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EXECUTIVE SUMMARY 

The Government of Malawi is planning to introduce one dose of Inactivated Polio Vaccine (IPV) into the national immunization programme in 2015. The vaccine will be funded by GAVI for a period of four years from 2015 to 2018. This will follow the successful introduction of PCV 13 and Rotavirus vaccines in 2011 and 2012 respectively, as well as implementation of the HPV Demonstration Project in 2013 – 2014. 

This is consistent with the revised comprehensive Multi-Year Plan (cMYP) for 2012-2016 which clearly outlines the priorities of the immunization programme, objectives and strategies to achieve them. Key activities have been planned and costed to address the identified priorities, and financing has been analysed and sustainability strategies proposed. 

Introduction of   IPV vaccine was first  discussed in the EPI Sub-Technical Working Group (TWG) in 2013. The country has opted to apply for a 10 dose formulation for IPV as the first choice. 
The IPV  Introduction Plan specifically addresses the key aspects of introduction of the vaccine in the immunization programme. It outlines key activities to be conducted in preparation for introduction of the vaccine and includes a timeline for the different activities and a budget for all non-vaccine costs related to the activities and in line with the provision of US$0.80 per infant in the birth cohort of the introduction year.  

As provided in the guidelines on new vaccines introduction, this plan addresses the following key areas: 

· Summary of the cMYP referring to the introduction of new and underused vaccines.
· Summary of cold chain capacity and readiness to accommodate new vaccines, stating the cold chain expansion, cost and when it should be in place.

· How financial sustainability will be achieved. 

· The Polio End Game. 

· Lessons learned from the introduction of PCV13, Rotavirus and HPV vaccines. 

· Data for the IPV on the:

· Vaccine formulation.

· Quantities to be procured by GAVI. 

· Information on the cold chain capacity 

· Concise information on other key activities:

· Revision of recording and reporting tools

· Training of health workers

· Advocacy and social mobilisation

· Monitoring and supervision 

· Post Introduction Evaluation (PIE)

The non-vaccine costs associated with introducing IPV in 2015 amounts to   US$607,947. This includes 8% programme support costs for UNICEF where funds will be channelled through.

1.0
INTRODUCTION

1.1
Geography

Malawi is a land locked country bordered to the north and north-east by the United Republic of Tanzania, to the east, south and south-west by the Republic of Mozambique, and to the west by the Republic of Zambia. The country has an area of 118,500 square kilometres and the quarter of the surface area is covered by Lake Malawi. 
The country is divided into three regions: the Northern, Central, and Southern Regions. There are 28 districts in the country. Six districts are in the Northern Region, nine are in the Central Region, and 13 are in the Southern Region. Administratively, the districts are subdivided into traditional authorities (TAs), presided over by chiefs. Each TA is composed of villages, which are the smallest administrative units, and the villages are presided over by village headmen.

Table 1:   Population distribution by Region: 2014 projections
	Region
	No. Districts
	Total Population

	North
	61
	2,090,627,

	Centre
	9
	6,827,238

	South
	13
	6,890,377

	Total
	28
	15,805,239


1Mzimba district under MoH is split into two administrative districts and the total districts for northern region is therefore 7.

1.2
Demography and Vital Macro-statistics 
The 2014 projected population is 15,805,239 out of which 687,604 are live births and 660,293 are surviving infants.   About 85% of the population lives at least 8 kilometres from a functioning health facility. The infant mortality rate is estimated at 68 per 1000 live births and the under-five mortality at 118 per 1000 live births.   The life expectancy is estimated at 40 years and mainly reduced by the HIVand AIDS epidemic which has a prevalence rate of about 12%. 
Table 2. Vital Statistics for Malawi

	Statistic
	Indicator

	Annual Growth Rate
	2.9%

	Projected Total population (2015)
	15,805,239

	Percentage of under 15 Population
	46

	Total Fertility Rate
	6.0 children per woman

	Infant Mortality Rate
	66 per 1000 live births

	Under-five Mortality Rate
	112 per 1000 live births

	Maternal Mortality Rate
	675 per 100, 000 live births

	Male Life Expectancy at birth
	51years

	Female Life Expectancy at birth
	54 years



Source:  Demographic Health Survey 2010 
1.3
Health Sector

In Malawi both the public and the private sectors deliver health care services. The public sector includes all facilities under the Ministry of Health (MoH), Ministry of Local Government and Rural Development, the Police, the Prisons and the Army. The private sector consists of private for profit and private not for profit providers (mainly the Christian Health Association of Malawi (CHAM)), Muslim Association of Malawi. The MoH is the largest health care service provider followed by CHAM. Though the private health sector is growing, its services are mainly in the large urban centres. The public sector provides services free of charge while the private sector charges user fees for its services but not for EPI services. 

Health services are delivered at primary, secondary and tertiary levels. These different levels are linked to each other through an elaborate referral system that has been established within the health system. At the primary level, services are delivered through community initiatives, health posts, dispensaries, maternities, health centres and community and rural hospitals. At this level community-based health cadres such as Health Surveillance Assistants (HSAs) provide services alongside health workers such as nurses and medical assistants. District hospitals constitute the secondary level of health care and serve as referral facilities for both health centres and rural hospitals. The tertiary level comprises of central hospitals that provide specialist referral health services for their respective regions. 

The government of Malawi in its efforts to improve the health status of the nation developed the Health Sector Strategic Plan (HSSP) in 2010 that covers the period 2011-2016. 

The HSSP aims at four main outcomes: 

· Increased coverage of high quality Essential Health Package (EHP) services

· Strengthened Performance of the Health System to Support Delivery of EHP Services.

· Reduced Risk Factors to Health.

· Improved Equity and Efficiency in the Delivery of Quality EHP Services.

The Essential Health Package (EHP) comprises of diseases and conditions affecting the majority of the population especially the poor. This package is delivered free of charge in cost effective interventions. Vaccine preventable diseases are one of the components of EHP. Others include Acute Respiratory Infections (ARIs); malaria; tuberculosis; sexually transmitted infections (STIs) including HIVand AIDS; diarrhoeal diseases; schistosomiasis; malnutrition; ear, nose and skin infections; perinatal conditions; and common injuries.

1.4
Expanded Programme on Immunisation

In Malawi, EPI is integrated within the Preventive Health Services network.  At the central level, the programme is managed by the EPI Manager and assisted by deputy programme manager and officers dealing with logistics and cold chain, disease surveillance and data management 

The EPI Unit has the responsibilities of policy and guidelines formulation, training and supervision to ensure provision of quality immunisation services, and accelerated disease control activities that relate to three main diseases that are of global concern for eradication and elimination: polio, measles and NNT. In line with the global and regional disease control initiatives, special strategies are in place in order to sustain the targets and objectives. These include strengthening routine immunisation, conducting periodic immunisation campaigns and surveillance. 

The Regional EPI Officers in the North and South are responsible for coordinating EPI activities in their respective regions. The national EPI office is coordinating activities for the central regions. There are now 5 zonal health support offices. 
At district level, there are two EPI Coordinators assisted by Cold Chain Technicians who are responsible for control and allocation of supplies to health facilities within the districts.  At health centre level, all health workers participate in EPI activities.  Immunisation activities are carried out along with growth monitoring, nutrition and antenatal care throughout the country. Currently in most facilities immunisation services are provided by Health Surveillance Assistants (HSAs).

Immunization services in Malawi are provided to all children regardless of gender, geographic access  and socio-economic status. This is supported by the findings of the Malawi Demographic and Health Survey (MDHS 2010)  which found no differences in access to immunisation services by gender, geographic location, socio-economic status of families as summarised below::

By gender

· Access to all basic vaccines, 91.7% for males and 94.3% for females 

· Penta 3 coverage, 92.7% for males and 93.4% for females

By Geographic Access

· Access to all basic vaccines,96% for urban & 92.5% for rural

· Penta 3 coverage, 94.1% for urban and 92.8% for  rural

Highest and Lowest Economic Quintile
· Access to all basic vaccines, 95.9%for highest quintile & 90.2% for  lowest quintile

· Penta 3 coverage, 94.3% for highest quintile and 91.3% for lowest quintile

Geographic Regions

· Access to all basic vaccines,93.4%for  north, 91.5% for central and 94.5% for south

· Penta 3 coverage, 95.2% for north, 90.0% for central and 95.2% for south 

The table below outlines immunization coverage for 2012 and 2013. The routine immunization data is not disaggregated based on sex. However, as reported above, the data on sex is obtained during surveys and it does not show any significant disparities. 

Table 3. Trends in national vaccine coverage

	Trends of national vaccine coverage (percentage)

	Vaccine
	Vaccine Used
	Target population 2013
(number by age and sex,

if available)
	Coverage reported (JRF)

	
	
	
	Most recent year 2013
	Previous year 2012

	BCG
	20 dose
	668,801
	96%
	102%

	OPV 3
	20 dose
	627,816
	89%
	95%

	DTP 1 / Penta 1
	10 dose
	627,816
	96%
	99%

	DTP 3 / Penta 3
	10 dose
	627,816
	89%
	96%

	HPV 1
	1 dose
	6,261
	95%
	NA

	HPV 3
	1 dose
	ND1
	ND
	NA

	Measles 1
	10 dose
	627,816
	88%
	90%

	Measles 2
	NA
	NA
	NA
	NA

	PCV 1
	1 dose
	627,816
	96%
	99%

	PCV 3
	1 dose
	627,816
	89%
	108%

	Rota 1
	1 dose
	627,816
	87%
	19%2

	Rota 2 or 3 
	1 dose
	627,816
	81%
	NA


Note: 
1Two doses of HPV were administered in 2013 and third doses were given in 2014 and data is being compiled.
2Rota was introduced in November 2012.
2.0
INTRODUCTION OF INACTIVATED POLIO VACCINE (IPV) 
The comprehensive multi-year plan (cMYP) in Malawi covers the period 2012-2016. The CMYP feature Polio Eradication initiative activities as top priority issues for Malawi Malawi has recently introduced PCV and  rota countrywide and HPV demonstration project in two districts. The table below shows national priorities and objectives including proposed targets and related milestones for polio eradication.

Table 4:
Targets and Milestone for polio eradication
	Description of problem or national priority
	Programme objective
	Targets and Milestones
	Regional and global goals

	1. Sustain polio free status in Malawi
	1. To introduce IPV  in routine immunization.


	2015: 98% IPV  national coverage 

2016: 99% IPV  national coverage.   

2017: 99% IPV  national coverage

2018: 99% IPV  national coverage
	Access to current new and under-utilised vaccines, maximized and disease control efforts accelerated in countries and areas by provisional of technical and policy support that effectively contributes to build capacity from district level upwards.

	
	1.To replace tOPV with bOPV
	2016: 99% bOPV3  national coverage.   

2017: 99% bOPV3  national coverage

2018: 99% bOPV3  national coverage
	


3.0
JUSTICATION FOR INTRODUCING IPV
The National EPI programme in Malawi was launched in 1978 and throughout the years the programme has been using only OPV in the immunisation schedule.  African Region Certification Commission (ARCC) accepted Malawi’s Polio documentation on polio free status in October 2005 and each year, an updated AFP annual report is submitted to ARCC. The last clinical case of wild polio virus in Malawi was reported in 1992. The country  has not experienced any WPV or circulating Vaccine Derived Polio virus outbreaks. 

The WHO position paper on Polio vaccine released on 28 February 2014 recommends that countries that are currently using OPV only vaccines should introduce at least one dose of  IPV  in the infant immunization schedule to mitigate the risk associated with the withdrawal of OPV. 

In conformity with the recommendation made by the WHO, and in line with the Polio Eradication and End Game Strategy 2013-2018, the Government of Malawi has decided to introduce 1 dose of IPV in the routine Immunisation schedule to be administered at 14 weeks of age alongside OPV 3, PCV3 and DPT- HepB-Hib-3.  

4.0
VACCINE PREFERENCE
The first choice IPV formulation is 10 dose vial,  second choice is 5 dose vial and the last one is 1 dose vial. Due to current global unavailability of 5 dose vial, the country will first start with 10 dose vial and later shift to 5 dose vial when available. The table below contains specifications of IPV. 

Table 5 IPV vaccine preferences and estimated date of introduction

	Preferred IPV vaccine
	Month and year of first vaccination
	Preferred second presentation
	Preferred third presentation

	10 dose vial


	January 2015


	5 dose vial


	1 dose vial




4.1  Country licensure status

The Pharmacy, Medicine and Poison Board (PMPB) is a designated National Regulatory Authority (NRA) for Malawi. It is mandated to provide licensing functions for medicines and vaccines in the country. It is functional and operates within its mandate. Currently no manufacturer has registered IPV in the country and for products that are WHO pre-qualified, the PMPB waives requirement for Good Manufacturing Practices (GMP) inspection. However, the IPV manufacturer needs to complete the attached application and submit a dossier in Common Technical Document (CTD) format  at a fee of US$500. The process takes about 3-6 months for the board to approve as they meet every quarter.  PMPB now is in the processing of adopting WHO’s expedited procedure for licencing of pre-qualified vaccines.        
All vaccines are cleared by customs in coordination with the Clearing Agents and this does not take long time.

4.2  Target Population and Vaccine Supply

The Government of Malawi provides funds for the procurement of  all vaccines through Unicef. Traditional vaccines and the corresponding quantities of injection materials are fully funded by the Government of Malawi and while co-financing is done for new and under-utilized vaccines.

Table  6:   IPV Requirements 2015-2018
	Vaccine: IPV
	Use data in:
	Year 1 2015
	Year 2 2016
	Year 3 2017
	Year 4 2018

	Number of children to be vaccinated with IPV
	Table 3.4
	703,641
	719,249
	735,365
	751,996

	Target immunization coverage with IPV
	Table 3.4
	98%
	99%
	99%
	99%

	Number of doses in schedule
	 
	1
	1
	1
	1

	Estimated vaccine wastage factor
	Annex 2a or 2b
	1.33
	1.33
	1.33
	1.33

	
	Table E - tab 5
	
	
	
	

	Number of doses required
	 
	        917,126 
	         937,469 
	         958,475 
	        980,152 

	Buffer for first year 
	25% 
	        229,281 
	 
	 
	 

	Total number of doses required
	 
	      1,146,407 
	         937,469 
	         958,475 
	        980,152 

	Number of AD syringes required
	
	      1,146,407 
	         937,469 
	         958,475 
	        980,152 

	Number of safety boxes required
	
	          11,464 
	           9,375 
	9,585
	          9,802 


5.0 INTRODUCTION AND IMPLEMENTATION CONSIDERATIONS
5.1 Policy Development

The EPI programme in Malawi provides childhood immunizations including TT through static and outreach strategies. 

IPV will be given at 14 weeks of age together with PCV, penta and OPV as indicated in the table below. This will not change the existing  immunization schedule in Malawi. Currently Penta is given on the right upper thigh, PCV on the left upper thigh.  Therefore,  the proposed site for IPV is left upper arm deltoid area

Table 7:
 Vaccination Schedule for Malawi 

	        Antigen
	          Age

	OPV 0
	At birth up to 14 days

	BCG
	At birth or first contact

	OPV1, DTP-HepB-Hib1, PCV1, rota 1
	6 Weeks of age

	OPV2, DTP-HepB-Hib2, PCV2, rota 2
	10 Weeks of age

	OPV3, DTP-HepB-Hib3, PCV3,IPV
	14 Weeks of age

	Measles first dose
	At 9 months of age

	Measles second dose
	At 18 months3

	TT 1
	First contact

	TT 2
	1 Month after the 1st dose

	TT 3
	6 Months after the 2nd dose

	TT 4
	1 Year after the 3rd dose

	TT 5
	1 Year after the 4th dose

	Vitamin A (6-59months)
	Every 6 months up to 59 months

	Vitamin A (post natal mothers)
	Within  2 months of delivery


3Also to be introduced in January 2015
5.2 National Coordination 

For the previous new vaccine introductions, a National Task Force (NTF) was established to coordinate all preparatory activities at national level. The same committee will be established to oversee the introduction of IPV. It will be chaired by the Director of Preventive Health Services in the Ministry of Health. The committee will comprise of representatives from Ministry of Health and from Partners( WHO, UNICEF, CHAI, MCHIP, USAID and Civil Society Organisations). The committee will be supported by four subcommittees; Training, Social Mobilisation, Communication and Protocol.

  5.3 Affordability and Financial Sustainability

Malawi started co financing for New and underutilised vaccines in 2006 and it was for DPT-HepB-Hib vaccine and injection materials. With the introduction of PCV 13 in 2011 and Rotavirus vaccines in 2012, the Government has continued with the co-financing commitment and has not defaulted. 

According to GAVI guidelines and conditions for IPV support, there are no co-financing requirements by Low Income Countries (LIC)  introducing IPV with GAVI support. It is therefore the expectation of the Government of Malawi that there will be no co-financing for IPV. Furthermore, Malawi is asking for NVS in kind, for a period of four years, starting from 2015 through 2018. The expected financial support will be disbursed by GAVI directly to UNICEF SD for the procurement of IPV vaccines. Therefore there will be no oversight responsibilities by the Health Sector Review Group (HSRG), the equivalent of ICC in Malawi. However, the HSRG will continue to provide oversight for the other GAVI support. 
The Ministry of Health through SWAp allocates funding for the procurement of  all traditional vaccines including OPV. This demonstrates government commitment in ensuring that vaccines are given a priority in the national budget for Ministry of Health. The Government will continue procuring OPV for the period 2015-2018. Although the Government will strive to ensure the availability of vaccines and injection materials, competing priorities within the health sector may not guarantee adequate funding for the underutilised and new vaccines.          

5.4 Overview of Cold Chain
In 2012 the EPI programme constructed a new national vaccine store room using funds from GAVI HSS. This was in anticipation of new vaccine introductions. The Government of Malawi procured 7 new WICRs of 9,524 litres each making a total of 66,668 litres. Two new WIFRs of 5,128 litres each were also installed. The current cold chain capacity at national level is adequate for the storage of the traditonal vaccines and new vaccines including IPV based on two shipments per year as tabulated below.  The country has also increased capacity of cold rooms in the south with the installation of 2  walk in cold rooms of 40 cubic meters and 2 walk in freezer rooms  of 20 cubic meters. The construction work for the regional cold room in the north will also commence soon after bidding processes have been finalized. Procurement of the one 40 cubic meter cold room and one 20 cubic meter freezer room for the north is in process. About 300 refrigerators of various models will also be procured when GAVI HSFP funds will be disbursed into the country. Lilongwe, Zomba and Mangochi districts which have high population will be installed with cold rooms in order to increase the storage capacities.
In addition, UNICEF has pledged about US$90,000 from NORAD funds for the procurement of refrigerators and these will be distributed to health facilities that have inadequate storage capacities and will be distributed to health facilities before the end of the year. KFW (Germany government)  through UNICEF Malawi has just given the  EPI Programme a grant of  €5 million (US$6,650,000)  for procurement of traditional vaccines and cold chain equipment.  About 400 refrigerators of various models will be procured and most of them will be distributed to health facilities to increase storage capacities and replace old equipment before the end of year. The grant also includes procurement of other cold chain equipment such as vaccine carriers and cold boxes.
Table 8: Capacity and cost for positive storage level

	
	
	Formula
	2013
	2014
	2015
	2016
	2017
	2018

	A
	Annual positive volume requirement, including new vaccine PCV13, rota and IPV(litres or m3)
	Sum-product of total vaccine doses multiplied by unit packed volume of the vaccine
	           67,308 
	           64,315 
	           

   
79,556
	           92,182 
	           95,766 
	           98,807 

	B
	Annual positive capacity, including new vaccine PCV13, rota and IPV (litres or m3)
	#
	           66,668 
	           66,668 
	           66,668 
	           66,668 
	           66,668 
	           66,668 

	C
	Estimated minimum number of shipments per year required for the actual cold chain capacity
	A / B
	1.01
	0.96
	1.03
	1.38
	1.44
	1.48

	D
	Number of consignments / shipments per year
	Based on national vaccine shipment plan
	2
	2
	2
	2
	2
	2

	E
	Gap (if any)
	((A / D) - B)
	-  33,014 
	-  34,510 
	-  26,890 
	-  20,577 
	-  18,785 
	-  17,265 

	F
	Estimated cost for expansion
	US $
	0
	0
	0
	0
	0
	0


5.5 Waste Management and Injection Safety

Malawi Expanded Programme on Immunization has adopted a policy of using autodisable syringes (ADs) for routine and supplemental immunization activities since 2001.

All used injection equipment (syringes and needles) are discarded in safety boxes immediately after use. About 60% of the health facilities have functioning incinerators. Where incinerators exist, safety boxes are incinerated immediately after use while burn and bury method of disposal is used in health facilities that do not have incinerators.
5.6 Health Worker Training and Supervision

Malawi has adequate number of  Health Surveillance Assistants (HSAs) to provide immunization services. 

Training guide will be developed for all cadres of health workers.  A Training of Trainers for District Teams will be conducted in all the five zones. Thereafter, district teams will train all Health Surveillance Assistants and other workers in their respective districts on the introduction of IPV. 

Supportive supervision will be conducted during the training of health workers. The visits will also be done during the preparation and implementation period using the checklist.
5.7 Risks and Challenges.

Malawi has successfully introduced new vaccines and the introduction of IPV will not have any significant challenge. However, adequate information about the importance IPV needs to be disseminated to both health workers and community before introduction.
6.0
LESSONS LEARNED FROM NEW VACCINE INTRODUCTION

6.1 
PCV and Rota  Introduction

Malawi introduced Pneumococcal Vaccine and Rotavirus vaccine into routine immunization with GAVI support in 2011 and 2012 respectively. Lessons were identified during PCV and rota introduction and from assessments e.g. PIE, PCV uptake Assessment; supportive supervision visits and administrative uptake data. Recommendations were incorporated and proactively addressed during subsequent introduction of HPV. A summary of lessons learnt is addressed below including proposed actions for subsequent introduction is provided in table 3.  

Table 9:
  Lessons Learnt PCV,  Rota and HPV Vaccine Introduction and Proposed Action

	
	Lessons Learnt
	Proposed Action

	1. Introduction Preparations
	· Preparations began in good time – 1st National Task Force  held  5 months before introduction date

·  Budget and activity timeline shared early and thus able to mobilise additional funds from donors for gaps identified as well as agree on task sharing 

· Missed opportunity to use in country  experts as advisory group (NITAG) to guide on technical decisions particularly age restrictions
	· Maintain early onset of introduction planning including early sharing of timelines and budget to allow for adequate timing for resource mobilisation and task allocation.

· Utilise new vaccine introduction to establish structures such as NITAG to provide technical advice on immunisation related issues

	2. Logistics (cold chain, vaccine delivery etc)
	· All districts received stock prior to launch

· Prepositioned x2.5 months stock at district level to cater for potential backlog and prevent stock-outs (during PCV introduction several facilities experienced stock-out due to high backlog of children coming to receive the vaccine) 

· Fridges and freezers procured & reallocated to ensure adequate cold chain capacity at all levels based on 2011 CCI
	· Maintain timely delivery of vaccines to district  and should be done to allow time for subsequent distribution by the district to facilities prior to launch date ideally vaccines should be in all facilities nationwide by launch date

· Review allocation of fridges and freezers based on updated CCI data to ensure that cold chain capacity is adequate at all levels

· Develop a tracking system/tool to understand where vaccines have been distributed, trainings completed, and vaccinations begun

	3. Health Worker Training
	· Majority of immunising health workers trained from 2500 (PCV ) to over 14 000 during Rota thus all vaccinating HW trained on new vaccine

· Training supervision done by central level to majority of districts to provide support early during district level trainings

· Successful cascade of training, notably by training more trainers in larger districts 

· Training sessions included practical exercises with dummy vials, pre and post test refresher on key topics,  video and adequate material for all training 
	· Maintain format of trainings for subsequent trainings

	4. Social Mobilisation 
	· KAP study guided production of material in terms of key messages, acceptability of new vaccine etc which led to good acceptance of vaccine by community including traditional and religious leaders

· Printed materials distributed late to districts and facilities (up to 2 months after launch)

· No budget provided for district level social mobilisation activities


	· Plan for early printing of IEC materials in order to ensure timely distribution, ideally bundled together with vaccine

· Allocate funds for district level social mobilisation activities



	5. Monitoring & Evaluation
	· Monitoring materials revised during PCV intro included Rota at the same time so saved costs and time

· National level monitored uptake of vaccine and shared regular coverage data in first months after intro

· Distribution of revised forms not adequate – some facilities and districts did not have revised versions during post launch visit – led to reporting discrepancies

· Inadequate numbers of tools for facilities – ran out and not replenished had to revert to older versions e.g under 1 registers 


	· Where country has visibility into subsequent introductions tools should be revised to cater for both to have efficiency.

· Improved forecasting  of  requirements and distribution of tools to ensure adequate amounts of new tools in all facilities

· Improved  coordination for monitoring tools development, printing and distribution especially for tools not directly made by EPI 




7.0
MONITORING AND EVALUATION
Monitoring of IPV vaccination will be part of the routine EPI monitoring system. Immunization monitoring tools will be revised to include measles second dose and IPV with the involvement of Health Management Information System. Health workers will be oriented on changes made. Supportive supervision to districts and health facilities will be intensified to strengthen the monitoring system during the early phase of introduction. 

8.0
REVISION, PRINTING AND DISTRIBUTION OF TOOLS 

The following materials will be revised to include the IPV:

8.1
Recording and reporting tools

· Child health profile Books

· Under 2  year registers

· Routine immunization reporting forms

· Performance monitoring charts

8.2
Social mobilization Materials

· Revised Immunization schedule

· Posters

· Other IEC materials

The revised materials will be quantified to meet requirements for the whole country following which a distribution plan will be elaborated and finalised. 

9.
STOCK MANAGEMENT 
The Programme introduced Stock Management Tool (SMT) to manage vaccines and injection materials at national in 2004 and regions in 2008. With support from WHO, the SMT was introduced in all districts in July 2013. District Vaccination Data Management Tool (DVD-MT) was also introduced together with SMT in July, 2013.

There are 3 ten tone trucks that are used for collection of vaccines from the Airport to the National Vaccine Store (NVS). Regions collect vaccines from the NVS on quarterly basis and in each region has one ten tone truck.  Districts collect vaccines  from the Regions monthly and they distribute the vaccines to health facilities on monthly basis. The introduction of IPV will not impact on the distribution system.
10. ADVERSE EVENTS FOLLOWING IMMUNIZATION MONITORING AND REPORTING
In Malawi there is an established system for surveillance of Adverse Events Following Immunization (AEFI). This system is integrated and covers both the traditional vaccines and new vaccines. At service level, health workers are trained on how to detect report and investigate any AEFIs to the National EPI programme. Monitoring and reporting tools are available for use at health facility levels.

For every new vaccine that Malawi has introduced in the recent years, (PCV 13 in 2011, Rotavirus vaccine  in 2012 and HPV in 2013) health workers have been trained on AEFIs and how to manage them. Field guide documents have been developed and distributed to health workers for each new vaccine as reference documents. 

In the past two years the National EPI programme has conducted mid -level management (MLM)  and Immunisation in Practice  training courses for health workers across the country. These courses included modules on AEFI reporting and management. 

Plans to further strengthen AEFI surveillance in Malawi from  2015 and beyond

· In 2014, with support from WHO AFRO, Malawi is planning to set up a National AEFI review Committee. This committee will be trained on causality analysis and other AEFI related topics. The expression of interest has already been made by the National EPI programme to WHO AFRO.  In April 2014 representatives of MOH (EPI and PMPB) and WHO Malawi will attend a training workshop in Accra Ghana on Vaccine Safety Pharmacovigilance.  

· Currently the NRA for Malawi (Pharmacy, Medicines and Poisons Board) is receiving technical support from WHO AFRO and HQ on post marketing surveillance through Africa Vaccine Regulatory Forum (AVAREF). 

·  Furthermore the PMPB is represented as a member of the EPI TWG to further strengthen the collaboration between EPI Programme and the PMPB. Inclusion of a PMPB representative in the EPI Sub-technical working Group. 

· Development of AEFI management protocol charts for health facility level. The activities above are included in the revised cMYP 2013-2016 and EPI National Plan of Action for 2014.

· The field guide for IPV introduction will include sections on IPV associated AEFIs. 

11.0
ADVOCACY, COMMUNICATION AND SOCIAL MOBILIZATION

A high level delegation from Malawi attended the World Health Assembly (WHA) session 66 in May 2013 at which the Global Polio Eradication Emergency plan 2012-2013  and The Polio Eradication and end game strategic plan 2013-2018 were presented and discussed by member states. The delegation were appraised on the Polio Eradication and end game strategic plan recommendation that all countries should introduce as least one dose of inactivated poliovirus vaccine within their national immunization schedules.

In January 2014, the Minister of Health received a joint letter from GAVI, WHO and UNICEF notifying the country about the availability of financial support to the country to introduce IPV as part of the Polio Eradication and End Game. With these communications, the country initiated the necessary consultations in-country, to build consensus and start working on the necessary documentation to apply for support from GAVI. 

The government of Malawi has considered the introduction of IPV based on the technical advice received from GAVI, WHO and UNICEF with respect to the Polio Eradication and End Game strategy. The introduction of the IPV was discussed and endorsed in the EPI-sub TWG (ICC) meetings, and members agreed to compile a proposal to GAVI for support. 

Advocacy, communication and social mobilisation efforts are linked to community acceptance of the new vaccine.  Activities to raise awareness and acceptance of the new vaccine are supposed to take place from national level all the way to service delivery level. Key messages are supposed to be developed and disseminated to the wider audience during new vaccine introduction. 

Policy makers and stakeholders will be sensitised on the introduction of IPV. The community will also be sensitised through meetings, print and electronic media. Publicity materials such as posters, flyers and leaflets will be developed and printed.

12.0      NON-VACCINE INTRODUCTION COSTS FOR IPV INTRODUCTION
The number of children in the birth cohort in 2015 is estimated to be 703,641 and based on the allocation of US$ 0.80 per child, the total grant for introduction of IPV is US$607,947 and this includes UNICEF programme support costs of 8%. The total budget is US$1,317,780 and US$597,188 will come from the introduction grant for measles second dose. The government of Malawi will contribute US$25,000. Outlined below is the breakdown for the proposed activities and the cost estimates.   Additional resources will be mobilized locally to cover the shortfall which is about US$87,645. The budget will be shared with partners, WHO, UNICEF, USAID and others to solicit their commitments. 
Table 10: Budget summary for the Introduction of IPV
	 
	 
	 
	Government support
	Partners' support*
	Existing GAVI HSS funding
	Requested GAVI VIG

	 
	Cost Category
	TOTAL COST
	Amount
	Name
	Amount
	Amount
	Amount requested

	
	
	US$
	US$
	
	US$
	US$
	US$

	1
	Program management and coordination
	        55,000 
	         5,000 
	 
	 
	0
	           40,000 

	2
	Planning and preparations
	        60,000 
	        5,000 
	 
	 
	0
	           55,000 

	3
	Social mobilization, IEC and advocacy
	      195,000 
	 
	 
	 
	0
	         125,000 

	4
	Other training and meetings
	      660,000 
	 
	 
	 
	0
	         245,167 

	5
	Document production
	        185,000 
	 
	 
	 
	0
	           35,000 

	6
	Human resources and incentives
	        60,000 
	         5,000 
	 
	 
	0
	           15,000 

	7
	Cold chain equipment
	0
	 
	 
	 
	0
	0

	8
	Transport for implementation and supervision
	        35,000 
	        10,000 
	 
	 
	0
	           25,000 

	9
	Immunisation session supplies
	        10,000 
	 
	 
	 
	0
	           10,000 

	10
	Waste management
	0
	 
	 
	 
	0
	0

	11
	Surveillance and monitoring
	        20,780 
	 
	 
	 
	0
	           20,780 

	12
	Evaluation
	        27,000 
	 
	 
	 
	0
	           27,000 

	13
	Technical assistance
	0
	 
	 
	 
	0
	0

	14
	Data management
	        10,000 
	 
	 
	 
	0
	           10,000 

	15
	Other (please specify)
	 
	 
	 
	 
	0
	                 -   

	 
	Total
	    1,317,780 
	       25,000 
	 
	            -   
	0
	607,947 


Table 11: Combined Budget summary for MSD and IPV for VIG
	No
	Cost Category
	TOTAL COST
	Government support
	Unicef
	WHO
	Requested GAVI VIG for MSD
	Requested GAVI VIG for IPV
	Shortfall

	
	
	
	Amount
	Amount
	Amount
	Amount
	Amount requested
	

	
	
	US$
	US$
	US$
	US$
	US$
	US$
	US$

	1
	Program management and coordination
	55,000
	5,000
	 
	 
	       40,000 
	10,000
	0

	2
	Planning and preparations
	60,000
	5,000
	 
	 
	               -   
	55,000
	0

	3
	Social mobilization, IEC and advocacy
	170,000
	 
	 
	 
	       20,500 
	125,000
	24,500

	4
	Other training and meetings
	660,000
	 
	 
	 
	     375,408 
	275,167
	9,425

	5
	Document production
	185,000
	 
	 
	 
	       96,280 
	35,000
	53,720

	6
	Human resources and incentives
	60,000
	5,000
	 
	 
	       40,000 
	15,000
	0

	7
	Cold chain equipment
	0
	 
	 
	 
	               -   
	0
	0

	8
	Transport for implementation and supervision
	60,000
	10,000
	 
	 
	       25,000 
	25,000
	0

	9
	Immunisation session supplies
	10,000
	 
	 
	 
	               -   
	10,000
	0

	10
	Waste management
	0
	 
	 
	 
	               -   
	0
	0

	11
	Surveillance and monitoring
	20,780
	 
	 
	 
	               -   
	20,780
	0

	12
	Evaluation
	27,000
	 
	 
	 
	               -   
	27,000
	0

	13
	Technical assistance
	0
	 
	 
	 
	 
	0
	0

	14
	Data management
	10,000
	 
	 
	 
	               -   
	10,000
	0

	15
	Other (please specify)
	0
	 
	 
	 
	               -   
	0
	0

	 
	Total
	1,317,780
	25,000
	0
	0
	597,188
	607,947
	87,645


13.0
POST INTRODUCTION EVALUATION (PIE) FOR IPV 

The Post Introduction Evaluation (PIE) will be conducted between 6 and 12 months after introducing IPV  vaccine. It will focus on a range of programmatic aspects such as:  

· Vaccine management.

· Vaccine administration.  

· Adverse Events Following Immunization.

· Vaccine Wastage.

· Drop out rate

· Community receptiveness to the vaccine

14.0     TIMELINE OF ACTIVITIES

The following is an outline of activities that will be done before and during the introduction of IPV vaccine in the country. Some of the activities will continue to be conducted for some time after the introduction.

Table 11:
Time line for introduction of IPV  into Routine Childhood Immunisation Services

	 
	Annex C. IPV Introduction Timeline of Activities

	 
	(generic template, adapt as necessary)
	Month of IPV introduction plan

	 
	 
	2014
	2015

	No
	Description of Activity
	1
	2
	3
	4
	5
	6
	7
	8
	9
	10
	11
	12
	13
	14
	15
	16
	17
	18
	19
	20
	etc

	1
	Draft implementation plan for introducing IPV with OPV3 at DTP3/Penta 3 health contact
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	2
	Brief key stakeholders
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	3
	Funding secured from GAVI and other partners
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	4
	Establish procedures for implementation
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	5
	Adapt Information, Education and Communication (IEC) materials & develop communication plan for educating communities
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	6
	Review and revise immunization forms
	 
	 
	 
	 
	 
	 
	 
	*
	*
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	7
	Confirm space at regional and district cold stores
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	8
	Clear vaccine supply from customs
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	9
	Finalise budget
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	10
	Financial resources received at central level
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	11
	Pre-arranged budget is transferred from central to region and district levels
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	12
	Develop training plan for introducing IPV with OPV3 at DTP3/Penta 3 health contact
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	13
	Microplanning at district levels
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	14
	Implement training plan
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	15
	Implement communication strategy
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	16
	Transport vaccine to districts
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	17
	Delivery of IPV to target population
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 

	18
	Institute monitoring of adverse events following immunisation (AEFIs) for IPV
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 

	19
	Conduct PIE
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	*
	
	

	20
	Supportive supervision visits central to district
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	*
	*
	*
	 
	*
	 
	 
	*
	 
	 

	21
	Supportive supervision visits district to health facility
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	*
	*
	 
	*
	 
	 
	*
	 
	 

	22
	Monthly reporting of IPV doses delivered
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	*
	*
	*
	*
	*
	*
	*
	*

	23
	Analyze reported IPV data
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	*
	*
	*
	*
	*
	*
	*
	*

	24
	Submit financial report to GAVI
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 
	 
	 
	 

	25
	Submit progress report to GAVI 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	*
	 
	 


PAGE  
12

_1462883445.unknown

