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version as of April 2023

(For HPV and MCV switches, please use HPV- and MCV-specific switch request forms)

Please use this form to send Gavi the necessary information to review your country’s request to switch to a different vaccine product, presentation, schedule or use. Fill in the light blue fields. For definitions and requirements, please consult the Gavi guidelines for vaccine optimisation. 




For multiple switch requests submitted in parallel, please use separate forms, one for each switch request. Please use the exact same vaccine product and presentations description as provided in Gavi’s Detailed Product Profiles list.

	Country name
	Switch from
	Switch to
	Planned switch date 
	Switch grant requested 

	………….
	…………..
	………….
	(DD/MM/YYY)
	Yes ☐                     No ☐


1. Checklist for submission
To process this request, Gavi requires your country to fill out the following sections and provide the necessary documents:
	1. Signature of Ministry of Health[footnoteRef:2] (necessary for all requests, see at the end of this form) [2:  A signature from a delegate of the Minister is acceptable] 

	☐
	

	2. Switch impact assessment (necessary for all requests, see next page on this form)
	☐
	

	3. If required[footnoteRef:3] : supportive NITAG recommendation or ICC endorsement (minutes of a meeting endorsing 
the switch decision) [3:  As reflected on Gavi’s guidelines for vaccine optimization support: NITAG supportive recommendation is required if the switch changes the dose schedule, or the target population or the vaccine composition)] 

	☐
	

	4. If this switch increases the country’s co-financing financial costs:[footnoteRef:4] signature of Ministry of Finance  [4:  The signature is not required if the switch is forced by supply disruption] 

	☐
	

	5. If a switch grant (SG) is requested: Budget[footnoteRef:5] in the Gavi template  [5:  Using the Gavi budgeting and planning template] 

	☐
	


Note: Requests will not be reviewed unless complete. 

2. Country context
	1. Switch reason: 
Country’s elective choice
	
Yes ☐                     No ☐

	Gavi Alliance request[footnoteRef:6] [6:  For example due to policy changes or supply disruptions] 

	Yes ☐                     No ☐

	2. Routine vaccination already started?[footnoteRef:7] [7:  In some cases countries approved to introduce with one vaccine product had to switch to a different option before launch due to unavailability] 

	Yes ☐                     No ☐

	3. Did the country experience stock-out of this antigen over the past 12 months??
	Yes ☐                      No ☐

	4. Current stock level of the current presentation 
	Central level ……………….…………(n of doses)
Second level ……………….…………(n of doses)

	5. If the implementation includes off-label use, has a national policy change been agreed?
6. Is the new presentation licensed in the country?
	Not applicable  ☐     Yes ☐            No ☐

Yes ☐                      No ☐

	If the answer is no, please provide the time to obtain a license or approval and specify whether national regulations allow for waiver or expedited registration procedure of a WHO Prequalified Vaccine, and confirm if the licensing process will be completed before shipment:

	……

	7. Does the country procure immunization supplies through UNICEF or the PAHO Revolving Fund?
	Yes ☐                      No ☐

	If the answer is no, please attach a description of the alternative mechanism of supply and delivery of immunization and the vaccines or goods that the country intends to procure through this mechanism:

	…….


3. Switch impact assessment summary
A switch will impact one or more of the six dimensions listed below. Gavi will request each application to have assessed each dimension to surface potential trade-offs between the benefits and downsides of the switch. Please fill in the table based on EPI and or NITAG assessment. Examples are provided in the guidelines in annex.

Simplified switch impact assessment
	Key Areas for Consideration
	Potential switch impact to country

	Ease of use 
(e.g. single dose, liquid form, oral, dose schedule)
	No change ☐          Impacted    ☐

	Description: …

	Cold chain, transport, storage requirements
	No change ☐          Impacted    ☐

	Description: …

	Efficacy, effectiveness or safety
	No change ☐          Impacted    ☐

	Description: …

	Coverage 
(acceptability, missed opportunities)
	No change ☐          Impacted    ☐

	Description: …

	Financial Sustainability 
(cost, price, wastage)
	No change ☐          Impacted    ☐

	Description: …

	Supply 
(availability, security, locally-made)
	No change ☐          Impacted    ☐

	Description: …



	Will this switch increase the country’s financial costs (for example the co-financing amount)? If yes, please add the Ministry of Finance signature to this form.
	Yes ☐
	No ☐

	Is there enough cold chain capacity at all levels to accommodate the vaccine in the 3-5 years after the switch?
	Yes ☐
	No ☐



4. Switch Grant (SG)
Countries may apply for an additional switch grant to facilitate switch planning and implementation. This grant intends to cover a portion of the one-time investments associated with the product, presentation, or use switch such as planning, training, supervision, document production and printing, and social mobilisation. The ceiling for the grant is US$ 0.25 per surviving infant in the year of implementation (for infant vaccines) and US$ 0.80 per girl in the yearly target age cohort for HPV. Please attach the Gavi Budgeting and Planning Template to show how the Switch Grant will be used to facilitate the rapid and effective implementation of critical activities before and during the switch.
5. Use of Financial Support to Fund Additional Technical Assistance Needs
Through the participation of Gavi / TCA partners, Gavi funds tailored and differentiated technical assistance in response to specific country needs. Please review the currently approved Technical Assistance Plan (also known as the "Single Technical Assistance Plan") to assess whether the support required to implement a new vaccine is included in the approved technical assistance plan. If gaps in technical assistance are detected for support to new vaccines, the additional technical assistance required may be funded by the Product Switch Grant. In this case, the relevant costs must be indicated in the budgeting and planning model.
6.Signature(s) from Government and coordination and advisory committees
[enter country name here]‘s Government of would like to continue the existing partnership with Gavi for the improvement of the immunisation programme of the country, and specifically hereby requests Gavi support to switch from……………. to ……………….

The co-financing commitments in this request include the amount of support in supplies requested from Gavi, and the financial commitment of the Government for the procurement of the above-mentioned vaccine(s).
Please note that Gavi will not review this request without the signature of the Minister of Health or their delegated authority.

We, the undersigned, affirm that the objectives and activities in this request are fully aligned with the national health and immunisation strategic plans (or equivalent), and that funds for implementing all activities, including domestic funds and any needed vaccine co-financing will be included in the annual budget of the Ministry of Health. 

We, the undersigned, further affirm that the terms and conditions of the Partnership Framework Agreement between Gavi and the Country remain in full effect and shall apply to any and all Gavi support made pursuant to this request.

	Minister of Health[footnoteRef:8] 
(or delegated authority) [8:  Required in all cases. ] 

	(if needed)
Minister of Finance[footnoteRef:9] 
(or delegated authority) [9: Required if the switch will result in higher financial costs. See point 6.] 


	Name: …………….                          
	Name: …………….             

	Date: …………….                                        
	Date: …………….             

	Signature: …………….                     
	Signature: …………….             





Please email this form and every attachment requested to proposals@gavi.org
with the Ministry of Finance and the Gavi Senior Country Manager for your country in copy. 
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Gavi Optimisation 

and Switch Guidelines


Gavi Optimisation and Switch Guidelines
[bookmark: _Toc119511005]Gavi support for Vaccines Optimisation and Switches[footnoteRef:2] 
Eligibility and requirements for vaccine switch requests (including compulsory vaccine switches)
 [2:  will be integrated in Gavi’s Vaccine Funding Guidelines, 2023 edition] 


Context and definitions

Several new vaccine options and alternative schedules suitable for Low- and Middle-Income Countries have become available to Gavi-supported countries, and more are in the pipeline. Vaccine Portfolio Optimisation refers to the opportunity or requirement for a Gavi country to switch from the current vaccine product, presentation, schedule or use in their vaccine programmes to more opportune one(s) containing the same antigen[footnoteRef:3]. Several of the vaccine programmes that Gavi supports offer a variety of optimisation options. [3:  This definition excludes the case of interchangeable vaccines (e.g., Pentavalent). Countries may receive the same presentation from different suppliers and this would not constitute a switch. ] 




Table1: Vaccine options and potential optimisation impact for country programmes (2022)*A country can choose to combine options, e.g. India using two Rota products

**SAGE one dose permissive recommendation




Available vaccine presentations are described in the detailed product profiles on the Gavi website.

Note: Numbers indicated in the bars illustrate the number of different vaccine options available by products or presentation (green), schedules (blue), or use (yellow). For definitions of products or presentations, schedules and use, please refer to Table 2.

Gavi supports vaccine optimization by enabling awareness of the available options, by facilitating an evidence-based assessment of benefits and trade-offs through technical guidance and partner’s technical assistance, as well as by offering a switch grant to cover some of the implementation costs.

This guidance is applicable to Gavi-eligible countries that have already introduced the Gavi-supported vaccine(s) as well as to countries planning new introductions or campaigns supported by Gavi. It is also applicable to Gavi-funded antigens that might not be specifically funded in that country if the switch is programmatically justified[footnoteRef:4]. It serves to inform countries’ assessment of new products, presentations, use or schedules that might improve coverage, vaccination programme impact, administration ease, programmatic feasibility, financial sustainability, vaccine availability or other aspects of a country’s ongoing immunization programmes. Some choices can have cross-portfolio implications: for example, savings from one antigen might free up existing funds to introduce another antigen. [4:  For example, switching from MCV in 10 dose vials to MCV in 5 dose vials is supported also for countries that fully self-finance MCV.] 


Figure 1: Definitions of vaccine programme prioritisation versus optimisation.

[bookmark: _Toc119511006]

Optimisation

The opportunity for countries to assess new / alternative vaccine product(s), presentation(s) or schedule(s) or use(s) for their vaccine programmes and switch to more opportune one(s) based on the country and market context.

Prioritisation

The need for countries to assess which vaccine programme(s) to invest in first when limited by constrained country capacity, resources or supply scarcity.

For some countries, savings from optimisation can expand prioritisation





Vaccine switch types and impact to Countries and to Market

Gavi support is offered for antigens and dose schedules that are supported by WHO position papers and by Gavi Board decisions. There are several types of vaccine switches: 

Table 2: Types and examples of possible vaccine switches.

		Product switch

		Presentation switch

		Schedule switch

		Use switch



		Changing to a vaccine manufactured by a different supplier, and/or with a different combination or strain composition



Examples:

· from PCV10 by GSK to PCV10 by SII

· from PCV13 by Pfizer to PCV10 by SII or by GSK

· From Rotarix to Rotavac or Rotasiil

		Changing to a different primary presentation (vial size, BFS) and/or a different formulation (liquid vs lyophilized), or delivery technology (pre-filled syringes, patches)



Examples:

· from MCV in 10 dose vials to MCV in 5 dose vials

· from Rotavac in 5 dose vials frozen to Rotavac5D in 5 dose vials “liquid” (refrigerated). 

· from Rotasiil lyophilized to Rotasiil liquid

		Changing the dose schedule of the same vaccine



Examples:

· from PCV administered with a 3+0 schedule to a 2+1 schedule at different age times

· from HPV 2-dose schedule to single-dose schedule

· from IPV one dose schedule to a 2-dose schedule



		Changing how the same vaccine in the same formulation is administered 



Examples:

· from IPV intramuscular injection of full dose to IPV intradermal injection of a fractional dose 







BFS, Blow-Fill-Seal.



Vaccine portfolio optimization happens at the intersection between programs and markets. Vaccine optimisation choices by individual countries can significantly affect both the country itself and the market of the same or even other antigens: a product, presentation, schedule, or use change can impact the country’s programme implementation, financing requirements, and supply management. It can also impact supply predictability, sustainability, and the overall “health” of a vaccine market and can indirectly affect vaccine choices available to other countries. 

Gavi aims to provide countries with the information and resources to enable evidence-based assessments of optimizations in their vaccine programmes, while seeking to mitigate potential negative impacts on market health, such as price increases driven by individual manufacturers exiting the market with reductions in demand. This can mean optimization options may be constrained in some situations, to preserve broader market health.

Figure 2: Potential impact of vaccine switches on countries, market, Alliance partners and the Gavi Secretariat.
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Timing 

Countries can assess alternative vaccine options and submit switch requests at any time. Typically, new vaccine options become relevant when 

· Countries update the National Immunisation Strategy 

· Countries engage in Gavi’s Full Portfolio Planning

· Countries move closer to transitioning out of Gavi or change phases within Gavi support

· Countries apply for new vaccine introduction or campaign support

· Changes in country context (new epidemiological data, fiscal space changes) 

· Supply availability changes

· A new vaccine product/presentation prequalified by WHO offers certain advantages to the existing vaccine 

· Changes in prices or wastage rates of new vaccine options in comparison to the existing vaccine

· WHO publishes new SAGE recommendations / WHO position paper on dose schedules or use.



Depending on the context, a country’s change could either be elective (country’s spontaneous choice[footnoteRef:5]), or non-elective (imposed by circumstances external to the country[footnoteRef:6]). For example in the case of global vaccine supply shortage, the country may need to temporarily or permanently switch to another product or presentation supported by Gavi to mitigate the risk of disrupting the ongoing vaccination programmes.  [5:  For example switches requested to lower cost, such as switches to PCV10 in 5 dose vials, or to improve coverage, such as MCV in 10 dose vials to MCV in 5 dose vials.]  [6:  For example, supply shortages imposing to choose an alternative, or a change in SAGE recommendations or in WHO PQ label.] 




Regardless of the main reason driving a switch, the country is invited to share what rationale drove the decision to change product, presentation, schedule or use. Gavi will use this information to observe emerging trends in country preferences and to inform current and future supply or product innovations.  

Guiding principles 

The first set of these principles applies to every switch decision, including compulsory ones mandated by the Alliance to the country due to circumstances outside of the countries’ control. The second set applies to elective switches only.

Principles applicable to all vaccine switches:

· Provide a supportive NITAG recommendation (or ICC endorsement) when required[footnoteRef:7] [7:  See next section ] 


· The vaccines chosen must fit within the existing cold chain infrastructure: if multiple equivalent options are available, the country is expected to select an option that can be accommodated without substantial expansion of cold chain capacity. For example, a country with limited negative temperature capacity should not choose a vaccine that needs to be kept frozen up to a certain level in the supply chain, unless it is the only option.

· To minimise the number of children missing doses of a recommended vaccine, country choices are expected to align with product availability and to prioritise rapid implementation over ‘waiting for the ideal product’[footnoteRef:8]. For example, if there is supply shortage of the most preferred option, countries are encouraged to pick their second-best. [8:  A country introducing with their second-preferred option will retain the possibility to switch to the first preferred option later] 


· To mitigate the risk of stock-out, wastage rate assumptions for the first year should align with WHO estimates reflected in Gavi’s detailed product profiles. If otherwise, adequate evidence should be provided. 



Principles applicable to elective switches:

· Elective switches are expected to result in a net benefit for the country. Countries should demonstrate a positive impact on programme outcomes, and/or programme sustainability, and/or supply availability (for example: lower cost, better match with programmatic feasibility, lower cold chain footprint, locally manufactured) and are asked to provide the evidence that underpinned their decision.

· To minimize disruptions to routine immunization, Gavi recommends an interval of minimum 12 months between introduction and switch, or between two switches of the same antigen, and to bundle together multiple switches to enable implementation synergies (run a single training event rather than multiple). Requests for multiple switches of different antigens to happen at the same time are encouraged (for example a simultaneous switch of Rota and PCV) noting the need for aligned process timelines and supply availability. Combining switches together will need to take into account also feasibility, similarity of target groups, technical assistance and updating programme training needs, synergies in communication, and also minimize risk that could negatively affect vaccine confidence.  

· In exceptional circumstances, countries may choose to switch only a part of the nationwide vaccine volume to add a presentation type of the same vaccine product used in routine (for example, to overcome health care workers hesitancy to open a multi-dose vial with several doses, a country can request a single-dose presentation to use in peripheral sites with low population density while keeping a multi-dose presentation for high- density areas), or a second product with the same antigen[footnoteRef:9].  [9:  For example, India uses both Rotavac and Rotasiil in its national programme] 


The above principles aim to strike a balance between being responsive to countries’ preferences, providing assurance that the inherent risks of a switch are sufficiently addressed, and keeping the request and review processes lean. 

Requirements

All Gavi-eligible countries are eligible to implement vaccine switches and request support. 

All elective or compulsory switch requests must be submitted via email to proposals@gavi.org with the Senior Country Manager in copy. Switch requests can be submitted anytime.

Documents to provide:

1. A Gavi switch request form (Please see the subsequent section on “Forms, examples, and technical references”)

One form must filled for each individual switch request[footnoteRef:10] including: [10:  For two independent switches requested at the same time, please submit two independent switch forms, one for each, and a single switch budget form encompassing both the switch grants, if requested.] 


· An assessment of the switch impact: the benefits and trade-offs resulting from the switch across financial, cold-chain, disease burden, supply and programme implementation aspects must be summarized in the “switch impact assessment” table on the switch request form (see annex for examples).

· Stock data, to inform switch timing: the most suitable time to switch needs to factor in the current stock level to allow consumption of the old vaccine, if available, to ensure full utilisation.

· Cold chain readiness: to confirm availability of adequate cold chain capacity, for switches that have cold chain impact, such as increasing doses (IPV from 1 dose to 2) or changing vaccine presentations (from 10 dose vials to 5 dose vials) or changing vaccines (different storage requirements). For example, a country with limited negative temperature capacity should not choose a vaccine that needs to be kept frozen up to a certain level in the supply chain, unless it is the only option.

· Financial sustainability: 
For all requests :

· Submit a 5-year scenario of how the switch will impact co-financing[footnoteRef:11]. [11:  For switches of PCV, Rota, HPV, PATH’s Cost Calculators can be used. For MCV switches, Linksbridge’s Calculator [links to be inserted when Calculators have been uploaded on TechNet]] 


· Inform the Ministry of Finance and copying them in the submission

The Ministry of Health (or delegate) must sign the switch request form. If the switch increases the co-financing amount(s), then the switch request form must also be signed by the Ministry of Finance. 

If the switch question meets the criteria below to be referred to the country’s NITAG, then the minutes of the NITAG meeting supporting the switch must also be provided (or ICC or equivalent body if the country lacks a NITAG). 

2. NITAG (or ICC) supportive recommendation

Required if the switch changes one or more of:

· Dose schedule, both inherent (e.g. HPV switch to single dose schedule, PCV 3+0  PCV 2+1) or product-related (e.g. from 2-dose Rotarix to 3-dose Rotavac), or fractional dosing

· Target population 

· Vaccine composition that can affect effectiveness (strains/serotypes, e.g. PCV10 by GSK switch to PCV10 by SII) or safety (eg live vaccine or addition of preservative)

Optional for changes in:

· Primary container (eg from 10 dose vial to 5 dose vial, or from single tube to 5 tubes)

· Formulation (eg from lyophilised to liquid)

· Cost factors (eg wastage rate, price per dose)

· Vaccines that are considered interchangeable in the Gavi Detailed Product Profiles (e.g. pentavalent)

3. A switch implementation plan including a short chronogram of key activities for the proposed switch. As per WHO guidance, the main areas that countries will need to plan for are:

· Selecting the vaccine product, presentation, formulation, schedule, use 

· Updating the national immunization policy and schedule (if applicable)

· Estimating and upgrading storage and cold chain capacity 

· Updating the logistics management information system (LMIS) 

· Updating health information systems, including recording/reporting materials 

· Consideration of catch-up immunization strategy (if applicable) 

· Training and supervision of health personnel 

· Communicating with caregivers and community 


4. For switches that impact the vaccine schedule: a copy of the current child vaccination card or EPI calendar to inform independent reviewers about the schedule changes that a switch might trigger, and the need for additional visits.


5. If the country requests a switch grant, the country must submit a budget in the standard Gavi template (EN) (FR)



Countries’ switch requests will be reviewed by the Gavi Secretariat in consultation with technical partners and potentially with independent experts. The country will be notified of the updated implementation timeline and/or dose calculations and eligible grant amounts through a Decision Letter. In general, elective switch requests are encouraged to be submitted at least 8 months ahead of planned implementation, to account for supply planning notification, approval and receipt of the switch grant, and if technical assistance is required.

[bookmark: _Toc119511009]Requesting additional Technical Assistance 

In many cases, when a country needs to or chooses to change to a different option(s), or to integrate a second option, Gavi offers support in the form of technical assistance and a switch grant. Technical assistance from WHO, UNICEF, and extended partners can be requested through Gavi, preferably in the year prior to the switch decision making, including considerations for technical assistance that may be needed during the switch implementation.



Through the participation of Gavi / TCA partners, Gavi funds tailored and differentiated technical assistance in response to specific country needs. Please review the currently approved Technical Assistance Plan to assess whether the support required to implement a new vaccine is included in the approved technical assistance plan.

Financial support for switches (Switch Grant) 

For the implementation of the switch to be successful, countries will need to ensure the required funding is available for costs such as programme needs, updating reporting tools, and monitoring/supervision. Planning for and securing these funds in advance will help to facilitate the process. Depending on what option a country switches from, the implications in terms of implementation complexity and resources needed can vary considerably. Some switches may require less funding than others, depending also on country-specific opportunities for synergies with other planned events and how the switch can be feasibly integrated into routine services. 

Gavi may provide support, in the form of a “switch grant” to facilitate the safe and effective transition to a new product, presentation, schedule, or use, and intends to cover a portion of the one-time investments associated with it. 

As per WHO’s “Vaccine portfolio optimization guide: Assessing vaccine switch opportunities and planning for implementation”, possible costs to consider when estimating funding needs for the switch include the following: 

1. Workshop to review/adapt the existing training modules, guides and communication support

2. National level kick off meeting to ensure all government departments are informed, engage stakeholders to support the switch, update the national policy, etc.

3. Revision, production and distribution of tools, including printing child health cards, immunization forms, vaccine stock forms, guidelines, and procedures.

4. Briefing of national and regional level facilitators 

5. Updating LMIS/HMIS electronic tools, systems, registries with the new product information.

6. Training and supervision of all relevant health personnel at all levels for each switch, including refresher training. 

7. Social mobilization and communication: for example, a schedule change that requires to inform mothers to bring back their children later than the recent norm

8. Programme monitoring and evaluation, including immediate post-switch supervisory or monitoring visits to identify and resolve issues affecting the switch.



Further guidance on eligibility of support is provided in Gavi’s Budget Eligibility Guide (En and Fr). 

Switch grant requests are to be submitted jointly to the Switch Request Form using the standard Gavi template (EN) (FR). All switch grant requests will be subject to review.



The maximum available amount of Gavi financial support for a switch grant is US$ 0.25 per infant in the birth cohort (i.e., live births) in the year of implementation or a lump sum of $30,000, whichever is higher. For eligible countries switching product or presentation of the HPV vaccine, Gavi provides $0.80 per targeted girl in the routine cohort or a lump sum of $30,000, whichever is higher. 

The switch grant is not intended for investments that take longer than approximately six months to implement.

Activities funded through a switch grant should leverage synergies with other immunisation efforts happening at the same time and used for strengthening the routine immunisation system where possible. For example, timely revision of data tools, joint training or launch events.

In the case of a compulsory switch with delayed introduction due to supply scarcity, a switch grant will be limited to cover unrecoverable expenses from the Vaccine Introduction Grant. For example, if a country has printed training materials for one presentation that has become unavailable, the country may access a switch grant to finance printing of materials for the new vaccine presentation. 



Financial reporting and Audit requirements of switch grants will continue to follow Gavi Guidelines on Financial Management and Audit Requirements (En, Fr, Es, Ru). 

[bookmark: _Toc119511011]Switch follow-up requirements

1. Countries should have a transition plan to prioritize the utilisation of the full stock of the current presentation before implementing the switch to the new one, to minimise waste as far as feasible (except for partial switches).



2. Countries are required to report the actual switch date to the Gavi SCM within a year of the approval of the switch request. 

3. Countries should implement the approved switch to different vaccine products, presentations, schedules or use, in a timely fashion and no later than two years after approval.

Checklist of required documents to submit 

· Switch request form, signed by MOH, with switch impact assessment, stock analysis, and 5-year co-financing scenario[footnoteRef:12] only if co-financing changes [12:  As per PATH’s Cost Calculators available for HPV, PCV, Rota] 


· Switch implementation plan with chronogram of key activities identified in the switch impact assessment to support a successful switch

· NITAG recommendation or ICC endorsement supporting the switch

· Current child vaccination card or EPI calendar (for switches that impact vaccine schedule).

· Budget for switch grant (if financial support is requested)

Forms, examples, and technical references

		Gavi Switch Request Form

		Example of Switch Implementation Plan[footnoteRef:13] [13:  Adapted from the action plan developed by EPI Cameroun in 2022.] 


		Example of Gavi Switch Request Form



		



		



		









· [Placeholder for link to Technical resources for switches of Measles-containing-vaccines]

· [WHO Considerations for vaccine switches assessment and implementation (placeholder)
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Annex 1: Framework to inform vaccine selection or switch impact assessment

Examples of considerations to assess along six dimensions of impact and implications:

		KEY AREAS FOR CONSIDERATION

		POTENTIAL SWITCH IMPACT TO COUNTRY

		IMPLICATIONS



		Ease of use 
(e.g. single dose, liquid form, oral, shorter dose schedule)

		· Number of doses in the schedule 

· Number of steps to prepare the dose to administer (e.g., does or not require dose measurement, does or not require reconstitution)

		Training and simple graphic job aid required for HCW to be familiar with the change in dose schedule and administration processes to minimize confusion and errors.



		Cold chain, transport, storage requirements

		· Cold chain capacity needs

· Type of cold chain needed

· Freeze-thaw flexibility

		Planning and procurement required to accommodate the new vaccine if there is an increase in cold chain volume and type required.



		Efficacy, effectiveness or safety

		· Clinical profile

· Real-world data

· Country-specific evidence

		Training required for HCW to be familiar with the new vaccine product to ensure new AEFI are reported and monitored adequately in their country context.



		Coverage
(acceptability, missed opportunities)

		· Impact on HCW hesitancy to open a vial

· Means of administration (e.g., oral)

		Training and simple graphic job aid required for HCW to be familiar and comfortable with the change in vaccine presentation and administration processes.



		Financial sustainability 

(cost, price, wastage)

		· Wastage-adjusted cost to fully immunize a child

· Price per dose

· Wastage rates

· Future price outlook based on tender outcomes

		Budget planning if total vaccine/supplies cost increases from the switch; or allocating cost savings to other vaccine programmes if total vaccine/supplies cost decreases from the switch.



		Supply 

(availability, security, locally-made)

		· Current availability and predictability of future availability

· Made locally

· Size of supplier’s capacity

· Lead time for supplier to manufacture

		Consider country contexts and needs to ensure vaccine switch would result in a higher likelihood of long-term sustainable supply of vaccines with less chances of disruptions due to stock-outs.





Annex 2: Examples of Switch Impact Assessment framework

		Optimisation strategy

		Potential impact

Can vary by country context and over time (eg price changes, wastage rates, new data)



		Antigen

		Switch type

		Ease of use 
(e.g. single dose, liquid form, oral, shorter dose schedule)

		Cold chain, transport, storage requirements

		Efficacy, effectiveness or safety

		Coverage 
(acceptability, missed opportunities)

		Financial sustainability 
(cost, price, wastage)

		Supply 
(availability / security / locally-made)



		Measles

		Presentation, from 10 dose vial to 5 dose vial

		No impact

		marginally negative, expected to be manageable

		No impact

		Positive: up to 5% increase driven by reduction in hesitancy to open larger vials 

		Net neutral/negative: wastage-adjusted ppd expected to be similar 
lower wastage rate 
Price per dose higher by 0.20USD

		

No impact 



		Rota

		Product, from Rotarix to Rotavac in 10dv frozen

		Worse, with need for a 3rd dose and potentially also slower administration (MDV with need to count drops vs single dose)

		Mixed:
more than half CC capacity freed up

Deep freezers needed at central/ sub-national level

shorter shelf life at refrigerated temperature 

		No impact

		Potentially negative: risk of marginally lower fully vaccinated coverage due to additional dose

		For countries in Preparatory Transition or Accelerated Transition: positive, up to 70% lower cost
For countries in ISF: possibly negative impact driven by higher wastage rate)

		

Likely more positive



		PCV

		Product, from PCV10 by GSK to PCV10 by SII

		Marginal impact: doses per vial change from 4 to 5

		Additional 42% refrigerated capacity needed

		No Impact unless there is data on local circulating strains and the new vaccine is a better or worse match than the old one

		No Impact

		For countries in Preparatory Transition or Accelerated Transition: positive, up to 30% lower cost
For countries in ISF: no impact (fixed unit price)

		Likely more positive



		HPV

		Schedule, from two doses to one dose

		No impact 

		50% less refrigerated capacity 

		No impact

		Positive: can increase coverage.

		Net positive: reduction in cost and potentially higher coverage 

		Likely no impact or positive as long as supply constraints affect market







Vaccine optimization options



Products or presentations	[VALUE]+

Mixed*	YF	MCV	Penta	HPV	IPV	PCV	Rota	2	2	2	4	3	3	5	12	Schedules	[VALUE]**

Mixed*	YF	MCV	Penta	HPV	IPV	PCV	Rota	2	2	2	Use	
Mixed*	YF	MCV	Penta	HPV	IPV	PCV	Rota	2	
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Vaccine Switch 


Request Form (blank)




Vaccine Switch Request Form (blank)
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Example of Switch 


Implementation Plan (Rota)




Example of Switch Implementation Plan (Rota)
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Vaccine Switch 


Request Form (completed example)




Vaccine Switch Request Form (completed example)
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