Annex A. IPV INTRODUCTION PLAN – LESOTHO (14-18 JULY 2014)
EXECUTIVE SUMMARY
The last polio case in Lesotho was clinically detected in 1984. Introduction of IPV stems from the 2012 World Health Assembly whereby member states declared the completion of Polio virus eradication to be a programmatic emergency for global public health and called for a comprehensive Polio Endgame Strategy. Following that declaration, the Polio Eradication and Endgame Strategic Plan 2013-2018 was developed. Among other objectives the plan calls to introduce one dose of IPV into routine immunization programme in preparation for withdrawal of OPV in a phased manner.

In response to the call to end polio, Lesotho is planning to introduce IPV into the routine immunization schedule by the end of 2015.

Although the country has not experienced polio outbreaks or importations, the aim of this introduction is:

1) To prevent the emergence of type 2 polio viruses should they be introduced after the type 2 component of is removed from tOPV.
2) To boost population immunity against poliovirus types 1 and 3 in children who have previously received OPV. 

This introduction plan is aligned with the comprehensive Multi-Year Plan 2012-2017.

The Government of Lesotho is currently responsible for procurement of all traditional vaccines including Oral Polio vaccine. Therefore IPV will be added to the list of vaccines to be procured through Government financing mechanisms.
Lesotho conducted  a nationwide Cold Chain Inventory and Assessment in November 2012 to review and assess functionality  of EPI/Cold Chain and logistics at various supply chain levels namely, national, district and Health Centre of the immunization programme. The findings from this assessment revealed that there is adequate negative and positive cold storage capacity at central level to accommodate new vaccines beyond 2015, whilst on the other hand the findings revealed shortage of positive cold chain temperatures in most of the districts. In order to address the mentioned discrepancy the country procured 113 refrigerators for the districts and Health Centres the distribution of which is on-going.
The country plans to introduce the vaccine in all districts simultaneously. All children under 1 year of age will be eligible to receive 1 dose of IPV at 14 weeks together with DTP-HepB-Hib3 from June 2015 until entire cessation of OPV use. IPV will form part of the existing routine immunization schedule in Lesotho.
A nation-wide training on correct use of the vaccine will be conducted for all heath workers in a cascading manner and all EPI documentation and monitoring tools will be updated to incorporate IPV. Social mobilization and communication strategy will be developed and implemented to support the IPV introduction. Health workers will be trained on interpersonal communication to reassure families and care-givers on the importance and benefit of IPV vaccine. Community engagement and involvement and vaccine acceptance will be key to the success of the programme.
The implementation of the plan is to introduce the vaccine in June 2015 and preparatory activities will begin in February 2015.

The main risks and challenges associated with introduction of IPV may include: reduced number of children coming for immunization following the explanation on rationale for IPV introduction (myths and misconceptions).  
Mitigating strategies will include strengthening Social mobilization activities to maximise overall demand for immunization and launching of the vaccine by the high ranking officials of the Government ( Hon. Prime Minister/Hon Minister of Health) to minimize potential resistance and myths about the vaccine.
JUSTIFICATION FOR INTRODUCTION OF IPV AND NATIONAL DECISION-MAKING PROCESS
The last polio virus in Lesotho was in 1984, and the country’s polio free status documentation was endorsed by the Africa Regional Certification Commission (ARCC) in 2006. Since then the country has implemented activities to maintain high population immunity against polio and other vaccine preventable diseases. While in-county discussions involving stakeholders on the introduction of IPV are yet to take place in Lesotho, the country in line with the World Health Assembly (WHA) declaration of polio eradication as a public health emergency globally, plans to introduce the Inactivated Polio Vaccine (IPV) into its routine immunization by 2015.
Following the May 2012 World Health Assembly (WHA 61.1) declaration on completion of Polio virus eradication as a programmatic emergency for global public health, Lesotho plans to introduce to contribute towards global polio eradication. In addition, there has been regular sharing of information between the Government and global polio eradication groups such as GAVI. 
The Lesotho immunization programme was introduced 1979 starting with traditional vaccines including BCG, OPV and Measles. The country has successfully introduced Hepatitis B, Haemophilus Influenza type B and Human Papilloma Virus (HPV) Vaccine before, and has recently concluded plans to introduce PCV13 by end of 2014. This experience will be used for the introduction of IPV.
The decision making around the introduction of new vaccines and other new biological in Lesotho is guided by the technical analysis by Pharmacovigilance and Drug Regulation Unit with final decisions on introduction taken by the ICC. The introduction of IPV will follow the same process. 
On completion, the final draft of the GAVI IPV introduction application will be presented to the Ministry of Finance and the ICC for approval and adoption prior to submission to GAVI. 
The immunization schedule is illustrated below
Lesotho Immunization Schedule

	Antigen
	Age given

	BCG, OPV O
	At birth

	DTP-HepB-Hib and OPV1
	6 weeks

	DTP-HepB-Hib and OPV2
	10 weeks

	DTP-HepB-Hib and OPV3
	14 weeks

	Measles  1
	9 months

	Measles 2
	18 months

	DT
	18 Months


The IPV will be administered along with DTP-HepB-Hib 3 and OPV 3 vaccines at 14 weeks of age. 
The EPI Programme has updated its multi-year plan which spans from 2012-2017 defining appropriate strategies to strengthen the immunization services. The efficient and effective implementation of this new strategic plan will enable the country to realize its national vision for immunization and contribute significantly towards achieving Millennium Development Goal 4. In addition the cMYP has been updated to accommodate strategies and activities for the introduction of IPV and the polio endgame strategy. Budget for IPV introduction is also captured in the cMYP. IPV will be in the list of other vaccines to be procured.
 IPV VACCINE PREFERENCES AND ESTIMATED DATE OF INTRODUCTION
	Preferred IPV vaccine
	Month and year of first vaccination
	Preferred second presentation
	Preferred third presentation

	IPV 1 dose 

	[June  2015 

	IPV 10dose

	IPV 5 dose



2.2 COUNTRY LICENSURE STATUS
The country is in the process of establishing the NRA; however the Ministry of Health (MOH) has in place Pharmaceuticals Unit (Pharmacovigilance and Drug Regulation Unit) which is responsible to authorize vaccines and other related medicines to be imported and be used in the country. 

Like other introductions of new vaccine, licensure for IPV will be needed even if the vaccine is WHO prequalified, The Pharmaceuticals Unit  writes the letter of authorization to UNICEF/WHO to supply the country with such a vaccine and then accepts the expedited procedure for national registration of WHO-prequalified vaccines.

For the vaccine to be licensed, the Pharmacovigilance and Drug Regulation Unit requires that vaccines should come with all the necessary documents of product registration: certificate of Pharmaceutical Product, Manufacturing license, certificate of analysis from the laboratory which is WHO qualified and Good manufacturing practice certificate.
The Government of Lesotho has engaged an independent National Drug Supply Organization,  in the area of vaccines and supplies, to be responsible for the clearing of vaccines at customs and the country has not experienced delays in receiving vaccine therefore IPV delivery will follow similar procedures. 

TARGET POPULATION AND VACCINE SUPPLY
	YEAR
	NUMBER IN TARGET POPULATION FOR IPV

	2015 October to December
	12, 475

	2016
	49, 947

	2017
	49, 995


PROCEDURES IN PROCUREMENT AND DELIVERY OF VACCINES

The National EPI Programme forecasts the requirement and determines the specifications and quantities of vaccines to be procured. The Government of Lesotho through the MOH procures all EPI vaccines and injection materials through UNICEF. In the case of IPV procurement, the Government will follow the existing procurement procedures for procurement of traditional vaccines. 
NRA does not exist in Lesotho; however, the Medicines Regulatory Unit under the Ministry of Health plays the role of controlling/regulating all medical supplies coming into and going out of the country. However, the Ministry is currently in the process of establishing the NRA.
 POLICY DEVELOPMENT
The Lesotho National EPI Policy and other related documents have been updated to address the introduction of new life-saving vaccine which the country introduced over the last couple of years. In preparations for the introduction of IPV, these documents will further be updated to incorporate all related issues. The introduction of IPV will not warrant alterations in the current country’s immunization schedule as it will be administered at the same time as OPV3 when Penta3 is also administered. In timing IPV administration with those of OPV3 and Penta3, introduction of IPV into the national schedule will not require additional visits by the care-giver.

VACCINE ADMINISTRATION 

Pentavalent vaccine is currently given intramuscularly into the antero-lateral aspect of the left upper thigh, while the planned PCV will be administered intramuscularly in the antero-lateral aspect of the right upper thigh. Therefore IPV will be administered intramuscularly, on the same site as PCV with 2.5 cm apart between injection sites. The dosage for IPV is 0.5ml.

INTERGRATION WITH OTHER HEALTH INTERVENTIONS

Immunization services in Lesotho are delivered together with other child survival interventions such as Vitamin A and Deworming especially during child health days/weeks. The planned introduction of PCV later in 2014 will equally ensure the integration with other programs for broader pneumonia prevention interventions. The IPV introduction will not be an exception in this policy of integrated child survival interventions.


  NATIONAL COORDINATION MECHANISM TO ENSURE THE SUCCESSFUL INTRODUCTION
Under the support of the Division of Family Health of the Ministry Health, the EPI Technical Working Group will coordinate the introduction of the new vaccine, and will regularly report to the ICC. 

This committee will also handle specific programmatic issues such as training, cold chain infrastructure, advocacy and social mobilization, updating of data tools, development of training  materials and guidelines and other technical aspects as well as resource mobilization to cover gaps in funding, which are included in the overall implementation plan. Specific sub-committees will be established to coordinate and oversee implementation of various aspects of the IPV introduction. Social mobilization and communication committee, training committee, logistics committee etc. will be responsible for various aspects.

AFFORDABILITY AND FINANCIAL SUSTAINABILITY
Cost estimates are made with reference to the newly updated EPI Logistics forecasting Tool with regard to procurement of IPV and injection safety materials and cMYP 2012-2017

Immunization financing forms part of the total budget for health and it is aligned with NHSP. Programme costing and financing is aligned with the budgeting cycle of the government which runs from April to March every year.

While the Government of Lesotho has secured funding for immunization, and some funding coming from health partners, additional costs for IPV (GAVI VIG) will be used to support implementation of introduction activities.  

 No co-financing by government is anticipated for IPV, the national program will mobilize through the government and other stakeholders, additional funds to fill-in gaps for other non-vaccine operational costs that may be related to IPV introduction, as was the case with other new vaccines so far introduced in the country.

3.4 OVERVIEW OF COLD CHAIN CAPACITY AT DISTRICT AND CENTRAL LEVELS
Lesotho conducted  a nationwide Cold Chain Inventory and Assessment in November 2012 to review and assess functionality  of EPI/Cold Chain and logistics at various supply chain levels namely, national, district and HF of the immunization programme.

The assessment noted that, whilst there seems to be sufficient storage capacity at national vaccine store for both positive and negative storage temperatures, there is  a need for immediate procurement and installation of cold chain equipment at district level throughout the country for capacity expansion of positive temperatures, however there is adequate capacity for negative storage requirements in all districts. 

 .Following the Cold Chain (CC) Inventory exercise, a 5 year replacement plan for  Cold Chain equipment was .developed. In response to the recommendations from the CC inventory and assessment, the MOH procured 113 refrigerators for the districts and health centres through Government funding, and is also in the process of procuring more 100 refrigerators as per the replacement plan 2013-2017. 

A  WIR Cold room has been procured by the Government of Lesotho and  installed  at central level in addition to the existing cold room in order to meet the demands of increasing new vaccines to be introduced in the future. In addition to Cold Chain Assessment and Inventory results, EPI Logistics forecasting tool also depicts shortage of storage at positive cold chain temperature at district level and adequate storage for both positive and negative at central level for 2015 and beyond. 
Regarding other cold chain needs, the country has adequate  cold boxes, ice packs and vaccine carriers to accommodate new vaccines including IPV.

All the power used at central and districts, is financed through Government funds, There is budget line item for  power supply and maintenance of cold chain equipment  in all district budget plans which are done annually.

The tables below shows Cold Chain Capacity for National and Districts:
	Cold chain capacity need assessment (for negative storage
	
	
	

	
	National vaccine store
	
	
	
	
	
	

	 
	 
	 
	2013
	2014
	2015
	2016
	2017
	2018

	A
	Total net cold-chain capacity required for a storage period
	Capacity needed
	           251 litr
	          258 litr
	           266 litr
	           285 litr
	           305 litr
	           342 litr

	B
	Existing net negative cold chain capacity (litres)
	Capacity currently available
	           435 litr
	           435 litr
	           435 litr
	           435 litr
	           435 litr
	           435 litr

	C
	Net additional negative capacity installed
	Additional capacity expected
	               0 litr
	               0 litr
	0 lit
	               0 litr
	               0 litr
	               0 litr

	D
	Total net negative cold-chain capacity available
	Total capacity to be available
	           435 litr
	           435 litr
	435 lit


	435 lit


	435 lit
	435 lit

	E
	Gap in litres
	A-D
	-         185 litr
	-         177 litr
	170 lit
	150 lit
	131 lit
	93 lit


	Capacity and cost (for negative storage)
	
	
	
	
	

	
	National vaccine store
	
	
	
	
	
	

	 
	 
	Formula
	2013
	2014
	2015
	2016
	2017
	2018

	A
	Annual negative volume requirement, including new vaccine (specify:_______) (litres) 
	Sum-product of total vaccine doses multiplied by packed volume per dose
	           334 litr
	           344 litr
	           354 litr
	           380 litr
	           406 litr
	           456 litr

	B
	Existing net negative cold chain capacity (litres)
	#
	           435 litr
	           435 litr
	           435 litr
	           435 litr
	           435 litr
	           435 litr

	C
	Estimated minimum number of shipments per year required for the actual cold chain capacity
	A/B
	0.77
	0.79
	0.81
	0.87
	0.93
	1.05

	D
	Number of consignments / shipments per year
	Based on national vaccine shipment plan
	4
	4
	4
	4
	4
	4

	E
	Gap in litres
	((A*(1/D+Buffer/12) - B)
	-        268 litr
	-        263 litr
	-        258 litr
	-        245 litr
	-        232 litr
	-        207 litr

	F
	Estimated additional cost of cold chain
	US $
	$0
	$0
	$0
	$0
	$0
	$0


	 Capacity and cost (for positive storage)


	
	
	
	
	
	
	
	
	
	

	
	Intermediate stores
	2015
	
	
	
	
	
	
	
	
	
	

	 
	 
	Formula
	Butha-Buthe
	Berea
	Leribe
	Maseru
	Mafeteng
	Mohales'Hoek
	Mokhotlong
	Qachas'Nek
	Quthing
	Thaba-Tseka

	A
	Annual positive volume requirement, including new vaccine (specify:__________) (litres) 
	Sum-product of total vaccine doses multiplied by packed volume per dose
	           623 litr
	       1 452 litr
	       1 672 litr
	       2 687 litr
	       1 041 litr
	           970 litr
	           586 litr
	           394 litr
	           678 litr
	           768 litr

	B
	Existing net positive cold chain capacity (litres)
	#
	           233 litr
	           250 litr
	           483 litr
	           492 litr
	           250 litr
	           483 litr
	           250 litr
	           233 litr
	           233 litr
	           240 litr

	C
	Estimated minimum number of shipments per year required for the actual cold chain capacity
	A/B
	2.67
	5.81
	3.46
	5.46
	4.16
	2.01
	2.34
	1.69
	2.91
	3.20

	D
	Number of consignments / shipments per year
	Based on national vaccine distribution plan
	4
	4
	4
	4
	4
	4
	4
	4
	4
	4

	E
	Gap in litres
	((A*(1/D+Buffer/12) - B)
	78.4147
	         476 litr
	         353 litr
	         852 litr
	         271 litr
	              2 litr
	            43 litr
	-          36 litr
	         106 litr
	         144 litr

	F
	Estimated additional cost of cold chain
	US $
	$1 114
	$2 229
	$2 229
	$4 458
	$1 114
	$0
	$1 114
	$0
	$1 114
	$1 114


  WASTE MANAGEMENT AND INJECTION SAFETY 

The MOH has Health Care Waste Management Guidelines that details operative requirements for the effective and sustainable management of health care waste generated in all health care facilities. The EPI Programme also follows the guidelines to dispose generated waste. In general all district hospitals have incinerators and all health centres transport medical waste in accordance with guidelines for incineration to hospitals. Therefore regarding introduction of IPV, all the waste generated will be disposed of using similar mechanisms. In Lesotho procurement of vaccines and devices is done through UNICEF country office.

 Injection Safety 

The injection safety policies which are currently in practice (National Health Care Waste Management Policy and plan, EPI policy) will be equally applicable to IPV. Injection safety is a crucial element that will be re-emphasized in the training of health workers in preparation for the introduction of IPV. The 0.5 ml AD syringes and safety boxes will be supplied as bundled with the vaccine. To ensure safe disposal of injection equipment, the use of puncture resistant safety boxes for disposal of sharps and adherence to waste management plan that is in place, will be re-enforced during training.

	


HEALTH WORKER TRAINING AND SUPERVISION
Prior to the introduction of IPV into the national immunization programme, all health workers and staff who handle EPI vaccines at all levels will be informed and trained on IPV. A training guide for health workers containing information on the vaccine, rationale for introduction of IPV, AEFI will be used. Training for national and district level participants will require 2 days whilst   health workers (vaccinators) at Health Centre level will require 4 days of training. The UNICEF/WHO generic guidelines will be adapted to the country situation before introduction of IPV, other IEC materials including posters, videos will be developed, printed and disseminated before training. The UNICEF/WHO generic guidelines will be adapted to the country situation before introduction of IPV, other IEC materials including posters, videos will be developed, printed and disseminated before training. The nursing staffing pattern for health centres is currently adequate based on the recommended staffing pattern.(Three Registered Nurse Mid-wives and Two Trained Nursing Assistants)

Training for IPV  introduction will be part of capacity building for the overall routine immunization program . The introduction will be nationwide with simultaneous introduction in all districts in Lesotho. 

Key Activities to facilitate introduction of the Inactivated Polio vaccine (IPV) are: 
· Creation of sub-committees to oversee the different components of the introduction (training/guideline development, logistics, advocacy, communication and social mobilization, resource mobilization)

· Planning and coordination meetings to prepare the plan of action with budgets.

· Revision and update of EPI tools, guidelines and standard operating procedures

· Training of all levels of immunization and health-care staff

· Advocacy, communication and social mobilization

· Supervision, monitoring and evaluation 
· Post introduction evaluation (PIE)

 TRAINING TOPICS TO BE COVERED
	Rationale for the introduction of IPV. (IPV vs OPV)
	· Call for comprehensive Polio Endgame

· What is the difference between IPV and OPV

· Why should countries introduce IPV



	Description of the vaccines

Recommended schedule and target population

Mode of Administration


	· The vaccine will be described briefly, covering the different types and possible formulations. This will also cover the schedule for administration and how it will be integrated in the routine EPI schedules.

· Emphasis on the mode of administration and injection site selection is crucial in the training as IPV is to be simultaneously administered with other routine EPI vaccines (Pentavalent and PCV). 
· IPV will be given on the right antero-lateral aspect of the thigh intramuscularly together with PCV. Health workers will be trained  to space these two injection sites by 2.5 cm apart 
· Further emphasis will be placed on handling of the vaccine to avoid contamination and cross infection

	Cold Chain issues 
	General cold chain aspects of EPI will be discussed, emphasising IPV storage requirements.

	Documentation and record keeping


	· Trainees will be introduced to the revised reporting forms and other monitoring tools to enable them integrate IPV into the routine EPI records.

· Plans for using up or retiring stocks of old cards and other materials will be clarified during the training.

· Health facility staff will be encouraged to document and report any problems they experience as a result of the introduction of the IPV. This includes any potential adverse events following immunization (AEFI), community interest or resistance etc.

	Injection Safety


	Particular attention will be given to injection safety with regard to all EPI vaccines including IPV. Trainees will discuss the applicability of injection safety policies to the new vaccine.

	Public awareness and Health Education (Advocacy)


	Health workers and other trainees will discuss methods for creating awareness of the introduction of IPV. 

Methods of health education will be reviewed and Health workers instructed to inform mothers and caretakers of children about the new vaccines, the likely benefit and the mode of administration.

Health workers will be trained on how to address concerns by mothers about multiple injections. 

	Monitoring and evaluation.


	General monitoring and evaluation of EPI activities will be reviewed and plans to incorporate the IPV will be discussed during training. Particular emphasis will be put on plans to monitor wastage.

	Monitoring of AEFI
	Importance of monitoring adverse effects as this is a new vaccine.

Surveillance and management of AEFI


3.7  Risks and challenges

· Identify risks and challenges to the new vaccine introduction – e.g. financial, mobilization of communities, programmatic, etc., - and outline the plans to address them.
RISKS AND CHALLENGES TO INTRODUCTION OF NEW VACCINE
As the vaccine is new, it is anticipated that it will bring a range of reactions from increased demand to the possibility of limited resistance. 

Challenges anticipated will be compliance to the immunization schedule now that children will be getting two shots of antigens intramuscularly on one thigh, some myths and misconceptions about the vaccine which may spread and lead to fear and or refusals to vaccinate children. However with intensive education and social mobilization on the benefits of the vaccines, these issues will be addressed. The very tight timeline for the introduction of IPV and the possible need for additional financial resources beyond the VIG could pose challenges. However, close monitoring of the implementation of the introduction timeline and resources mobilization from government and other stakeholders will be ensured to help mitigate the risk and challenges.  
4. Situational analysis of the immunisation programme

4.1  General context of the country
· Summarize the country context, health system, health priorities, and organizational structure of National Immunization Programme.
GEOGRAPHY AND ADMINISTRATIVE SYSTEM

 Lesotho is a small, mountainous Kingdom situated in the southern part of Africa where it is completely surrounded by the Republic of South Africa with  a population of about two million people. The country is divided into 10 administrative districts with a total area of about 30,355 square kilometres. Less than 10 per cent of the land is arable. The country has been divided into two residential areas, urban and rural, and further subdivided into four ecological zones: Lowlands, Foothills, Mountains, and Senqu River Valley.
EPI PROGRAMME
The EPI Programme in Lesotho was established in 1979 after the   adoption   of Primary Health Care. It is coordinated by the Expanded Program on Immunisation (EPI) Unit in Family Health Division at the MOH headquarters. The programme aims to provide vaccines for vaccine preventable diseases namely Tuberculosis, Diphtheria, Whooping Cough, Tetanus, Polio, Measles, Hepatitis B and Hib (DTP-HepB-Hib).  

Lesotho has also introduced Human Papilloma Virus (HPV) Vaccine country-wide in 2012 for prevention  of cervical Cancer targeting females aged 9 to 13 years and is planning to introduce other new vaccines namely Pneumococcal Conjugate Vaccine (PCV), Rotavirus vaccine and Inactivated Polio Vaccine (IPV) during 2014 and 2015 respectively. 

The staffing pattern in the EPI programme has improved slightly compared to the status in the last three years (Lesotho cMYP development in 2012).  There is staffing complement of eleven officers: EPI Manager as the Programme Head, Deputy EPI Manager, two cold chain Assistants and two Cold Chain technicians, two data clerks, National Surveillance Officer and EPI Logistician.  The programme is currently sufficiently staffed. At district level, there is a district public health nurse in charge of all PHC services including immunizations. The Ministry have noted the bulk of work faced by DPHN, a decision was made to add one more health worker to take charge of execution of immunization serves at district level. Regarding health facilities too, there are five health workers deployed  at each health facility to augment efforts to deliver integrated MCH services at health facility level including outreach services.
There is strong partnership with private practice and community-based care providers (Traditional Healers, Village Health Workers, Community Councils, NGOs, etc) in the delivery of health care services in Lesotho including immunization services and social mobilisation. With regard to delivery of immunization services this is mainly done at static health facilities by Christian Health Association of Lesotho (CHAL), Lesotho Red Cross Society, private and public health facilities. 
Lesotho Immunization Schedule
	Antigen
	Age given

	BCG
	At Birth

	OPV 0
	At Birth

	Penta1 and OPV1
	6 weeks

	Penta2 and OPV2
	10 weeks

	Penta3 and OPV2
	14 weeks

	Measles 1
	9 months

	Measles 2
	18 months

	DT
	18 onths


HEALTH SYSTEM
The Ministry of Health is responsible for all health issues in Lesotho including promotion and provision of health services, development of health policies, standards and guidelines, mobilization of health resources, monitoring and evaluation of health sector interventions. It is also responsible for providing a legal framework within which health services are delivered. Accordingly, the Ministry of Health developed the National Health Strategic Plan for 2012/13--‐2016/17 to maintain and move forward the gains of the initiatives of the health sector reform that was implemented in 2010 and 2011. The strategic plan aims to achieve sustainable increase in access to quality health care services at all levels, equity and universal coverage through strengthening the institutional capacity of the Ministry of Health to deliver health services to all community members in Lesotho. A Decentralization Plan was developed    to successfully implement this strategic plan. The delivery of health services in Lesotho is done at three levels namely primary, secondary and tertiary levels. The primary level   of care Includes; health centres, health posts and all community level initiatives including all Staff working at this level. The health centres provide basic health services staffed by Nurse Clinicians, registered nurses and midwives, trained nursing assistants.  Secondary Level of Care includes district hospitals in each district that serve as referral facility for all health centres in the district. Tertiary Level of Care is provided by the National Referral Hospital and two specialized hospitals. 
4.2  Geogaphical, economic, policy, cultural, gender and social barriers to immunization
GEOGRAPHICAL BARRIERS TO IMMUNIZATION

The mountainous terrain of Lesotho makes delivery of and accessibility to social services including health care services quite difficult. Some of these areas are  only  reached with the use of helicopters especially during the campaigns and routinely by use of small aeroplanes to the seven health centres which are hard-to-reach and  served by the Lesotho Flying Doctors Services Team who provide comprehensive Primary Health Care Services in these hard to reach communities. The distances in some of the hard to reach areas are quite long making it difficult for people to walk to the health centres coupled with big rivers without the bridges to connect the communities with the health centres. These populations have challenges in terms of seeking health care services as facilities are far or they cannot access and utilize them. In order to address this, the country, through GAVI HSS support, will, among other things, establish outreaches and mobile clinics and revitalize the existing ones. The GAVI HSS support will also address transport challenges by purchasing 4x4 vehicles to serve these hard-to- reach areas. In addition other places will be reached by horses through the HSS support.. 
SOCIO-ECONOMIC BARRIERS TO IMMUNIZATIONS
As per World Bank report, Gross Domestic Product (GDP) grew 6.8% in 2012/2013 driven by an increase agricultural output and in construction activities. The economic growth is expected to remain robust in 2013/2014 at 5.5%. GDP growth was driven largely by construction sector
The Lesotho Demographic Health Survey (LHDS) 2009 also reports, variation in vaccination coverage across wealth quintiles ranging considerably from 52 percent for children in the lowest quintile to 72 per cent for children in the highest quintile. In order to address this, a Conditional Cash Grant Project is being piloted in three districts whereby immunization is one of the criteria to get this support.  For sustainability, the GOL has considered this intervention and will continue this support at the end of the project.
 POLICY, CULTURAL AND GENDER BARRIERS TO IMMUNIZATIONS
 In Lesotho all children both males and females have equal opportunities to immunization services; this is supported by country’s immunization policy which clearly indicates that all eligible children irrespective of gender, location or religion should be offered immunization services. Therefore there are no barriers regarding policy, cultural and gender issues. In addition health education and promotion sessions are provided during ANC where mothers are educated on the importance of immunization to all children regardless of the gender of the child.  
Please complete Table B2 below to report immunisation coverage data for the two most recent years. As a part of the priority for gender parity and equity, please report coverage data disaggregated based on sex if available.
Table B2. TRENDS IN NATIONAL VACCINE COVERAGE
	Trends of national vaccine coverage (percentage)

	Vaccine
	Vaccine Used
	Target population

(number by age and sex,

if availalbe)
	Coverage reported (JRF)

	
	
	
	Most recent year 2012
	Previous year 2013

	BCG
	35321 
	53985
	66% 
	68%

	OPV 3
	34607
	52382
	66% 
	66% 

	DTP 1 / Penta 1
	36212
	58382
	69% 
	69%

	DTP 3 / Penta 3
	34725
	58382
	66%
	67% 

	HPV 1
	
	99399 
	73% s
	21% 

	HPV 3
	
	99399
	 71% 
	17% 

	Measles 1
	
	58382
	60%
	61%

	Measles 2
	
	58382
	
	

	PCV 1
	
	
	
	

	PCV 3
	
	
	
	

	Rota 1
	
	
	
	

	Rota 2 or 3 
	
	
	
	


Measles second dose has not been monitored before, in terms of coverage, however the programme has realized the need to monitor measles 2 starting 2015

· Please describe any specific geographical, economic, policy, cultural, gender and social barriers to immunization. Given the priority of GAVI to ensure gender parity and reduce inequity in immunisation services, please describe any gender and/or equity analyses that have been conducted including actions taken to mitigate barriers. 

4.3  Findings from recent programme reviews

· Highlight key competencies/strengths of the immunization programme that make it feasible to carry out IPV introduction – including recent changes to address any weaknesses previously identified
 KEY COMPETENCIES/STRENGTHS OF THE IMMUNIZATION PROGRAMME
Lesotho conducted Comprehensive EPI and Surveillance Survey in June 2014. Among the strengths identified during the survey are:

· Political commitment of the GOL reflected by the funding of the purchase of all traditional vaccines and increase in the EPI budget in 2014

· Presence of the National Health Strategic Plan, cMYP and EPI Policy

· Enough vaccine storage capacity at national level with enough cold chain equipment

· Presence of VPD surveillance focal points in EPI Programme and IDSR in Disease con troll Directorate

· IDSR guidelines are adapted and updated

· National Polio committees are available

· The opportunity of Village Health Workers provides linkage between the facilities and communities to promote EPI
· Availability of Communication Strategic Plan

ADDRESSING  WEAKNESSES IDENTIFIED FROM  PREVIOUS  REVIEWS
Following Cold Chain Assessment which was conducted in 2012, the findings revealed shortage in positive cold chain capacity in all the districts and negative temperature storage at central level. The Government of Lesotho addressed the identified weakness by purchasing refrigerators for the districts and cold room for the central level to expand cold chain capacity for both districts and central levels.

. In addition the temperature monitoring devices for the districts have also been procured. The cold room for central has been installed in April 2014.

 In order to address multiple challenges facing the health sector, especially maternal and child health programmes, the MOH together with implementing partners and implementing CSOs,  engaged in Resource Mobilization activities for health sector in 2013, and some of the potential donors pledged their support to the Ministry. (e.g. one printing company pledged to print documents at no cost and this is already going on, one telephone company has also donated mobile phones to support the Ministry to address communication challenges, specifically maternal and child health, in the health facilities as a contribution to reduce maternal and child morbidity and mortality and therefore contribute towards MDGs 4 and 5. The first batch of 200  mobile phones has already been handed over to the Minister of Health in April 2014, while the second batch is yet to be handed in)
Following the DQS which was conducted in 2012, the findings revealed shortage of staff in the EPI programme and recommended for additional staff. This recommendation has been addressed by deploying additional staff to the EPI programme namely; Deputy EPI manager, data clerk, two cold chain assistants and one cold chain technician. In addition the District Health Management Teams have been strengthened with one additional Nursing Officer to complement the one Public Health Nurse in the DHMT.
Concerning the Comprehensive EPI and Surveillance Review which has just been conducted a month ago, the plan is being developed to address the weaknesses identified during the review.

· Summarize findings from recent programme reviews, indicating whether the recommendations are part of a subsequent national Plan of Action, and describe the status of implementation of recommendations and ​​ how these will impact on the proposed new vaccine introduction.
FINDINGS FROM RECENT PROGRAMME REVIEWS
The recent Comprehensive EPI and Surveillance Review revealed: 
· High political commitment regarding support to EPI Programme. This is evidenced by funding towards all traditional vaccines, the increase in the EPI budget in 2014 and higher levels of GAVI co-financing which are higher than the levels of co-financing stipulated by GAVI.
· Enough cold chain storage and adequate cold chain equipment at central and district levels 
· Presence of VPD surveillance focal points in EPI programme and IDSR in Disease control Directorate
· The availability of the NHSP and the Health Sector Policy from which the EPI Policy is derived.
· IDSR guidelines are adapted and updated
· National Polio Committees are available

· The opportunity of Village Health Workers provide Linkage between the facilities and communities to provide EPI

· Availability of Communication Strategic Plan
This Comprehensive EPI Review has just been completed a month ago and the plans are being developed and included in the National Plan of Action which is part of the recently updated cMYP 2012-2017.

· Highlight whether there are resource constraints in implementing recommendations from recent reviews and how these will be overcome. 
KEY RESOURCE CONSTRAINTS IN IMPLEMENTING RECOMMENDATIONS FROM RECENT REVIEWS

Lack of adequate means of transport was a major finding from the recent review. In order address this challenge, the GAVI HSS proposal from Lesotho which was approved in late 2013 already includes budget line for addressing the transport problems
· Describe any previous experience with introducing a new vaccine and how lessons learnt will be used to ensure a smooth introduction of the new vaccine under consideration
LESSONS LEARNED FROM HIB INTRODUCTION
Lesotho introduced Hib vaccine into routine immunization, with GAVI support in 2008. The table below summarises the lessons learned, and action points. 

	Lessons Learned
	Solutions / Action Points 

	 The  program had adequate vaccine storage space for introduction of Hepatitis B at all levels

Temperature monitoring and recording is not done on weekends and public holidays
	Conduct trainings for health workers at all levels on the importance of temperature monitoring and recording of vaccine refrigerator temperatures twice daily and during weekends and public holidays. Close supervision will also be conducted to ensure that this takes place. 

	Vaccine management and injection safety: 

Poor compliance with Waste Management Guidelines whereby some facilities use pits, old toilets to dispose wastes 
	All health facility workers will be reoriented on the need for strict adherence to and  to utilize the existing national waste management guidelines provided. 

Continue to use AD syringes and safety boxes at all levels.

	Vaccine management, storage and wastage: 

Stock outs/overstock of some antigens in central and district levels experienced.

Wastage monitoring not done

Inadequate transport for vaccine and supplies from district to health centre


	Conduct training of health workers at all levels of service delivery on EPI in general, vaccine management, logistics, and cold chain management.

Use updated EPI  reporting and recording tools and submit reports timely

Analyze and utilize data at the point of generation at all levels.

Introduce District Vaccine Management tool

Provide induction training for new health workers prior to placement

Districts to be supported to advocate with other line ministries and NGOs for transport support to deliver vaccines and supplies from districts to health facilities.

	Coverage and monitoring:

 Data is not analyzed at districts.

There is low coverage (below 80%) on all antigens

The target population is not known at Health Centre level

EPI monitoring charts not used in health facilities
	Districts will be supported to conduct head count on all under 5 children to determine Health Centre Catchment area population.

Use provided population targets

Ensure daily provision of immunization services in all health facilities and use outreach and mobile services to reach children in HTR areas.

Regular in-service training will be provided on key EPI elements to close the gaps in knowledge and practice

National level will provide guidelines, policies, standard tools to collect and analyze data at all levels

	AEFI monitoring:

 There are no guidelines for monitoring and reporting AEFI in all facilities
	The EPI Programme in collaboration with Pharmacovigilance and Drug Regulation Unit will establish AEFI monitoring system and protocols.

National level will print and distribute guidelines for monitoring and reporting AEFI and file copies appropriately

District and health facilities will be trained on AEFI identification, management, investigation and reporting.

	Supportive supervision: 

Supportive supervision is not regularly conducted at all levels
	Conduct supportive supervision using the existing Supervisory tool  and provide feedback


Stock management 
· Provide a brief overview of the stock management system in use in the country, i.e. whether computerized, manual or other, highlighting foreseeable issues in stock management with IPV introduction and how these will be addressed.

BRIEF OVERVIEW OF THE STOCK MANAGEMENT SYSTEM IN USE IN LESOTHO

At central level the programme uses a computerized WHO Stock Management Tool to monitor vaccine management. This tool was introduced in 2010 and has been functioning well in managing vaccine stock in the country; therefore IPV stock will be similarly managed, after updating the tools to include all aspects of IPV. No foreseeable challenges in the use of the tools for IPV. 

· Provide a description of the transport system available for delivery of vaccines to the periphery, how this will accommodate IPV, whether the frequency of deliveries  needs to be increased, and if so, whether there are sufficient funds, e.g. for vehicles, drivers, fuel, and per diem for distribution of the new vaccine at all levels.

DESCRIPTION OF THE TRANSPORT SYSTEM AVAILABLE FOR DELIVERY OF VACCINES
The current situation in the country is that vaccines are distributed to the peripheral levels using the EPI Refrigerated van and other vehicles of the Ministry of health on quarterly basis. Therefore IPV will also be included in the distribution process. The programme does not anticipate any need to increase the frequency of deliveries following the introduction of IPV
5. Monitoring and evaluation

5.1  Updating of monitoring tools

· Describe measures to update, print and distribute EPI monitoring and supervision tools (recording and reporting formats, including tally sheets, registers, immunization cards, wall charts, computerized database, other) to include IPV and other new vaccines envisioned in the current cMYP, prior to the launch of IPV.
MEASURES TO UPDATE, PRINT AND DISTRIBUTE EPI MONITORING AND SUPERVISION TOOLS
The country is in the process of updating tools to accommodate new vaccines to be introduced in the future including IPV, and as per the IPV introduction timeline, the updated tools will be distributed to all health facilities ahead of the launch of IPV in 2015. A printing company in the country has pledged to print the updated tools as part of their support to the program, as they have done in the past. 
· In line with GAVI’s policy advocating for gender equality as a means to improve coverage and access to services, please be sure all immunisation tracking forms can collect and report vaccine delivery by sex, if current forms do not already do so.
DISAGGREGATING IMMUNIZATION DATA BY SEX IN ACCORDANCE WITH GAVI POLICY
Presently sex disaggregated data are not routinely collected during immunization in Lesotho, and may be challenging to collect such data routinely. However, household surveys, including EPI coverage surveys, DHS and MICS will be used to monitor gender equality related to immunization including IPV.

5.2  Adverse Event Following Immunisation (AEFI) monitoring and reporting

Provide information on the national AEFI policy, e.g. describe the national capacity to implement pharmaco-vigilance, AEFI investigation and response to AEFIs, to address relevant rumours and potential allegations. 

ADVERSE EVENT FOLLOWING IMMUNISATION (AEFI) MONITORING AND REPORTING

There is no AEFI policy in existence at national level, AEFI are monitored only during the campaigns, and however the EPI programme, with the support of Pharmacovigilance and Drug Regulation Unit, will put in place AEFI monitory system, which will be incorporated into the national EPI policy and strategic plans. Health workers at all levels will be trained on AEFI identification, management, investigation and reporting ahead of the introduction. AEFI reporting and investigation forms will be adapted and distributed to all health facilities 

· Provide information on a national AEFI Expert Review Committee (if available) and methods of establishing causality assessments of AEFIs. 
AEFI EXPERT REVIEW COMMITTEE

The country does not have a national AEFI Expert Review Committee. Through technical support of WHO and UNICEF, the country will establish the national AEFI expert Review Committee ahead of the introduction and as per timeline.
· Describe process and procedures for monitoring adverse events following IPV introduction at local, district, region/provincial, and national levels.
There will be trainings of health workers on monitoring of AEFI for all vaccines including IPV. The existing AEFI investigation and reporting forms will be used and proper record keeping done.

6. Advocacy, communication, and social mobilisation

· A rapid formative research will be conducted to understand the perception of care-givers and health workers towards multiple injection study. Findings from the study will be able to design messages and communication material. A communication plan will be developed with participation of key stakeholders. The plan will use mutually reinforcing approaches of advocacy, social mobilization and behaviour change communication.

· For advocacy purposes orientations will be provided to key policy makers and government agencies on IPV, its rationale and benefits. Similarly advocacy meetings will be held at provincial, district and community level for the creation of enabling environment to support the IPV introduction.
· Social mobilization efforts will target mobilization of professional associations such as medical professionals, religious associations and NGOs, CBOs and other networks. 


· For behaviour change communication, tailored messages will be developed to reach families and caregivers with information on IPV. Communication material will be produced, pre-tested and finalized. Globally available generic material will be used to develop FAQs, fact sheets and training material. Radio and TV will be used to disseminate key messages to encourage care-givers to take their children for IPV vaccination. Special efforts will be made to reach hard to reach children.
· Interpersonal communication training for health workers will be a key activity. Past experiences show that health workers are the most trusted sources of information and at the same time many studies also reveal that health workers do not explain to care givers about the number of times they need to have their children vaccinated, reassure them for any concerns they may have and explain any possible side effects and what action to take in case of these side effects. Social mobilizers will also be trained on IPC. Simple easy to understand messages will be designed for care-givers and families.

· Risk communication training will also be conducted for health workers for them to understand the importance of having an AEFI communication structure and plan in place for any possible AEFI. Media will be oriented on the IPV introduction and will be encouraged to verify any rumours before publishing/broadcasting the news.
· Monitoring of communication will be done by using a simple checklist to be used by social mobilizers. Documentation will be done to show the effectiveness of communication interventions and to capture lessons learnt. 
· IPV vaccine will be launched at the national level by a high profile person of the Government, either the Hon. Prime Minister or Hon. Minister of Health 
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