMCTS formats)

15 min | Entry of pentavalent vaccine in HMIS and MCTS
portals

20 min | Coverage trends after pentavalent vaccine
Intraduction, and actions required

20 min | Natiohal Cold Chain Management Information
System(NCCMIS) status

20 min | FAQs on pentavalent vaceine

20 min | Vaccine safety (AEF]) and immunization waste
management

30 min | What to do after this workshop: role in sensitizing
the health workforee

15 min | Interaction about way forward
Wrap up
Mole: Pargonfs respansible for conducting training 19 be decided at the ool level




Tips for trainers

Make the participants feel special and important since they are master trainers for
introduction of a new vaccine in the state. They must understand that they are
playing a key role in strengthening of the health system, particularly the
immunization prograrmme in the state. All sessions must be interactive. Methods to
be used are PowearPoint presentations, role plays, exefrcises and interactive
discussions. Trainers should be patient listeners to any feedback from the trainees.

What should ba discusaad?

Explain the objectives of the workshop to paricipantsiwhy they have beaen
called and whatis expected from them).

Inform them about the basic facts of pentavalent vaccine.

Key massages: vaccination saves lives, pentavalent vaccine is safe and
effective; it has already been introduced in gight states of India; 1.7 ¢rore {17
million) doses of vaccine have been administered to target beneficiaries since
its introduction; it is available as a liquid formulation in 1 0-dosae vial.

Let participants know that pentavalent vaccins is expansive. The cost of each
vial is approximately INR 1300. Participants should understand the implications
of reporting inflated/incorract coverage.

Discuss the existing vaccination schadule {with DPT1, 2, 2 and hepatitis B1,2,3)
and then make them understand the revised schedule {3 doses of pentavalent
vaccineg will replace DPT1,2,3 and hepatitis B 1,2,3). Following pentavalent
vaccine introduction, hepatitis B (birth dose) will continue to be given in
institutional delivery cases and DPT vaceination will continue in the programme
anly as booster doses (DPT first booster at 1624 months and DPT second
booster at 5—6years [not bayond 7 ysars] of age), and in cases when an
unirmmunized child comes up for immunization after hisfher first birthday.

Reporting of coverage : Do not forget to explain that all children younger than
one year of age who have already received any dose of DPT and hepatitis B
{other than hepatitis B birth dose) will continue to receive DPT and hepatitis B
uritil they complate their schedule {phasing in and repositioning of vaccine).

Introduce them to the ravisad MCP cards with emphasis an countarfail usa.
Sensitize them to revisions done in the reperting and tracking tools
{registers/MCP cards/vaccine distribution registers/vaccine stock registers/due
listregisters, tools, etc.).

Emphasize the usefulness of tracking tools: estimation of beneficiaries, dus list
registers, tally sheets, tracking bags and counterfoils, ete.

Frovide clarity an the temms “full immunization™ and “complete immunization”. In
the context of ASHA incentives for tracking the laft outs, dropouts and
mobilization of beneficiaries, compare the physical achievements with the
financial utilization {INR 150 per session for mobilization to sassion site, INR
100 for each fully immunized child, and INR 5Q per for each complately
immunized child).

Coverage trends after pentavalent vaceine introduction: explain that in the: initial
months following pentavalent vaccing introdoction, the coverage of both




standalone DPT and hepatitis B vaccines will continue to be reported and
recarded alung with infants covered for pentavalent vaceination, i.¢. infants that
have started with pantavalent first dose. As more and more infants start getting
pentavalent vaceine as 1, 2, and 3 doses, this trend will soon change and data
will start showing the coverage of standalona DPT and hepatitis B vaccing going
down and covarage of pentavalent vacgine going up. This trend will finally lead
to showing only pentavalent vaceine (1, 2, and 3) coverage reporting.
Understanding importance of session-wise coverage reports: this will help
programme managers at all levels and also vaccine and data handlers at
vaccine storage points to understand vaccine coverage, utilization, wastage,
etc.

Usa of coverage monitoring chart: explain how to make it, what data to usa,
importance of monthly and cumulative coverage data, étc. This is to be
prepared every month for monitoring left outs and dropouts, especially in
referenca to pentavalent first dose to pentavalant third dose. MOs should fix
responsibility of the person who will be required to update and display the same
avery month.

Demonstrate to paricipants where to report pentavalent vaccine coverage in
HMIS and MCTS. Alsg, makes them understand the fields in HMIS where AEFI]
dataand vaccine stock positions are to be entered.

Are they aware of the National Cold Chain Management Infarmation System
{NCCMIS) softwara? Explain to them the wvalue of this tool and indicators
generated. Review the status of NCCMIS and pravide the password if required.

Review monitoring and supervision mechanism at statefdistrict {who are
involved in Al monitoring in the districts/block?).  Are they aware of
standardized Rl monitoring formats approved by the Gol? Is monitoring
happening as per these formats? Has there been any data entry for monitored
sessions? | any analysis available, and shared with district er block?).

Reiterate the “Remember’ messages.

Ask them to bring out possible issues that they visualize that they might face
during the new vaccine introduction.

Explain to them what they have to do when they go back ta thair districts. These
officials should know that as master trainers they need to further conduct
training at block/planning unit level. The master trainers will have to take the
halp of othar officials that have been trained at the statae level such as HMIS and
MCTS coordinators, district computer assistants to DIQs, district M and E focal
person/coordinators (NAHM), focal person responsible for immunization
reports in WO office, district vacecine stare keeper, district cold chain handlers
anddistrict IEC focal persons.

The master trainers must ensure that a timeling is prepared and followed for
training tha health workforce involved in the immunization programma.
Remember: all training will have some common and some cadre-specific
messages.

Each batch should not have mare than 40 participants. In large states/districts
more than one batch may have to be planned.




Annexure 3

Pentavalent vaccine training workshop
for data handlers at state/district level

Agenda for pentavalent vaccine training workshop for data handlers

Total time: & hours
Time  Activity Person/s responsible

Registration
18 min | Objsctive of the warkshop and opening remarks
15 min | Basic facts sbout pentavalent vaccine

20 min | Current and revised vaccination schedule

20 min | Concept of “phasing in", “phaging out" and
repositioning of vaccine

20 min | Understanding “iull immunization™ and "complete
immunization”

30 min | Use of coverage manitoring chart. Demanstrate tocl
far analysis

30 min | Update on revised data entry tools and logistic
requiraments (MCP cards, tally sheet, MCH registers,
HMIS / MCTS formats)

15 min | Entry of pentavalent vaccination in HMIS and MCTS
portals

20 min | Coverage trends after pentavalent vaccine
introduction, and actions required

15 min | Assessing immunization performance: physical and
financial

13 min | NCCMIS status15 min FAQSs on pentavalent vaccine

30 min | ¥hat to do after this workshop: mole in training the
data handlers

Wrap up

HMate: Parsonfs responsible for conducting training to be decided at the local level




Tips fortrainers

Make the participants feel special and important since they are master trainers for a
new vaceine introduction in the state. They must understand that they are playing a
key role in strengthening of health system, particularly the immunization programme
in the state. All sessions must be interactive. Methods to be used include
PowerPoint presentations, role plays, exercises and interactive discussions.
Trainers should be patient listeners to any feedback from the trainees.

What should ba discusaad?

Explain the objectives of the workshop to the participants (why they have been
nominated and what is expected from them})

Inform them about the basic facts of pentavalent vaccine.

Key messagaes: vaccination saves lives; peniavalent vaccine is safe and
effective; it has alteady been intreduced in gight states of India; 1.7 crore {17
million) doses of vaccine have already been administered to target beneficiaries
sinceits introduction; itis available as liquid formmulation in a 10-dosa vial.

Let participants know that pentavalent vaccine is expensive. The cost of each

vial is approximately INR 1300. Parisipants should understand the implications
of reporting inflated/incorrect covarage.

Discuss the existing vaccination scheduls {with DPT, 2, 3 and hepatitis B1,2,3)
and then make therm understand the revised schedule {3 doses of pentavalent
vaccine will replace DPT 1,2,3 and hepatitis B 1,2,3). Following pentavalent
introduction, they should know that hepatitis B (birth dose} will continue 1o be
given in institutional delivery cases and DPT vacecination will continue in the
programme only as booster doses (DPT first booster at 1624 manths and DPT
second booster at 56 years [not beyond 7 years] of age}, and in cases where
an unimmunized child comes up for immunization after his/her first birthday.
Introduce them to the revised MCP cards with emphasis on counterfoil use.
Sensitize them to revisions done in the reporting and tracking tedls
{registers/MCP cards/vaccine distribution registers/vaccine stock registers/due
list registers, tools, ete.).

Emphasize the usefulness of tracking tools: estimation of beneficiaries due list
registers, tally sheets, tracking bags.

Provide clarity on the terms “full immunization” and “complete immunization®. In
the context of ASHA incentives for tracking the left outs, dropouts and
mobilization of beneficiaries, compare the physical achievements with the
financial utilization {INR 150 per session for mobilization to session site, INR
100 for each fully immunized child, and IMR 50 per for each completely
immunized child}.

Reporting of coverage: Do not forget to explain that all children younger than
one year of age who have already received any dosa of DPT and hepatitis B
fother than hepatitis B birth dasé) will continue to receive DPT and hepatitis B
until they complete their schedule (phasing in and repositioning of vaccing).

Coverage trends after pentavalent introduction: explain that in the initial menths
following pentavalent introduction, the coverage of both stand-alone DPT and




hepatitis B vaccines will continue to be reported and recorded along with infants
covered for pentavalent vaccination {i.e. infants that have started with
pentavalent first dose). As more and more infants start gatting pentavalant
vaccine as 1, 2, and 3 doses, this trend will soon change and data will start
showing the coverage of standalene DPT and hepatitis B vacsine going down
and coverage of pentavalent vaccing going up. This trend will finally lsad to
showing only pentavalent vaccine (1, 2, and 3) coverage reporting.

Understanding the importance of session-wise coverage reports: this will help
programme managers at all levels and also vaccine and data handlers
at vaccine storage points to understand vaccine coverage, utilization,
wastage, ete.

Use of covarage monitoring chart: explain how to make it, what data to usa,
importance of monthly and cumulative coverage data, etc. This is to be
prepared every month for monitoring left outs and dropouts, especially in
refarence to pentavalent first dose to pantavalent third dose. MOs should fix
respansibility of the person whe will be reéquired to update and display the same
every month.

Cemonstrate to participants where to report pentavalent coverage in the HMIS
and the MCTS. Also, make them understand the fields in the HMIS where the
AEFI| data and vaccine stock positions are enterad.

Are they aware of NCCMIS software? Explain to them the value of this tool and
the indicators generated. Review the status of NCCMIS and provids the
password if required.

Review the mechanism of intensive monitoring and supervision at state/district
level. Wheo in the districts/blocks have monitored RI? Are they aware of
standardized Rl monitoring formats approved by the Gol? Is monitoring
happening as per these formats? Has there been any data entry for monitored
sessions? Is there any analysis available that has béen shared with the district
or block?

Reiterate the "remember” messages.

Ask them t¢ bring out possible issuas that they might face during the new
vacecine introduction.

Explain to therm what they have to do when they go back to their districts. These
officials should know that as master trainers they need to further conduct
training at block/planning unit level. The master trainers will have to take the
help of other officials that have been trained at the state level such as the HMIS
and the MCTS coordinators, district computer assistants to DIOs, district M and
E focal person (NRHM), focal person responsible for immunization reports in
CMO office, district vaccine store keeper, district cold chain handlers and district
IEC focal persons.

The master trainers must ensure that a timeline is prepared and followed for
training the health warkforce invalved in the immunization programme.

Rsmamber: all training will have some common and somse cadre-spacific
messages.

Each batch should not have maore than 40 participants. In large states/districts,
more than one batch may have te be planned.




Annexure 4

Pentavalent vaccine training workshop
for vaccine and cold chain handlers at

state/district level

Agenda for pentavalent vaccine training workshop
vaccine and cold chain handlers
Total time: & houra

Time  Activity Person/s responsible
Registration

15 min | Objactives of the workshop

15 min | Opening rémarks

A0 min | Basic facts about pentavalent vacging

15 min | Current and revised vaccination schedule

30 min | “Phasing in" and “phasing out" of vaceine

A0 min | Storage of vaceines in ILRs and repesitioning of

vaccines (DPT and hepatitis B); axplain freeze
sensitivity of pentavalant vaccine

30 min | Update on tevised data sniry tools and |ogistic
requirements {MCP cards/counterfail, tally sheets,
MCH registers, HMIS/MCTS formats)

16 min | How to calculate vaccine wastane, emphasizing on
pentavalent vaccine?

20 min | Preventive maintanance machanism and rasponding
to chain egquipment complaints

15 min | Strengthaning reparting and recording of vaceing and
cold chain equipment (NCCMIS)

15 min | Initiatives taken by state to strengthen cold shain
supervisign and manitoring

15 min | Asiterats * ramember” massages

15 min | Role ofparicipants as trainers in sensitization training

Wrap up

Hote: Pergonfs responsible for conducting training to be decided at the local level




Tips for trainers

Make the participants feel special and important. They should understand their
responsibilities and accountability in respect of the pentavalent vaccine
introduction. Let them know that the quality of vaccines being delivered to the
beneficiaries depands on them. Their contribution can mitigate AEF1 gccurrences in
the field. Methodology will include PowetPoint présentations/ interactions/
discussions/ patient listening/exercisas.

What should be discussed?

Explainthe objectives of the workshop to the participants
Inform therm about the basic facts of pentavalent vaceine

Key messages: vaccination saves lives; pentavalent vaccine is safe/effective; it
has already been introducad in sight statas of India; 1.7 crore (17 million) doses
of vaccine have already been administered to target beneficiaries since its
introduction; it is available in the programme as a 10-dose vial.

Let participants know that pentavalent vaccine is expensive. The cost of each

vial is approximately INR 1300. Participants should undarstand the implications
of repotting inflated/ incorrect coverage.

Discuss the existing vaccination schedule (with DPT1, 2, 3and hepatitis B 1,2,3)
and then make them understand the revised schaduls (3 doses of pentavalent
vaccing will replace 3 doses of DPT 1,23 and hepatitis B 1,2,3). Following
pentavalent vaccine introduction, they should know that hepatitis B (birth dose)
will continue to be given in institutional delivery cases and DPT vaccination will
contiriug in the programme anly as booster doses (DPT first booster at 16-24
months and DPT second booster dose at 5—6 years [not beyond 7 years] of
age)and in cases where an unimmunized child comes up forimmunization after
his/harfirst birthday.

Storage of vaccine in ILRs should be between +2°C to + 8°C. Explain how the
space required in ILRs will be [ess when pentavalent vaccing is introduced.
Pravida insight into repositioning of vaccines (hepatitis B and DPT). Explain
aboutthe freeze sensitive nature of the pentavalent vaccine.

Do not forget to explain that all children younget than 1 year who have already
received any dose of DPT and hepatitis B (other than hepatitis B birth dose) will
continue to receive DPT and hepatitis B until they complete their schedule
(phasing in and phasing out of vaceine).

Sensitize them on reévisions done in the reporting tools (registers/MCP
cardsfvaccine distribution registers/vaccine stock registers, etc.).

Emphasize the need fartha open vial policy. This will not be possible without the
back up of a strong alternate vaccine delivery (AVD) plan.

Emphasize on minimizing vaccine wastage. Explain to them that the state
should review vaccing wastage on a monthly basis and districts should review
wastags session wise/on a monthly basis.




Review the existing alternate vaceine delivery mechanism. Participants should
bring the AVD microplan of their district. Two well-performing and two poor-
performing districts should share the AVD plans with their SWOT {strengths,
weaknass, opportunities and threats} analysis.

This iz a freeze-sensitive vaccine. Explain to the participants about the shake
test. Play the 10 minute step-by-step shake test film. After the fillm, let one ortwo
district vaccine handlars/DICs explain what they understood (how to do and
what to infer).

Review the status ofthe NCCMIS.

Explain where the coverage of Hib containing pentavalent vaccine gets
uploaded in the HMIS.

Review the maintenance system of existing cold chain equipment. Is the
preventive maintenance model in place and are they aware of it? Review
breakdown status and efforts put in by districts. Check with them regarding
condemnation ofirreparable cold chain equipment at district/block level.

They should understand the appropriate time to reorder vaccines (lead time).
Tha "five mantra” datails for all vaccines/diluents including pantavalant vaccing
must be writtern and displayed at all points of vaccing distribution—state/
districtregional/zonal/PHC/CHCANM.

Thase are: 1.Name of the manufacturing company 2. Batch number 3. Expiry
date 4. Manufacturing date 5. VVM atatus.

Ask participants what are the anticipated possible issues that they might
experience during vaccing introduction.

Review mechanism of monitoring and supervision at state and district levels
{who will monitor, how thase will be done and what tools are t© be used). Monitor
the training.

Ensure thatvaccine handlers in the district are aware of the contact details of the
refrigerator mechanic/personfagency responsible for cold chain repair and
preventive maintanance, Deatails of visit and job undertaken related to cald chain
aquipmant must be documentad in the temparature logbook for that particular
equipment (when visited — date and time, what was found, what was repaired,
outcome of visit and any other instructions given to the vaccine handler of that
cold chain point).

Reiterate the “remember” messages.

Explain te them what they have to do when they go back to their districts. They
will have to provide training on pentavalent vaccination along with the
CIG/RCHOYidentified MOs ta all vaceine and cald chain handlars working at
vaccine storage points at block/planning unit level.

Each batch should not have more than 40 paricipants. In large districts/ blocks,
we should plan to conduct training for more than one batch.




Annexure 5

Pentavalent vaccine training workshop
for ANMs, LHVs and health supervisors

at block level

Agenda far pentavalent vaceine training workshop for ANMs,
LHVs and health supervisors

Total thme: 6 hours
Time Activity Persons responsible
Reqgistration

10 min | Dbjectives of workshop and opening remarks
20 min | Basic facts about pentavalent vaccine

20 min | Current and revised vaccination scheduls

20 min | FAQs on pentavalent vaceine

30 min | Introduction to the immunization component of the MCP
card. Filling and use of counterfcil and its use through
tracking bag

Understanding "full immunization" and “complete
immunization®

20 min | Improving micraplanning. Emphasize on including polio
HEA as part of tha misroplan and estimation of
keneficiaries concept

30 min | Use of immunization racking bag and due list for tracking

30 min | Learning to make sub-centre level coverage monitoring
chart. Ask participants to bring their annual target of
infants and month-wise DPT 1 and DPT 3 dose
coveraqe for the past G months

30 min | Revisad logistics updats (registers/fMCP cardsftally
sheets, MCH registers, HMIS  MCTS formats/ |[EC
raterial)

15 min | Where doss an ANM anter data for pentavalent
vaccination in the HMIS and MCTS registersfformats?

20 min | Discuss about how coveraga of DFT, hapatitis B and
pentavalent vaccine will change when pentavalent
vagcing is introduced




15 min| Importance of ensuring open vial policy for DFT,TT,
hepatitis B and pentavalent vaceing is in place through
alternate vaccine delivery

10 min| Explain how monitoring will intensify for vaccines
distribution and retumn of unused/partial vaccines an the
day of immunization

20 min| Vaccine safaty (AEFI) and immunization waste
management. Explain reporting/management guidelines

30 min| What to do after this workshop: their rale in sensitizing
the social mobilizers: ASHAs and AWWs

15 min| Interaction abgut way forwang
Wrap up

Mate: Personfs responsible for conduct of training to be decided &t the (ocal [evel

Tips fortralners

Make the trainees feel special and important. They should understand that it is
because of them that we were able to eradicate palio fram India and also that they
are contributing in a big way in reducing mortality and morbidity related to vaceine-
preventable diseases the country. They should realize the value of the faith that the
community reposes in them for immunization. It is becaase of them that we know
what progress is being made in the immunization programme. Explain to them that it
is important to measure progress in public health. They should understand the value
of timely tracking of benaficiarias using tracking tools such as tracking bags,
counterfails and due lists. Make them feel accountable for the vaccine used and
vaceine wasted at their level. Focus on introduction of pentavalent vaceine and the
expectation inregard to recording and reporting of immunization coverage related to
all vaceines, with emphasis on pentavalent vaccine. The methodalogy will inglude
PowerPoint presentations/interactions/discussions/patient listening/stall
methodology.

What should be dlscussed?

» Explain to them the objective of the workshop, why they have been called and
whatis expected of them.

» Inform the trainees about the basic facts of pentavalent vaccine.

Key meéssages: vaccination saves lives; pentavalent vaccine is safe and
effective; it has already been introduced in gight states of india; 1.7 ¢rore {17
million} doses of vaccine have already besn administered to target beneficiaries
since its introduction; it is available as liguid fermulation in a 10-dose vial.

» Let paricipants know that pentavalent vaceine is expansive. Cost of each vial is
gpproximately INR 1300. Participants should understand the implications of
reporting inflatedfincorrect coverage.

»  Discuss the existing vaceination schedule (with DPTH, 2, 3 and hepatitis B 1,2,3)




and then make them undearstand the
revised schedule (3 doses of
pentavalent vacecine will replace DPT
1,2,3 and hepatitis B 1,2,3).
Following pentavalent introduction,
they should know that hepatitis B
ibirth dose) will continue to be given
in institutional delivety c¢ases and
DPT vaccination will continue in the
programme only as boostar doses
(DPT first boaster at 16-24 months

and DPT second booster at 56 years

[not beyond 7 years] of age), and in ST e

cases where an unimmunized child Health Workers

comes up for immunization after DR o LT

hismherfirst birthday.

Introduce them to the revised MCP L = 5t

cards with emphasis on counterfoil
use. Sensitize them to revisions done
in the reporting and tracking tools {registersMCP cards/vaccing distribution
registersivaceine stock ragisters/due listregisters, ete.}.

Emphasize on tracking tools {estimation of banaficiaries/dus list ragistars/tally
shaeeis/use of tracking bags). Provide clarity on the terms "full immunization”
and “complete immunization™. In tha context of ASHAS, explain the incentives
for tracking the left cuts and dropouts and mobilization of beneficiaries to
session site (INR 150 per session), for each fully immunized child {INR 100 per
child) and for each completely immunized child {(INR 50 per child}. The trainer
should explain the importance of comparing physical achievements with
financial utilization.

Reporting of coverage: do not forget to explainthat all children younger than one
year of age who have already received any dose of DPT and hepatitis B {other
than hepatitis B birth dose) will continue to receive DPT and hepatitis B until they
complete their schedule (phasing in and repositicning of vaccine).

Coverage trends after pentavalent introduction: explain that in the initial few
months following pertavalent introduction, the coverage of both stand-alone
DPT and hepatitis B vaccines will continue to be reported and recorded along
with infants covéred for pentavalent vacoination (i.e. infants that have started
with pentavalent first dose). As more and more infants start getting pentavalent
as 1, 2, and 3 doses, this trend will scon change and data will start showing the
coverage of stand-alone DPT and hepatitis B vaccines going down and
coverage of pentavalent vaccine going up. This trend will finally lead to showing
only pentavalent vaccine (1, 2, and 3) coverage reporting.

Understanding the importance of session-wise coverage reports: this will help
the health workers at all levels and also vaccine and data handlers at vaceine




storage points to understand vaccine coverage, utilization, wastage, ete.

Use of covarage menitoring chart: explain how to make it, what data to usa,
impertance of monthly and cumulative coverage data, etc. This is to be prepared
every month for monitoring left outs and dropouts, especially in reference to
pentavalent first to pentavalent third dose. MOIC should ensure that each sub-
centre displays the updated coverage monitoring ¢hart every month.
Cemanstrate to participants regarding where to report pentavalent coverage in
HMIS and MCTS registers.

Explain to them about the mechanism of intensive monitoring and supervision at
session sité and block |evel/vactine storage point, as well as hduse-to-house
monitoring activity.

Reiterate the “remember’ messages.

Ask them about the possible issues that they visualize that they might
expérience in new vaceineg introduction.

Explain to therm what they have to do when they go back to their sub-centres,
especially sensitizing ASHAs and AWWs in terms of tracking beneficiaries,
updating microplans through estimation of beneficiaries using standardized
formats, counterfoil updating, tracking ASHA incentives through counterfoils,
IEC displays, etc.

Each batch should not have more than 40 participants. In large districts/ blocks,
training for more than one batch may needtobe planned.




Annexure 6

Pentavalent vaccine training workshop
for ASHAs/AWWSs/link workers at

block level

Agenda for pentavalent vaccing training workshop
ASHA, AWW and link workers

Total time: 6 hours
Time Activity Person/s responslble

Registration
10 min  Objectives of the workshop and opening remarks

10 min  Basic facts about pentavalent vaccine
10 min  Current and revised vacsination schedules

30 min  Intreducticn to the immunization component of the
MCP eard; filling and using the counterfoil and its use
through tracking bag, understanding "full
immunization™ and "complete immunization™

10 min  Improving microplanning, emphasizing on estimation
of beneficiaries by ASHAsSAWWS in their
catchment arca

30 min  Use of immunization tracking bag and helping to
prepare due lists for tracking

10min  Mew |[EC materials related to pentavalent vaccine
angd how to display them.

10 min  Explain to them as to how coverage of DPT, hepatitis
B and pentavalent vaccing will change once
pentavalent vaccine is intreduced

30 min  Key messages regarding pentavalent vacecine that
ASHAs/AWWs must understand for improving
vaccing coverage in the field. Emphasize on
pentavalent vacging messages {less pricks, more
antigans — force of five in one)

18 min  Interaction about way forward
Wrap up

Mote: Personfs respanslble for conducting tralning ta be declded at the local level




Tips fortrainers

What training methods will be used?
Make the mokilizers feel special and
impartant. They should understand
that it is because of them that tha
sountry has made progress in both
polio eradication and reduction of
morbidity and mortality due to other
vascine preventable diseases.
Explain to them that immense
progress has been made in RI, but

to reach the beneficiaries who have

not yet been reached will require special efforts and initiatives. Make them feel
accountable for their area of work. Inform them about the pentavalent vaccine
introduction in their state and the expectation from them to improve coverage
related to all vaceines, with emphasis on pentavalent vaccine. The methodologies to
be used are PowerPoint presentations/flip chartsfinteractions/discussions/patient
listening/stall methodology.

What gshould be informed/discussed?

Explain the objectives of the workshap, why they have been called and what is
expected from them.

Inform trainees about tha basic facts of pentavalent vaccine.

Key messages: vaccination saves lives; pentavalent vaccine is safe and
effective; it has already been intrédoced in eight states of India; 1.7 crorg
{17million} doses of vaccine have already been administered to target
beneficiaries since its introduction; it is available in the programme as a
10-dose vial.

Let them know that pentavalent vaccine is expensive. The cost of each vial is
approximately INR 1300. Three doses to each child will cost approximately INR
400. They should be motivatad to get this advantage for childran in their area
of work.

Discuss the existing vaccination schedule (with DPT1, 2, 3 and hepatitis B
1,2,3) and then make them understand the revised schedule (3 doses of
pentavalent vaccine will replace DPT 1,2,3 and hepatitis B 1,2,3). Following
pentavalent introduction, they should know that hepatitis B {bitth dose) will
continue to be given in institutional delivery cases and DPT vaccination will
continue in the programme only as booster doses (DPT first booster at 16—24
months and DPT second booster at 56 years [notbayend 7 years] of age), and
in cases where an unimmunized child comes up for immunization after hisfher
firgt birthday.




Do not forget to explain that all children younger than one year of age that have
already received any dose of DPT and hepatitis B {other than hepatitis B birth
dose) will continue to receive DPT and hepatitis B until they complete their
schedule {phasing in and phasing cut of vaccina).

Intreduce them to the revisad MCP cards, especially the counterfoil and train
them on utilization of tracking bags.

Make them understand tha terms “full immunization” and “complsta
immunization”. Also make them understand about the ASHA incentives for
social mobilization (INR 150 per session), for each fully immunized child (INR
100 per child) and for 2ach completely immunizad child {INR 50 per ¢hild).

Let them know that they have to undertake a vety important and critical survey
related to estimation of beneficiaries for improving the microplans. Ask them
about the possible issues that they visualize that they might experience in the
astimation of beneficiarias {survey).

Critical messages related to pentavalent vaccine should be provided in addition
tothe four key messages.

Explain ta them their role in case any minor event or an AEF| case is reported.
Reiterate the “remember” messages.

Explain to them what thay have to do when thay go back to their village/area
ofwork.




Annexure 7

Pentavalent vaccine training workshop
for IEC/media handling focal persons

Agenda for pentavalent vaccine training workshop IEC/media handling
focal persons

Total time: & hours
Person/s responsible

Registration

10 min | Objectives of the workshop and apening remarks
Expected role of the participants in the programme

30 min | Understanding immunization status at national, state
and district levels

Explain “full immunization” and “complete
immunization™
Situational analysis.

- Cumrent status (avaluated coverage : Annual Haalth
Survey (AHS}) or District Level Household Survey
{DLHS); compare with the previous evaluated
coverage; explain the pragress with focus on districts
- Status of high priority districts (RMNCH+A), blocks
and groups (polic HRAS)

- Current strengths and challengss in immunization
program at state and district level

- Understanding the issues and effarts related to the
unreached. Tagging of polic HRAs in BRI microplan

- Mckilization efforts, incentives available for ASHA

20 min | Status of state and district preparedness for
pentavalent vaccing intraduction (are districta/blocks

ready?)
Key findings and state efforts to improve the gaps

20 min | Basic facts about pentavalent vaccing

How would eurrent vaccination schedule change after
introduction of pentavalent introduction®?




20 min

20 min

20 min

20 min

30 min

45 min

30 min

20 min

12 min

Kay FAQs (refer to aperational guidelines):
- Hib dizease
- Pentavalent vacgine

Additional guestions that media/participants are likely
to raisa. (Participants should ba encouraged to ask
guestions; facilitator to note these questions on the flip
chart and then address them one by onel.

Increasing visibility of the Rl program in state with a
focus on pentavalant vaccing introduction.
Demonstrate the new IEC prototypses along with state
instructions

Role of media, {print, electronic and sogial} in
pentavalent vaceing introduction. Disseminate state
spacific instructions

Risk communication (basics for handling an AEF|
crisis — refer MoH communication quidelines for
building vaceine confidence around AEF|)

How to write a press releass
Essentials of a press conference

Key points to remember for conducting a press
conferance including essential documents nesded
during the conference

Existing mechanism to manitor RI programme in
states. State-specific efforts to monitor the visibility of
Rl in statas. Discuss about any evaluation data {if
available)

Monitoring state |ECY behavior change communication
{BCC) efforts. Discuss and disseminate relevant
formats and process of data sntry, if any. If it does not
exizt, plan to institutionalize the same

|[EC/BLZC: Issuesichallenges that participants foresee
in new vaccine introduction and practical soluticns at
their lavel

Basad on pentavalent operational guidelines:

- Activities {training} planned ta be completed before
vaccine introduction {wheo trains whom and at what
leval)

Explain the role of paricipants in:

- training the |EC/media handling cofficials {at least 2
per block/planning unit)

- planning the launch of the warkshop including the:
media briefing, press release, eic,

Wrap up

Mate: Personfs responsible for training to be decided at the local lewvel,
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