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1. 4 common mistakes

2. What to do instead

3. Theexciting stuff

Strategic Planning
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upplyissues

Patients in need

Excuses

o when is the right time?????

1. Planning late
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Expanded Access

Named Patient Supply

Special Access Scheme

PostTrial Access

EarlyAccess

2. Getting caught up in terminology

mechanism that enables patients with an unmet medical need to be
providedwith access to a medicine when they are unable to enter a clinical

orwhen the drug is not commercially available in their country

Compassionate Use

Cohort Route

Personal Importation

Managed Access

Pre-approval Access
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Clinical Trial

Often confused as U.S. regulations lead to Expanded Access Programs
looking very similar to a clinical trial.

E.g. outside the U.S. most countries do not require any protocol.

3.
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Commercial
Launch

Companies often focus on U.S., E.U. 5, Rest of E.U., then RoW

.

4.
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Theexciting future challenges
Real World
Evidence

Ultra Rare

Collaborations
Commercial
Feasibility

PROsGene Therapy
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