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Global Health EDCTP3 Joint Undertaking
Access plan 

This document is a mandatory requirement for Research and Innovation Actions Global Health EDCTP3 funded projects (Work Programme 2023 onwards) in application of the topic conditions implementing Article 114 (Affordable access) of the Council Regulation (EU) 2021/2085 establishing the Joint Undertakings under Horizon Europe, which states:   
“Participants to indirect actions funded by the Global Health EDCTP3 Joint Undertaking shall ensure that the products and services that they develop based or partly based on the results of clinical studies undertaken as part of an indirect action are affordable, available and accessible to the public at fair and reasonable conditions. For that purpose, where relevant, the work programme shall specify additional exploitation obligations applicable to specific indirect actions.”
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[bookmark: _Toc219216986]Section 1. General project information

	Grant agreement number
	[insert grant agreement number]

	Project acronym
	[insert project acronym]

	Project title
	[insert project title]

	Start date of project (as per grant agreement)
	[insert date (dd/mm/yyyy)]

	End date of project (as per grant agreement)
	[insert date (dd/mm/yyyy)]

	Name of coordinator and country
	[insert legal name of the organisation having the role of coordinator]

	Name of scientific project leader and country
	[insert legal name of the organisation having the role of scientific project leader]

	Date of submission of this deliverable
	[insert date (dd/mm/yyyy)]




ATTENTION:
The different parts of this deliverable are complementary to the data submitted in the portal through Continuous Reporting. For reference, the template for the different sections of the continuous monitoring can be found in the Horizon Europe Periodic Report (page 9 to 32). 
A draft of this document shall be submitted with the plan for exploitation and dissemination in the course of the project. The dissemination level of this draft is established as SENSITIVE.
The final version of this document shall be submitted at the end of the project. The dissemination level of this final deliverable is established as PUBLIC. Nonetheless, at the request of the coordinator, an embargo period to make it public (after submission) may be granted if justified in the context of intellectual property rights.
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[bookmark: _Toc219216987]Section 2. Summary of key exploitable results (KER)
List the main results generated by the project that have the potential for exploitation (e.g., diagnostic tools, vaccine candidates, drug formulations, clinical trial data, policy recommendations, training modules, software). This information needs to be consistent with the reporting in the portal featured under the following tabs: RESULTS; OTHER RESULTS; and RESULTS OWNERSHIP LIST.
	KER number (ID this document)
	(KER) Result type 
	Description of result 
	Progress at the end of the project (expected or actual)
(e.g., phase concluded, regulatory filing, disseminated)
	Lead/Owner beneficiary or joint ownership 
(Compatible with tab RESULTS OWNERSHIP LIST)
	Contact of lead/owner

	1
	[result type, same as tab RESULTS]
	[short technical description of the result]
	[short description of progress of result development or exploitation at the end of the project]
	[beneficiary or individual responsible for exploiting the result and/or who’s information is provided in fillings or registrations]
	[name and e-mail of responsible person for filling and/or exploitation the result]

	2
	[result type, same as tab RESULTS]
	[short technical description of the result]
	[short description of progress of result development or exploitation at the end of the project]
	[beneficiary or individual responsible for exploiting the result and/or who’s information is provided in fillings or registrations]
	[name and e-mail of responsible person for filling and/or exploitation the result]

	3
	[result type, same as tab RESULTS]
	[short technical description of the result]
	[short description of progress of result development or exploitation at the end of the project]
	[beneficiary or individual responsible for exploiting the result and/or who’s information is provided in fillings or registrations]
	[name and e-mail of responsible person for filling and/or exploitation the result]

	
	+ add or delete rows as necessary
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[bookmark: _Toc219216988]Section 3. Detailed status of results’ exploitation and product development
This section encompasses a comprehensive description on the progress and strategy towards the exploitation of each result. 
[for each of key exploitable result, add and fill a table]
	KER ID number
	KER 1 

	Geographical scope and target population
	[clearly define the geographical scope of exploitation of the results, including the specific countries where the result is being developed]

	KER detailed technical definition
	[clear definition of the final product/service: composition, specifications, target indication, specific pathogens, and intended user (e.g., health workers, policymakers)]

	Detailed technical/scientific/ regulatory progress achieved 
	[describe the technical, scientific, regulatory, or other milestones achieved (e.g., successful scale-up, positive clinical trial results, prototype finalisation, WHO recommendation, market approval, etc.). Reference relevant deliverables delivered within the project.]

	Current development status
Technology readiness level (TRL)[footnoteRef:2] [2:   TRL1- Basic principles observed; TRL2- Technology concept validated; TRL3 - Experimental proof of concept; TRL4 - Technology validated in lab; TRL5- Technology validated in relevant environment; TRL6 - Technology demonstrated in relevant environment; [TRL7 - System prototype demonstration in operational environment; TRL8- System complete and qualified; TRL9 - Actual system proven in operational environment; Not applicable.] 

	[TRL1; TRL2; TRL3; TRL4; TRL5; TRL6; TRL7; TRL8; TRL9; Not applicable]
[explain the TRL attributed]

	Targeted KER exploitation strategy
	[detail the current plan for taking the result to market/use (e.g., further R&D, regulatory approval, licensing, manufacturing, distribution, spin-off creation, policy implementation)]

	IPR Status & Management
	[detail any protection status and, if applicable, IPR owner (e.g., patent filed, trademark registered, know-how protected). List patent/application numbers. Specify any licensing/assignment discussions initiated or completed. Whether project participants transferred, or intend to transfer, the ownership or licensing of results to another legal entity. If applicable, where are these entities located[footnoteRef:3].] [3:  Please be aware that Global Health EDCTP3, in accordance with Article 16 of the Grant Agreement (intellectual property rights (IPR) — background and results — access rights and rights of use) has the right to object to a transfer of ownership or the exclusive licensing of results.] 






[bookmark: _Toc219216989]Section 4. Affordable access planning and implementation 
This section encompasses a comprehensive description on affordable access planning and implementation for each result. Participants must develop a proportionate access plan that demonstrates their strategies to ensure that the products and services that they develop based or partly based on the results of clinical studies undertaken by their project are affordable, available and accessible to the public (market and end-users) at fair and reasonable conditions. This covers registration targets, plans to meet demand, flexible approaches to IP, engagement with regulators and manufacturers where relevant and other strategies that reflect ability to pay and ensures that economic barriers to access are low. In addition, participants should add, if relevant, as part of the plan, an outline on how to achieve the optimal use of an intervention including, for example, how to avoid irrational use, overuse or abuse (e.g. antimicrobials).
[for each of key exploitable result, add and fill a table]
	KER ID number
	KER 1 

	Target population
	[clearly define the primary SSA target populations and geographies]

	Pricing/affordability strategy
	[detail the strategy to ensure affordability in target LMICs (e.g., tiered pricing, non-exclusive licensing, price caps, not-for-profit pricing). Provide a preliminary or projected ex-works price range for SSA countries. For each country where, e.g., the medicine is introduced, explain why the price is considered affordable. If there are particular partners (inside or outside the project) that will enable uptake, please mention their legal name and key contact’s name and e-mail.]

	Availability & supply chain plan
	[describe the plan to ensure robust supply and availability in target geographies (e.g., commitment to local/regional manufacturing, technology transfer plans, if supported by the Team Europe Initiative MAV+[footnoteRef:4], partnerships with procurement agencies like UNICEF/Gavi/WHO). If there are particular partners (inside or outside the project) that will enable uptake, please mention their legal name and key contact’s name and e-mail.] [4:  European Commission (2025). Team Europe Initiative on manufacturing and access to vaccines, medicines and health technologies in Africa - International Partnerships] 


	Accessibility plan
	[detail how physical and procedural barriers to access will be overcome (e.g., specific formulation for low-resource settings, training materials for local health staff, efforts to introduce results in as many relevant countries in the region, inclusion in Essential Medicines Lists, new or updated guidelines or policy frameworks that enable use of intervention, integration of interventions into healthcare services, national healthcare programmes, or disease-specific initiatives, etc.)]

	Access-related agreements
	[have any access-related agreements (e.g., licensing with "access conditions," Memoranda of Understanding with national health authorities) been initiated or signed during the reporting period? If yes, provide key terms related to access]

	Optimal use of the intervention
	[if relevant, outline how to achieve the optimal use of an intervention including how to avoid irrational use, overuse or abuse (e.g. AMR)]


[bookmark: _Toc219216990]
Section 5. Actions taken up to date
	
[describe, in less than 300 words, the main actions taken up to date in terms of exploitation of results]
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[bookmark: _Toc219216991]Section 6. Actions for future reporting
For up to four years after the action, Global Health EDCTP3 must be informed every year about the status of the development of the product and any other exploitation of the results through an annual report that is due on each anniversary of the end of the grant agreement. 
In this context, outline the concrete, quantifiable actions planned for the next four years period to advance exploitation. These should reflect, in a targeted manner, the different aspects of the plans described before. The below actions will be the basis for the annual reporting to Global Health EDCTP3.
	Planned action number 
	Planned action 
	Lead entity/joint-onwership
	Target month/year 
	Expected Outcome

	1
	[e.g., submit regulatory dossier to target LMIC national authority]
	[responsible entity/joint-ownership]
	[target month/year]
	[description of the outcome]

	2
	[e.g., secure partner for scale-up manufacturing/distribution under a tiered pricing model]
	[responsible entity/joint-ownership]
	[target month/year]
	[description of the outcome]

	3
	[e.g., conduct market assessment]
	[responsible entity/joint-ownership]
	[target month/year]
	[description of the outcome]

	
	+ add or delete rows as necessary
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[bookmark: _Toc219216992]Section 7. Supplementary information, supporting documentation and declarations
Please add relevant supplementary information, supporting documentation and declarations.
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