m 5. Evidence planning and generation
Early Access Programme (EAP) framework support

Scalable EAP setup and handover in 6 months

Client Challenges Lack of EAP experience ]—

« Undefined programme objectives and strategic decisions, with limited prior EAP experience internally
* Unclear governance and decision ownership, leading to ad-hoc requests and execution uncertainty
+  Complex coordination across multiple vendors and a demanding short handover timeline
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InnoStrat’s Solution EAP processes and framework Q EAP framework

Global EAP policy, SOP and templates developed as a scalable, compliant foundation -_,-

AP Operational Set Setting up EAPs incl regulatory intelligence
up & Conduct Handle incoming requests in review committee
Ensure timely and compliant supply of product

EAP Review Committee established with a clear, documented decision pathway
Full documentation package prepared to enable a clean handover to the client

. . . EAP Internal
Framework iterated with stakeholder feedback across the selected launch countries uarenoss & Process

Strategic EAP decisions

Clear leadership-aligned EAP Plan with a shared decision rationale |U#;’ T N
. . . . * Go ra EAP plan
Scalable, compliant operating model in place for the selected countries | cpeaaTNG - Verdorseectananson Scopa aligned from
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Patient continuity protected through the EAP transfer and delivered within six months Ecumon - Svecrc dea e
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