—= GLOBAL DRUG
== DEVELOPMENT

DELIVERY MILESTONES FOR DECISION TO ENTER PHASE 2 TRIALS (1/2)

Goals/ Definitions

Business case for developing a deliverable product.

Business Case, deliverability assessment, strategic demand forecast and COGS reports and cost effectiveness report.

=  BusinessCase * Business caseprovides overview of product candidate’s strategic valueand marketviability, =  Providekey
including: assumptions and
* Valuepropositionagainstfoundation’s diseasestrategy and other interventions in market rationale for business
*  Estimate of overall costs tolaunch and driveuptake case

*  Summary of market understanding (e.g., size, segments, user needs, etc.)

= Deliverability * Adeliverability assessmentwill providea high-level assessmentof risks and opportunities for: = Summary report
Assessment * Improvement relativeto standard ofcare
* Considerations around theglobal and country awareness of the intervention, possibility of
financing,

* Globalpolicyandregulatorypathway

*  Supplychainand usertargeting

*  Frequency and mode of deliveryand any special handlingrequired

*  Novelty relativeto existing products

*  Manufacturing considerations

*  Provider-relatedissues includingworkflowandtraining (ex:maintenance and calibration)
* Patientaccess, perception of valueand economics

* Diseaseriskawarenessinpopulation
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DELIVERY MILESTONES FOR DECISION TO ENTER PHASE 2 TRIALS (2/2)

Goals/ Definitions

Business case for developing a deliverable product.

Business Case, deliverability assessment, strategic demand forecast and COGS reports and cost effectiveness report.

=  Strategic * Aninitial, high-level demand forecast will identify: =  BMGEF provides
Demand Forecast * Target countries methodology
* Target sub populations
* Timing of introduction specific to identified countries

= COGS * Aninitial, high-level COGS analysis at EP1 will identify: =  BMGEF provides
* Key cost drivers methodology
* Cost estimate assumptions for equipment needed, processes
* Projected price (within 30% of TPP target)

= Cost- * Aninitial, high-level cost-effectiveness analysis will identify: =  BMGEF provides
Effectiveness * Anticipated health and economic benefits of the product methodology
Analysis * Projected health and economic costs to achieve the benefits

* Comparisons to existing standards of care



