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1. The Vaccine Fund

1.1
Types of support
The Vaccine Fund is an important element in GAVI’s mission to “save children’s lives and protect people’s health through the widespread use of vaccines”. Current resources have been budgeted to reach the objective of providing all eligible countries with five years of funding for immunization services and for each new antigenand with three years of funding for injection safety.  The Vaccine Fund has been designed not to replace current funding or pre-empt new sources of funding.

Country proposals for support are invited in successive rounds. Information about forthcoming rounds will be widely disseminated.

The Vaccine Fund currently provides:

· financial support for the development of immunization services as part of the health system;

· new and under-used vaccines and associated safe injection equipment; and

· safe injection equipment for vaccines according to the standard EPI schedule.   

Countries with DTP3
 coverage below 80% will be considered for financial support for immunization services. 

Countries with DTP3 coverage above 50% will be considered for the provision of hepatitis B (hepB), and Haemophilus influenzae type b (Hib) vaccine, and associated safe injection equipment. Countries at risk for yellow fever will be considered for the provision of yellow fever vaccine for routine immunization, and associated safe injection equipment, regardless of level of DTP3 coverage. 

Upon the initial approval for support with new and under-used vaccines an additional one-time support of $100,000 will be provided to each country in order to facilitate the introduction of the new vaccine.

Countriesthat have been approved for any type of supportwill be considered for injection safety support, regardless of DTP3 coverage. This support will be in the form of the provision of AD syringes and safety boxes for vaccines according to the standard EPI schedule, or equivalent cash grant, for a maximum period of three years. 

Specific criteria that will be used to measure progress include; progress towards development of National Policy on Injection Safety (including disposal), progress in the implementation of a strategic plan for safe injections and safe management of sharps waste, and an action plan with an appropriate set of activities for injection safety.

In subsequent years governments and their partners should be prepared to commit the necessary budget to maintain the new safe injection system, including safe medical waste disposal. The implementation and long term maintenance of this system should be presented in the injection safety strategy, ideally as an integral part of the multi-year strategic plan.

1.2
Conditions of support

Overall eligibility

Only national governments can apply

Countries with equal to or less than US$ 1,000 GNP/capita

General assessment criteria

1.   Functioning Inter-agency Co-ordination Committee (ICC) or equivalent

2. Immunization assessment(s) within last three years

3. Multi-year plan for immunization

4. Injection safety strategy (ideally part of the multi-year plan)

Specific assessment criteria


Immunization services 
 New and under-used vaccines
Safety of immunization

· National DTP3 coverage < 80%

· Annual targets for increasing number of children to receive DTP3 and a plan to increase access to immunization

· Action plans as part of the multi-year plan to achieve

· national and international vaccine-preventable disease control targets

· a reduction of vaccine wastage and immunization drop-out rates 

· sustained financing of immunization services
· National DTP3 coverage >50% 

· Plan for the introduction of new vaccines

· Action plans as part of the multi-year plan to achieve:

· a reduction of vaccine wastage and immunization drop-out rates 

· sustained financing of immunization services
( Approval for support for immunization services or new and under-used vaccines 

· Action plan for safe injections and safe management of sharps waste  

1.3
Principles of support
Development of country proposals should be undertaken by governments in consultation with their Inter-agency Co-ordinating Committee (ICC) or equivalent collaboration mechanism. It is particularly important for all partners to work together to ensure the effective integration of various immunization initiatives.

Support from the Vaccine Fund should be used to complement the final polio eradication efforts; in no case should activities financed by the Vaccine Fund be allowed to interfere with polio eradication.  Countries are therefore requested to clarify their plans and confirm their commitment to polio eradication. Plans for polio eradication activities should reinforce the development of the health system and, in particular, the development of sustained immunization services.

One of the overriding concerns of the GAVI partners is to help countries formulate and implement strategies to sustain improved performance over time. Recognising that the lowest income countries will require continued external support for their immunization programs, support from the Vaccine Fund for current activities is not envisioned to continue indefinitely but to form a foundation for governments to expand support from other sources. A set of resource materials about alternative financing options and guidelines on financial sustainability planning are available on the internet at: http://www.vaccinealliance.org, from the GAVI Secretariat or through partner agencies.

Countries in complex emergency situations may require partners, including NGOs, to take on extended roles in the preparation and implementation of country proposals.  In special cases GAVI will accept proposals developed and signed by main partners.

2.  Allocation mechanisms

2.1
Immunization services
This support constitutes a distinct departure from traditional funding systems that determine how resources should be used.  Instead, it imposes strict requirements for performance, relying upon governments and ICCs to set goals and monitor progress, without prescribing conditions for the use of funds.  Continued support for immunization services will depend upon a strict and transparent system of performance monitoring with output indicators at district level.  

Countries with current DTP3 coverage of less than 80% are currently eligible for support for immunization services. Increases in the number of children immunized with DTP3 by age 12 months will be used as a surrogate measure for immunization system performance. Therefore, the number of children who currently receive the full three-dose series of DTP before age 12 months, based on district aggregated data, is required as the baseline. Countries, which achieve and exceed 80% coverage during the funding period, will continue to be supported for the whole period of five years.

For the purpose of calculating contributions to immunization services, the concept of “shares” has been developed. Each share conceptually represents the Vaccine Fund’s contribution toward immunizing one child.  The share value will be calculated on the basis of available resources and reviewed annually; in the initial phase the share value has been set at US$ 20.  In order to ensure a measure of stability in financing as well as to reward good performance in achieving coverage, share values will be divided into two parts and disbursed in accordance with two distinct principles 
· Up-front investment in plans to reach additional children with immunization services for the first three years;

· Retrospective rewards for additional children having been immunized for subsequent years. 


The investment will be calculated based on the number of additional children that the government projects to reach in the initial two years of support – over and above those covered in the baseline year – with targets agreed to by the ICC and endorsed by GAVI during the proposal review process.  The investment will be paid in three instalments

1st tranche
immediately upon approval of the proposal and the proposed mechanism for         transfer of funds 

2nd tranche
upon receipt of a satisfactory inception report, (see page 9 for explanation of report)

3rd tranche    upon receipt of the first annual progress report.

The amount for each of the first two tranches is calculated at $5 per child targeted, and for the third tranche $10 per child.

Subsequent to the 3rd tranche, rewards will be calculated at the end of each year based on the number of additional children immunized with DTP3 by age 12 months during the preceding year. For the first reward disbursed, amounts will be based on the number of additional children immunized with DTP3 by age 12 months, as recorded and reported,  as compared to the projected target that was used to calculate the investments. The first reward will normally be disbursed after the mid-term review and the verification of the reported number of immunized children by the Immunization Data Quality Audit (for time-line see above graph).

If, during the period of support, the number of children immunized should drop below the previous year, support for immunization services will be suspended until satisfactory progress is shown. Any subsequent reward payment will refer back to the highest number of children immunized in any year of support, not the number of the previous year.

2.2 
New and under-used vaccines
2.2.1
General conditions for New Vaccine Support
The maximum amount of support the Vaccine Fund can offer for new and under-used vaccines is equivalent to 100% approved country support for five years. However, countries are encouraged to begin phasing out of Vaccine Fund support starting after the first two or three years, extending the period of support up to a maximum of eight years (but not increasing the total amount of vaccines provided). 

As a matter of policy the Alliance has decided that the Vaccine Fund will not replace existing providers of vaccines.  However, on a case by case basis, GAVI will provide vaccines to countries that are currently using a vaccine if the government and the partners can demonstrate that this investment will increase the total resources dedicated to immunization. In no case will the Vaccine Fund replace government funds.

Auto-disable (AD) syringes for injection and reconstitution and safety boxes, sufficient to administer the vaccines provided to the target population, will be purchased and ‘bundled’ with vaccines shipped to the countries. 

Detailed information on the procurement process and conditions for procurement through the UNICEF Supply Division can be found in Annex 1.

2.2.2
Hepatitis B and Hib vaccines

Countries with DTP3 coverage above 50% will be considered for support for hepB and Hib vaccines. Based on current knowledge, GAVI considers that hepB is appropriate for use globally. Hib is appropriate for use in Africa, the Americas, and the Middle East, as well as countries in other regions if supported by epidemiological data.

The following issues will be considered when making decisions regarding the provision of new vaccines:

· HepB and Hib vaccines will only be considered for routine infant vaccination, not for catch-up vaccination of older children and adults;

· A four-dose schedule of hepB is acceptable in countries where a birth dose of hepB is given, followed by three doses of DTP-hepB or DTP-hepB+Hib;

· Pentavalent DTP-hepB+Hib will be considered for countries where this combination is appropriate. 

The Alliance strongly advocates the use of combination vaccines as soon as available.  The current list of vaccines that may be provided by the Vaccine Fund appears in the GAVI Vaccine & Immunization Products Guideline for Countries eligible for support from the Global Fund for Children’s Vaccines.
  

Table 1:  Availability of vaccine presentations (August 2002)

Vaccine Presentation
Comment on availability

DTP-HepB, 10d vial
Limited availability

DTP-HepB+Hib, 2d vial
Limited availability

DTP+Hib (lyoph), 1d & 10d vial
Limited availability

DTP-Hib (liquid), 10d vial
Limited availability

Hepatitis B, 10d vial
Currently no limits on availability

Hepatitis B, 6d vial
Limited availability

Hepatitis B, 2d vial
Currently no limits on availability

Hepatitis B, 1d vial
Currently no limits on availability

Hepatitis B in uniject
Not available - not WHO pre-qualified

Hib (lyoph), 1d vial
Limited availability

Hib  (liquid) 1d & 10d vial
Limited availability

Current global capacity for the production of DTP-HepB and DTP-HepB+Hib combination vaccines is not sufficient to fulfil global demand for at least two more years. The capacity for the two DTP-Hib combination vaccines (liquid and lyophilized) is limited; however, the current level of global demand does not exceed availability. If the requested combination is unavailable, countries should indicate what additional assistance they require to introduce an alternative presentation. Once countries have introduced combination vaccines all efforts will be made to assure a sustained supply.
As a matter of policy vaccine presentations which are in short supply will be allocated first to countries with the lowest DTP3 coverage, starting with 50% and going upwards in accordance with the GAVI Board Policy on Vaccines of Limited Supply
.

2.2.3
Yellow Fever vaccine

GAVI considers that yellow fever vaccine is appropriate for routine use in Africa and the Americas according to regional recommendations. The production capacity of YF vaccine is now increasing to levels that correspond to demand.  Nevertheless, should any shortfalls occur, GAVI will allocate yellow fever vaccine through UNICEF in order of priority
, first to countries already engaged in routine yellow fever immunization and second to those at risk of yellow fever that are planning immunization. During this period of shortage of vaccine, countries are warned that schedules of shipment may be modified at short notice according to epidemiological priorities.

2.3
Injection safety
The maximum amount of support the Vaccine Fund can offer for injection safety is equivalent to the cost (at the prices obtained by UNICEF) for AD syringes and safety boxes for vaccines according to the standard EPI schedule for a three year period.  This support can be applied for either as part of a proposal for immunization services or new vaccine support or separately for those countries that have previously been approved for immunisation services or new vaccine support.

Safety equipment or funds will be awarded after a review of the injection safety action plan. All countries will need to include a national policy (or a plan to develop one), a comprehensive injection safety strategy and an action plan for safe injection and waste disposal. 

Programs that have not already developed agreements for obtaining AD syringes and safety boxes will be provided this support in the form of injection safety equipment.

Countries that already have secured the means to obtain these supplies will be provided the equivalent amount of grant funds for use on injection safety and waste disposal related activities.  In this case the proposal has to indicate the source and amount of funding for the AD syringes and safety boxes.  The areas to be financed by the Vaccine Fund support should be indicated. 

3.
Planning and Monitoring Requirements

Disbursements from the Vaccine Fund will be subject to strict performance monitoring.  The government will be held accountable through a requirement for district level performance monitoring through health management information systems. Monitoring will be scheduled as indicated below, based on the regular reporting of immunization to WHO and UNICEF (WHO/UNICEF Joint Reporting Form on Vaccine Preventable Diseases).

3.1
Annual progress reports
The receipt of satisfactory annual progress reports is a condition for Vaccine Fund support.

The Government is responsible for submitting these annual progress reports, endorsed by the ICC, to GAVI by 30 September. 

For the first year an Inception Report should be submitted, requiring countries to indicate the situation at the start of support from the Vaccine Fund. 

Annual progress reports will be reviewed by an Independent Review Committee.

3.2
Immunization Data Quality Audit (DQA)
The Alliance will normally require external verification of the number of children reported to have been immunized with DTP3 by age 12 months the previous year, before the disbursement of the reward portion of shares.  In consultation with the government, a date for this independent verification will be set and an external audit team will review district and health facility reports in a sample of districts according to the standard WHO procedure for DQA. The DQA has been developed by WHO to evaluate the quality of a country’s health information system and verify the accuracy of reported administrative data. The DQA report will be forwarded to the GAVI Secretariat by the contracted audit company.

In the case of countries where the DQA found the health information system not to be reliable, future rewards will be suspended until the system can be demonstrated as sufficiently credible. An ICC-endorsed plan to improve the routine reporting system should be prepared, based on the DQA findings and recommendations. The drafting of the plan may be worked on collaboratively with the Regional Working Group. Progress on implementation of the plan will be monitored by the government and partners and described in the annual progress reports. If a system is deemed by the DQA to be considered unreliable, a second DQA will be scheduled for the subsequent year before disbursement of reward. 

3.3
Financial Sustainability Plans

A Financial Sustainability Plan should be submitted in conjunction with the first annual progress report.  The Plan should show clear evidence of Ministry of Finance participation and partner involvement. Specifically it should document a progressive transfer of the cost of new vaccines and related injection equipment to the government budget and/or to external assistance from other sources. The plan should present core expenditure data and resource requirement projections and describe how the country will monitor its progress toward improved financing.  Further information about financial sustainability plans is posted on the GAVI website at: http://www.vaccinealliance.org/financing/ftf.

In subsequent years, the financial sustainability plan should be integrated into the national multi-year plan and annual workplans.  Progress will be monitored by the government and partners and described in the annual progress reports.

3.4
Mid-term and 5-year reviews
A mid-term review (MTR) will be required in all countries approved for any GAVI/VF support within 24-30 months of first support. The main purpose of the MTR is to identify progress and problems in implementation at an early stage for corrective action and adjustment of workplans. The MTRs will be tailor-made to the particular context and relevant issues in each country. 

The MTR will not be directly linked to share disbursements. The MTR will however look at the way Vaccine Fund support has been used; the relation to and impact on health systems development; progress against other performance measures (e.g. three selected indicators and “Core Indicators”); capacity constraints and how to address these; and progress toward improved financing as described in the financial sustainability plan. When possible the MTR should be linked to broader review of the health sector. 

The Regional Working Groups are responsible for initiating and supporting governments and ICCs to undertake the MTR. GAVI partners will provide the necessary funding.

The outcomes of the MTR will be forwarded to the GAVI Secretariat and reviewed as part of the country documentation by the Independent Monitoring Committee at the time of the annual report review. 

4.
 Application Procedures

The development of the country proposal should be made in close collaboration with the ICC (or equivalent) and the country representatives of the GAVI partners.  The process should provide an opportunity for partners at the country level to co-ordinate their support for the national program, and identify areas for future investment. 

For country proposals to be considered, governments of eligible countries should submit their proposals by the closing dates for each review. These guidelines and the accompanying proposal form (Revision 4, August 2002)
  have been modified to address recent advances in GAVI policies and procedures.  Proposal forms and attachments can be received in English or French; data may be used for aggregated analysis and disseminated, unless notification to the contrary.

Brief and succinct documentation is essential.  Electronic submissions are encouraged. If electronic files are sent, a hardcopy of the signed pages of the form should also be sent, as this will constitute the formal proposal.

Country proposals are reviewed by an Independent Review Committee.  The Committee reviews all proposals and gives its recommendations to the Boards of GAVI and the Vaccine Fund.

Before the review the proposals are subject to preassessment by a WHO group of experts.  The preassessment is particularly focused on validity and consistency of the numbers presented in the proposal, on injection safety aspects and on the co-ordination with the polio eradication initiative.

Possible outcomes for application submissions include the following categories:

Proposal Outcomes
Definition

Approval:
The proposal meets all the criteria and is approved for Vaccine Fund support

Approval with clarification:


The proposal lacks specific pieces of data, which must be provided generally within a month.   Data must be received before the proposal is considered officially approved for Vaccine Support.

Conditional approval:
The proposal does not fulfil specific or significant application requirements.  Missing data must be provided in a subsequent round to complement the original proposal.

Resubmission:
The proposal is incomplete and a full proposal should be submitted in a future round.

All efforts will be made to provide countries with appropriate advice and support in case immediate approval of their proposals cannot be granted.  
After approval, a country may wish to change the original formulation and presentation (dose-vial) of a vaccine containing the same antigen, (e.g. from monovalent hepB vaccine to combined DTP-hepB or vice versa or from a larger to smaller dose-vial size or vice versa).  In such cases the introduction plan should be updated, reviewed and endorsed by ICC to ensure that it addresses issues such as cold chain functioning and storage capacity as well as health worker training plans. An application should then be submitted to the GAVI Secretariat which determines if it is consistent with the previous approval. The UNICEF supply division will then have to determine if the revised request can be accomodated within the overall global supply situation and with respect to available and contracted supplies.

In case a country wishes to introduce a new antigen, a new application and new introduction plan is required to be reviewed by the independent review committee.

5.
Instructions for completing sections 1-11 of the proposal form 

Please also refer to the guide attached as Annex 1.

5.1
Executive summary

This section should be completed for all proposals.

5.2
Signatures

This section should be completed for all proposals.

ICC members’ signatures on the country proposals are considered to represent their agreement with the information and plans provided in the proposal, as well as their support for the implementation of the plans.  It does not imply any financial or legal commitment on the part of the partner agency or individual.

5.3
Immunization-related fact sheet 

This section should be completed by all countries that have not been approved for any kind of GAVI/Vaccine Fund support within the last 12 months.

5.4
Profile of the Inter-agency Co-ordinating Committee (ICC)
This section should be completed by all countries that have not been approved for any kind of GAVI/Vaccine Fund support within the last 12 months.

The role, responsibility and functions of the ICC in relation to the implementation of all immunization initiatives and overall health sector planning should be made clear, including the following factors:

· Terms of reference that incorporate all aspects of immunization services and include the co-ordination and integration of all immunization initiatives (including polio eradication, measles control, neonatal tetanus elimination); 

· Frequency of meetings;

· Minutes of the meetings and how they are circulated to members;

· The level of the ICC chairman within the Ministry of Health;

· The list of members;

· Work plan for the ICC and plans and budget requirements for strengthening the ICC if necessary.

5.5
Immunization services assessment(s)
This section should be completed by all countries that have not been approved for any kind of GAVI/Vaccine Fund support within the last 12 months.

Complete assessments of immunization services include the following areas of inquiry, at national, sub-national and service delivery levels:

· External environment;

· Health system context;

· Financing

· Immunization operations:

· immunization service delivery

· disease surveillance and MIS monitoring

· cold chain, logistics and transport

· vaccine supply, utilisation, quality and stock-control

· advocacy and communications (including telecommunications)

· Management

· Human and Institutional Resources

This work can be done as one single comprehensive assessment or as a series of targeted assessments focused on the different aspects of immunization as indicated above. 
 

5.6
Multi-year immunization plan
This section should be completed by all countries that have not been approved for any kind of GAVI/Vaccine Fund support within the last 12 months. However, Table 4 on Baseline and Annual Targets should be completed for all proposals.

The Alliance has defined four essential functions of immunisation services. A comprehensive multi-year plan will reflect efforts to strengthen each of these functions.   The assessments should also have encompassed elements of these functions, facilitating the development of a plan addressing technical and programmatic problems. The plan should indicate objectives and tasks for which partner technical support and collaboration will be required. Where possible, the preferred partner and the timing of their technical contribution should be indicated. The plan will be reviewed with emphasis on the following issues:

5.6.1
Operations

(for components see above under 5.5 Immunization assessment(s): immunization operations) 

The multi-year plan should outline the actions needed to address the deficiencies in key operational areas identified in the immunization assessment(s).  It should further identify programmatic priorities, such as reducing drop-outs and vaccine wastage, as well as the technical support in the form of expert consultants, institutional strengthening, strategic communication planning, training curriculae and managerial tools (such as updated immunization guides, health-worker guide to inter-personal communication, or survey instruments), which will be required.

5.6.2
Management

Management challenges identified in the assessments should be addressed. These may include establishing policies, priorities, and work planning; stakeholder coordination; integrating communication activities; personnel management; task analysis and work delegation; forecasting; monitoring and evaluation. 

5.6.3
Human and Institutional Resource Strengthening

The plan should address gaps in available personnel with necessary skills to implement and maintain effective immunization and related communication and social mobilization programs, as well as the necessary training and support facilities as identified in the assessment(s). 

5.6.4
Financing immunization services

A budget forecast is required for government and partner contributions, including estimated support from the Vaccine Fund, for the period of the plan and detailing the following sources and cost categories:

Sources:  Central and local government, community financing, trust funds, health insurance systems, external loans and/or grants from named sources.

Costs:
Vaccines (itemised), immunization specific capital and recurrent costs such as equipment and supplies, advocacy, social mobilisation, surveillance, training, management and maintenance of equipment and transport.

The financial sustainability plan to be developed in the second year is expected to be incorporated thereafter into the multi-year plan and documented in subsequent annual progress reports.

5.7
 Injection safety
5.7.1 This section should be completed for all countries.

All countries are required to demonstrate that they have an acceptable policy and long-term strategy for injection safety (including waste disposal) in immunization.
5.7.2 This section should be completed for all countries requesting injection safety support.

An action plan for injection safety is required.  As a minimum this plan must describe activities to address the following issues:

· ensuring compliance with the WHO/UNICEF/UNFPA statement of 1999
 both now and after the resources provided by the Vaccine Fund are no longer available;

· providing the training and supporting the necessary behavior change among health care providers; 

· providing, information, education and communication to clients on the risks resulting from unsafe injections and poor sharps waste management;

· monitoring programme progress (including specific indicators that will be used, and annual targets for these indicators);

· improving the safety of the disposal of medical waste (especially sharps) resulting from immunization activities.  This will require the formulation of policy, assessment of the waste management system and the selection of appropriate waste disposal systems for all levels of health care facilities.

5.7.3 This section should be completed by all countries requesting funds for injection safety instead of injection safety equipment.

Those countries that already have secured other sources of funding for AD syringes and safety boxes for all immunizations may apply for an equivalent cash grant (based on prices obtained by UNICEF) on condition that they demonstrate that this funding is secure and provide the sources and that they indicate the areas to be financed by the Vaccine Fund support. 

5.8
New and under-used vaccines
This section should be completed by all countries applying for new and under-used vaccines.

Countries with above 80% DTP3 coverage that are eligible for the initial one-time $100,000 support to facilitate the introduction of new vaccines also have to submit the Banking Form. 

The plan for the introduction of each new and under-used vaccine, as part of the national immunization services plan or multi-year plan, should include;
· A forecast of the quantities and specifications (including single versus multidose vials) of vaccines needed by year, over the next five years, including the rationale for the chosen presentation and formulation;

· The proportion of total vaccine needs to be requested from the Vaccine Fund each year;

· Statement of existing vaccine wastage rates and anticipated rate for additional vaccine(s);

· Plans for modifying cold chain, logistics and routine monitoring systems to ensure effective functioning (including prevention of freezing) and that it can accommodate new vaccines and/or new vaccine presentations;

· Proposed immunization schedule for new vaccines integrated into existing schedule;

· Communication plan for new vaccines as part of the overall immunization communication plan;

· Plans for training of health workers and for social mobilization;

· Indications about steps taken for the development of long-term plans for resource mobilisation (to be provided in full as part of the financial sustainability plan). 

Additional new antigens and/or changes of presentations require new and relevant introduction plans.

5.9
Strategic directions to mobilize additional resources for immunization
This section should be completed by all countries that have not been previously approved for any kind of GAVI/Vaccine Fund support.  

5.10
Summary of requests
This section should be completed in relevant parts for all proposals.

5.10.1
Support for strengthening immunization services

Countries requesting support for immunization services should fully complete and submit the Banking Form.  

Proposals from countries seeking support for immunization services must identify an appropriate system for transfer of funds, agreed to by the ICC.  The preferred mechanism is payment directly to a Government account.  If this is not possible the country has to propose another mechanism that fulfils requirements for transparency, standards of accounting, long-term sustainability and empowerment of the government.  In some countries the preferred mechanism has been found to be through a partner or a commercial bank.  In those cases GAVI will agree with the organization concerned to be responsible for the transfer of funds, down to the district level. 

5.10.2
Support for introduction of new and under-used vaccines

Calculation of the required number of doses of new vaccine should be based upon:

·
realistic targets corresponding to DTP3 coverage targets when combination vaccine is used.  For yellow fever vaccine targets should correspond to measles coverage targets.

·
A buffer stock requirement of normally 25% for the first year in which the vaccine is introduced into any given geographic area.

·
Maximum wastage rates of  25% for the first year and a plan to gradually reduce this to 15% by the third year. No maximum limits have been set for yellow fever vaccine in multi-dose vials. For vaccine in single or two-dose vials the maximum wastage allowance is 5%.  If these rates cannot be achieved immediately the proposal has to provide a rationale for a higher rate and plans to move towards the targets above.

Countries that have been approved for new and under-used vaccines support and therefore will receive the  $100,000 lump sum should fully complete and submit the Banking Form.

5.10.3
Injection safety

Countries requesting financial support for injection safety should fully complete and submit the Banking Form.
5.11
Additional comments from the ICC

To be completed for all proposals where the ICC have additional comments.
Annex 1

Procurement

Procurement for specific country requirements will commence once a country has been approved for support and agreement has been made on the vaccine presentation.  The vaccine presentation will be based on country preference and vaccine availability.  For vaccines of limited supply, the available quantities will be allocated in accordance with the above mentioned GAVI Board Policy on Vaccines of Limited Supply.

Countries are encouraged to include supply lead times in their proposed vaccine introduction timeline.  This timeline may be adjusted following discussions with UNICEF Supply Division (normally represented by UNICEF country offices) based upon market availability of the requested presentations.  Typically the lead-time for combination vaccines can be up to several months; while the lead time for monovalent vaccines is within weeks.   
UNICEF has, on behalf of GAVI, negotiated prices for the purchase of vaccines and injection equipment to be supplied under the Vaccine Fund. A country that already independently procures vaccines or injection safety supplies and wishes to continue to do so should indicate this in its proposal. Consideration of such a proposal will depend on the existence of a fully functional National Regulatory Authority and compliance with WHO recommended procedures for vaccine procurement.  After approval these countries will receive reimbursement, after purchase, equivalent to the value of UNICEF’s price.  If their negotiated prices are higher than UNICEF’s, the government must pay the difference in order to purchase enough vaccine to reach the target population.

By accepting UNICEF as the procurement agent, the Country accepts and agrees that the following conditions shall be applied to the supply of GAVI/VF funded vaccines:

Confirmation of Cold Chain at Central Stores level

The Country agrees to provide Supply Division confirmation of central cold stores capacity to maintain integrity of vaccine.  Confirmation should consist of a time-temperature reading, covering a continuous period of minimum ten days. This confirmation shall be provided by the Country to UNICEF Supply Division via the UNICEF Country Office:  Prior to the first delivery of vaccine; and, on a quarterly basis for the first year, and annually thereafter.  

If the time-temperature reading reveals a central cold stores failure or an indication that the cold stores is not able to maintain the proper temperature, Supply Division will suspend all vaccine shipments until corrective measures are taken.

Changes in vaccine introduction plans

An request for additional amounts of vaccine due to an increase in the number of children or acceleration of the implementation is subject to:

· Endorsement by the ICC

· approval by the GAVI Secretariat

· review by Supply Division with respect to availability and contractual arrangements

The Country should notify changes to the GAVI Secretariat as soon as possible, even if this is outside of the normal schedule of the Annual Reports (Inception Reports) submission.











         Annex 2

What sections of the application form to complete?

Guide for countries applying for the different types of support

Section of the application form
Immunization services
New vaccines


Safety of injection



1.    Executive summary
X
X
X

2.    Signatures of the government and the ICC
X
X
X

3.    Immunization-related fact sheet
X

X13


4.    Profile of the ICC
X13
X13


5.    Immunization services assessment(s)
X13
X13


6.    Multi-year immunization plan
X13
X13


Table 4 : Baseline and Annual Targets
X
X
X

7.1  Injection safety:  Summary of the injection safety strategy
X
X
X

7.2  Injection safety: injection safety equipment


X

7.3  Injection Safety: Areas for injection safety funds


X


8.    New and under-used vaccines

X


9.    Strategic directions to mobilise additional resources
X
X


10.  Summary of requests
X
X
X

10.1  Support for immunization services
X



10.2  Support for new and under-used vaccines

X


10.3  Support for injection safety


X

11. Additional comments and recommendations from the ICC
X
X
X

Annex 1: Statement of financing and of unmet needs
X
X


Annex 2:  Summary of documentation
X
X
X

Annex 3: Banking Form
X
X

X
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� Represents full three-dose series of diphtheria, tetanus and pertussis vaccine by 12 months of age


� For countries in complex emergency situations exceptions may be applicable.


� Support for new and under-used vaccines is provided from the New and Under-used Vaccines sub-account of the Vaccine Fund.  Support for immunization services, for injection safety and the additional financial support for the introduction of a new vaccine for countries with above 80% DTP3 coverage are provided from the Immunization Services sub-account.


� Coverage requirement will be waived for Yellow Fever vaccine


� Copies may be requested from UNICEF Supply Division, Communication-Immunization, UNICEF Plads, Freepoort, DK-2100 Copenhagen 0 Denmark, tel: +45-35 27 35 27, fax +45-35 26 94 21, e-mail � HYPERLINK mailto:supply@unicef.dk ��supply@unicef.dk�, www.supply.unicef.dk


�  Report on the Fourth GAVI Board Meeting, 19 November 2000, annex 7a


�  According to The International Coordinating Group (ICG) whose members are WHO, UNICEF and the International Federation of the Red Cross (IFRC)


�  Also available on the GAVI website � HYPERLINK http://www.vaccinealliance.org ��www.vaccinealliance.org�/reference/invite.html#docs.


� WHO has finalised a new protocol for conducting a comprehensive immunization assessment. Copies are available through WHO and on the website � HYPERLINK http://www.who.int/vaccines-diseases/service/immsystemassess.htm ��www.who.int/vaccines-diseases/service/immsystemassess.htm�. 





� Safety of injections, WHO-UNICEF-UNFPA joint statement on the use of auto-disable syringes in immunization services, WHO/V&B/99.25


� Not required if approved for GAVI/Vaccine Fund Support within the last 12 months





� Only for countries requesting funds instead of AD syringes and safety boxes


� Only for countries above 80% DTP3 coverage that will receive one-time sum of $100,000 for the introduction of the new vaccine


� Only for countries requesting funds instead of AD syringes and safety boxes
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