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Phase 1 clinical testing is the first time the product is used in humans and

Is usually limited to healthy volunteers, generally 20-100 patients. This trial

establishes how the body absorbs, distributes, metabolizes and excretes the
— drug. The goal is to demonstrate if the drug is sufficiently safe to be tested

Y

in subjects with the target disease.

Corporate Climate: Challenges:

» Entrepreneurial/risk taking environment. » Resourcing the people: which jobs do you

> There is minimal company infrastructure. fill’?- Which do you outsource? Which jobs
do you eliminate?

» Core group of employees: R&D, Clinical



Phase 1 Clinical Trials:

HR Response: MannKind HR Response:

» Typically no HR team and as a result
other functions: i.e. finance, makes
decisions regarding HR type
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Corporate Climate:

» Infrastructure with increasing complexity.

» Less entrepreneurial thinking, more structured, i.e.
GMP, GCP, GLP.

» May in-license or out-license products.

» Company culture begins to change dramatically.

» Typically company goes public during this phase.

» No longer just the entrepreneurs or founders; include
seasoned functional leaders and the Executive
Leadership team is formed.

Challenges:

» Need to shift “research”

» Continuing need to raise funds — venture capital or
other sources.

» Decisions need to be made on Strategic Direction.

» Go it alone or out license/in license, partnerships or
sell assets.

> Need for infrastructure in place for capturing clinical

data and adverse impacts.

é Phase 2 clinical trials are typically the first studies in people with the
target disease or condition, generally 100-500 patients. The goal IS to generate
proof of concept that the drug actually has the intended effect in the target
populat|on to establish safety and effectiveness in treating the disease, to
establish minimum and maximum effective dosage and to look for side effects.

Challenges (cont):

> Need to expand the workforce and shift the
balance to attract, hire and retain more FTE
employees and balance number of contract
employees.

> Need to articulate the employment value
proposition during this phase of company life
cycle.

» The integration of functional expertise within
the organization and career growth plays a
larger role in how the company operates.

> Need to understand the stage appropriate
compliance requirements.
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both good and bad; greater need for HR
involvement is evident.

» Employee focus on company ownership.

» Management shift strategies and increase
focus on shareholder value.
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Phase 2 Clinical Trials:
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HR Response: > Increases focus on HR Compliance and

Develops workforce composition through minimizing company risk.

effective workforce planning. MannKind HR Response:

Builds infrastructure for employee benefit > HR Leader is hired as an officer of the
programs. company.

Creates a total compensation and rewards » Developed HR Corporate structure.

strategy which includes compensation > Corporate Vision & Mission Statements and
structure, incentives, bonus plans. MannKind Values are developed




Corporate Climate:

» Structure becomes more evident throughout the
organization.

» Hiring experienced talent that may be overqualified for
the job at the time of hire due to rapid growth of
company.

> Executive composition may continue to change and it
expands to meet the growing business.

» The focus is on building a professionally managed
company.

> Infrastructure shifts to centralized functions focusing
on efficiencies.

» Preparation and submission of NDA becomes primary
focus.

» Develops the commercialization strategy.

Challenges:

> Asthe company becomes more structured, some of
the early employees (entrepreneurs) lose interest and

leave.

Company becomes top heavy with too many chiefs

and not enough workers.

Focus is on future goals, corporate strategy. The HR

role needs to become more strategic.

Phase 3 clinical trials are larger scale tests in people with the target

disease or condition, generally 1,000- 5,000 patients. The goal is to
produce compelling evidence of safety and efficacy in a large population to
support approval by the FDA to market the product in the United States.

Challenges (cont):

>
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Need for effective development and utilization
of employees.

Budgeting becomes a process and people are
held accountable to adhere to the budget.

Decision making is shared and should occur at
the most appropriate level.

Limited budget to support systems and
technology requirements to sustain the growth.

Keeping employees motivated.
Work/Life Balance.

Adhering to aggressive timelines.
Employee retention.

Decision to assess alliance opportunities OR
build internal infrastructure.

More work to do than employees can handle.



Phase 3 Clinical Trials:
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HR Response:

» Recruiting becomes focused on matching
candidate styles with new stage of growth, greater
accountability and specialization of skill sets.

HR adjusts its structure to develop business
partnerships model; HR business partner role
develops and shift to primarily a coaching role.

» HR becomes critically involved in organizational

Cross functional teams are developed to speed up

decision making process and improve
communication; minimize silos.

Corporate specializations are added to centralize
work for efficiencies.

Retention plan for key employees.
Completion bonus in place for team or individual.




Phase 3 Clinical Trials (cont):
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MannKind HR Response (cont.):
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» Launched Benetrac (benefit admin system)

Launched Annual Readiness Review and : :
and Sonic Recruit.

Succession Planning process.
» Automated On-boarding with RedCarpet

Aligned the Performance Planning process ol

with Corporate Obijectives.
Developed the “Manni Za Sitgeﬂ Coy leilélgnature for




Product approval, launch and Phase IV post-marketing

studies In Phase IV studies, the post marketing studies delineate additional
information including the drug's risks, benefits, and optimal use. One component,
ongoing safety surveillance is designed to detect any rare or long-term adverse
effects over a much larger patient population and longer time period than was
possible during the Phase I-1lI clinical trials. Phase IV studies may be required by
regulatory authorities or may be undertaken by the sponsoring company for
competitive (finding a new market for the drug) or other reasons (for example, the
drug may not have been tested for interactions with other drugs, or on certain
population groups who are unlikely to subject themselves to trials).

Corporate Climate: > What’'s in it for me me

» Up beat environment. >  Where is my reward?

» Uncertainty of next assignment/project for Clinical
Team. » Retention and redeployment of talent.

» Meeting the new demand for the product is priority.

_ o ) - > Retaining the superstars.
> Continue building a Sales & Marketing organization
and other functions that may result from h&Vlng > Manufacturing Capacity and regu|ati0ns of
product on the market. commercial manufacturing.

> Visibility to Investors and Consumers is increased.

. . . » Multiple compensation programs are
> Ripe environment for organizing labor. necessary.

> Global Organization. '
> Rapid ramp-up needed across the country.

Challenges:
_ » Communications are more complex due to
> Thedrlght way to spend the money generated by the company size and multiple site locations.
product.

_ _ > Build the corporate image and brand.
>  Meeting employee new expectations.
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Challenges (cont):

» Avoiding Unionization.

» Managing multi location sites with established
individual organization culture.

HR Response:

Phase 4 Clinical Trials:

HR Response (cont):

>

Greater focus on job enrichment for retention of
key talent.

Community relations/Outreach programs.
Market and promote culture, climate, programs.

Fair and consistent process for handling employee
complaints.
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MannKind HR Aspiration Stateme

We will embrace and promote the legacy of our founder, Al Mann, by opening

pathways for our employees to actualize their full potential and maintain a
healthy work/life balance.

We will be respected by our employees, managers, and executives because

we consistently demonstrate integrity, fairness, and competence in all that
we do.

We will become a world renowned employer of choice that attracts and retains
top talent for each of our business disciplines.

We will be recognized as a leader in HR business practices by HR
professionals from other companies.

We will be sought after by other high-growth companies and HR professional
organizations for input when benchmarking HR best practices.

We will be invited speakers at Leadership Conferences, Human Resources
Conferences and Biotechnology Conferences.

We wi | | become known globally as a c«
treats people with respect.

\We will be selected as one of the 100 best companies to work for by well-
respected publications.

©2006 MannKind Corporation. All rights reserved. No copying or distribution of
this material may be made without written consent of MannKind Corporation.
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Questions?




MannKind Corporation

Corporate Headquarters
28903 North Avenue Paine
Valencia, CA 91355

Research and Production Plant
One Casper Street
Danbury, CT 06810

Clinical Research Facility
Mack-Cali Center IV
61 South Paramus Road, STE 5
Paramus, NJ 07652

©2006 MannKind Corporation. All rights reserved. No copying or distribution of

this material may be made without written consent of MannKind Corporation.



