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Agenda Slide

Welcome To FTLA

FTLA Overview

US & EU FTL Workstreams
Panel Q&A

Audience Q&A
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Accelerate success for each

member company to ultimately
improve patient lives.

IEER A

to become the definitive launch
enablement community and
ecosystem built by and for FTLs.



FTLA Sponsors: Launch Enablers
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Join our exclusive LinkedIn group

FTLA LinkedIn Group

Several benefits and perks:

Content repository

Access to exclusive content

Networking opportunities

Industry resources

% FIRST-TIME LAUNCH
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First-Time Launch Alliance
iti Private Listed

Earn an Active Group badge

Start a post in this group

B3 video [as] Photo

m ( ] Recommended )

‘ Pinned by admin

Group URL

Don't forget to
turn on
notifications!

gl Poll

https://www.linkedin.com/groups/13118757/

150 members

Including Stephen Kovary and 13 other
connections

LD -

Show all =

Analytics

Last 15 days activity

39 ¥ 5%
Active members

1 A57%
New members

6 420%
Posts

885 430%
Post views




Upcoming Events & FTLA Updates

/
SEPT Partnership Enablement
3PLs, CMOs, SDs/SPs, Hubs, etc. 'l‘
\ 2 3 Webinar FTLA Updates
- % Website Launch
. Coming SEPT 15
NOV FTLA Summit ° : o
% Sponsorship Inquiries
First-In Person Event (Free Registration) .
4 % Virtual & In-Person
\ Boston Collaboration Sessions
s % Membership Growth:
Webinar #5 < 210+ Member Companies
Q 4 TBD — Based on LinkedIn Suggestion % 240+ Individual Members
Event
\

% FIRST-TIME LAUNCH
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First-Time Launch Challenges in Europe:
Commonalities and significant Differences

Panel Session



Orchestrating success across workstreams: foundational to your playbook for first-time launches

Approval/

Corporate Vision, Strategy, & Plan

Corporate Strategy

Is this the right business

opportunity, and do we have
the capital and leadership Funding & Investor Relations
commitment to pursue it?

Drug Development

Does the product demonstrate

sufficient safety, efficacy, and : ;
value to justify regulatory Chemistry, Manufacturing, & Controls (CMC)

approval and adoption?

Business Development

Clinical

Regulatory Affairs

Quality
Manufacturing, Supply Chain, & Distribution
Can we deliver the product Medical Affairs, Market Access, & Reimbursement
reliably and ensure access and
uptake in the target market? Marketing & Sales

IT Systems, Security, & Data Management

Enterprise Enablement

Are we organizationally,
operationally, and legally
equipped to support a

complignt ang-scalable launch?
= ALLIANCE

Legal
Finance

Human Resources (HR)



First-Time Launch: Aligning Strategy, Science, & Execution B3

Orchestrating success across workstreams: foundational to your playbook for first-time launches

Pre-submission .
Corporate Strategy Corporate Vision, Strategy, & Plan

Is this the right business Business Development
opportunity, and do we have
the capital and leadership Funding & Investor Relations
commitment to pursue it?

Drug Development

Regulatory Affairs
Does the product demonstrate
sufficient safety, efficacy, and : ;
value to justify regulatory Chemistry, Manufacturing, & Controls (CMC)
approval and adoption?
Quality
Manufacturing, Supply Chain, & Distribution
Can we deliver the product Medical Affairs, Market Access, & Reimbursement
reliably and ensure access and
uptake in the target market? Marketing & Sales
: Legal

S ———

Are we organizationally,

Finance

operationally, and legally IT Systems, Security, & Data Management
equipped to support a




First-Time Launch: Aligning Strategy, Science, & Execution [

Orchestrating success across workstreams: foundational to your playbook for first-time launches

Pre-submission .
Corporate Strategy Corporate Vision, Strategy, & Plan

Is this the right business Business Development
opportunity, and do we have
the capital and leadership Funding & Investor Relations
commitment to pursue it?

Drug Development

Regulatory Affairs
Does the product demonstrate
sufficient safety, efficacy, and : ;
value to justify regulatory Chemistry, Manufacturing, & Controls (CMC)
approval and adoption?
Quality
Manufacturing, Supply Chain, & Distribution
Can we deliver the product | Meédical Affairs, Market Access, & Reimbursement
reliably and ensure access and
uptake in the target market? Marketing & Sales
: Legal

S ———

Are we organizationally,

Finance

operationally, and legally IT Systems, Security, & Data Management
equipped to support a




Meet the Panelists

: Jenny Miller -
George Clothier i . Christoph Krahenbuhl
Dynavax Former Chinook Therapeutics Senior Director
Seattle, WA

Berkeley, CA First-Time Launch Alliance
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Questions

14



FTLA Linkedln Group & Upcoming Events

> FIRST-TIME LAUNCH
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First-Time Launch Alliance

Don't forget to
iti Private Listed turn on
Earn an Active Group badge notificationS!
Start a post in this group
B3 video [az) Photo al. Poll

@ ([ Recommended |
K pinned by admin

% FIRST-TIME LAUNCH
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196 members

Including Stephen Kovary and 13 other
connections

LPDE -

Show all =

Analytics

Last 15 days activity

39 ¥5%

Active members

1 A57%
New members

6 A420%
Posts
885 430%

Post views

-

Partnership Enablement

3PLs, CMOs, SDs/SPs, Hubs, etc.
Webinar

FTLA Summit

First-In Person Event (Free Registration

Boston

Webinar #4

TBD - Based on LinkedIn Suggestion

Event

15
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